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CTABHWJIBHBIE, TIPUT'OTOBJIEHHBIE B ®OPME TABJIETOK H KAIICVYJI,
KOMIIO3UIIUU C HEMEJJIEHHBIM BBICBOBOKAEHUEM 1-((2S,SR)-S-((7H-
IMUPPOJIO|2,3-DIITUPUMUAUNH-4-HII) AMUHO)-2-METHJINUINEPHU U H-1-
nnIpPOII-2-EH-1-OHA

OBJIACTb U30BPETEHHA

Hacrosimee wu3oOpereHHe OTHOCUTCS K OTKPBITHEO CTA0MJIBHBIX KOMITO3ULIMN C
HEMEIJIEHHBIM BBICBOOOJKIEHHEM uHruoOuropa siHyc-kuHasel 3 (JAK3) 1-((2S,5R)-5-((7H-
nupposio| 2,3-d JnupuMuaH-4-1i1)aMUHO )-2-MeTHIITUNIEPUANH- | -1uT)ipon-2-eH-1-0Ha B BHIE
ero napa-ronyoncynbdonarroit comu (PF-06651600-15).

ITPEJIIIECTB YOI YPOBEHb TEXHHKU
1-((2S,5R)-5-((7H-ITuppoino| 2,3-d JmupumMu ArH-4- 11 )aMIHO )-2-Me THIITUTIepU AU H- | -
WwI)npon-2-eH-1-0H npeacrasisger coOO CEeNeKTHUBHBIH W HEOOpaTHUMbINT MHTHOUTOp SIHYC-
kuHa3bl 3 (JAK3), KOTOpBIN HCTIONIB30BAJICA B UCCIEAOBAHUIX HA MPEIMET JISUEHUs THE3THON
aJIOTIeLIMH, BUTHWIINTO, SI3BEHHOrO KonuTa, Oone3Hu KpoHa, mcopwasa W peBMAaTOHIHOTO
apTpuTa.

Knunnueckue nccnenoBaHus IPOBOAMIIHN C TPUMEHEHUEM NepopaibHOro BeeaeHus PF-
06651600-15 B nByx pasHeIx po3ax (tabmerkax mo 10 m 50 w™r), wucnone3ys
«MatepuanocOeperaroinyr TadiaeruposanHyro komrnosuuuto (MST; material sparing tablet).
MST xoMmo3unus conepskayia SKCIHUIUEHTHI, BBIOOP KOTOPBIX OBLI TOCTATOYHO OYEBHIEH C
TOYKU 3pPEHHs TMOJYYeHHs TMPOAYKTa C HEMHOTOYHUCJIEHHBIMH TPOHM3BOJACTBEHHBIMU
npoOjeMaMy, BKJIIOYAsT TEKY4YeCTb, MPHUTOTHOCTh K MPecCOBaHHI0/00paboTKe, ycuiue
BBITAJIKMBAHUS M QATe3WI0 K IyaHCOHY, W KOTOpPbIE MOXKHO OBLIO HCIOJNB30BAaTh C
JIEKaPCTBEHHBIMHU BEIECTBAMH, B TOM CJIy4ae, KOr/Aa 3HaHUS O (PU3NYECKUX, MEXaHMYECKHUX H
TEXHOJIOTHYECKHUX XaPAKTEPUCTUKAX JIEKAPCTBEHHOTO CPENCTBA €Ie HETOCTATOYHO XOPOLIO
usydenbl. OnHako, ObLI0 0OHapyxkeHO, YTo MST KOMITO3UIIMST OKa3bIBaJach HECTAOWIIBHOM,
nockonbky PF-06651600-15 nerko moxaseprajicst nuMmepusanuu U oauromepusaunu. Kpome
TOTO, TAK)K€ HAONOMAIN 3aMETHOE M3MEHEHHE BHEIIHETO BUA JJIsI CMecel B TaOJNeToK, NMpu
5TOM 00pasibl CO BpEMEHEM MEHSUIN LBET ¢ OEJIOro Ha KENThINA/KOPUIHEBbIH HIIH TPOSIBIISIN

WHTEHCHUBHOE JIOKaJIbHOE M3MEHEeHHe 1[BeTa. HeynoBIeTBOpUTENbHbIN PO UITh CTAOMIBHOCTH
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o0ycraBnuBas HEOOXOIUMOCTh IPUMEHEHHUSI XPAHEHUS! B XOJIONWIbHUKE U YIIAKOBBIBAHHS B
domnbry.

Taxum 0Opasom, cyiecTBoBaja MOTpeOHOCTb B OTKPBITHH CTAOUIIBHBIX KOMITO3ULIMH €
HEMEJUJICHHBIM BBICBOOOXKIEHNEM B (opMme TabNeTku WM Karcyibl, comepxamux PF-
06651600-15, nna BBEAEHHUS STOTO COSAUHEHMSI C LIETIbIO JIEYEHUsI MIMMYHHBIX, 8y TOMUMMYHHBIX
Y BOCTIAJIUTEJIbHBIX PACCTPOMCTB y CyOBEKTOB.

KPATKOE OITMCAHUE CYIIHOCTU M30BPETEHUA

CornacHO HacTOsIEMy U300PETEHHUIO TMPENIOKEeHa CTaOUJIbHAST KOMITO3ULUS C
HEMEIJIEHHBIM BBbICBOOOKIeHHeM, conepxamasi PF-06651600-15, npu 3TOM KOMMIO3ULUS
cogepxxutr  0,7% (macc/macc.) wmm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuIIH-4-1IT)aMHUHO )-2-MeTHIITUTIEPUANH- | -iT)nporn-2-eH- 1 -oHa, U olrmee
KOJINYECTBO MPOAYKTOB Pa3sioskeHus coctaisieT 1,2% (Macc./Macc.) 1in MeHee.

B napyrom BOIUIOIIEHHWH HACTOSIIEro H300pETeHHs] MPEIJIONKEH CIOCO0 JieUeHUs
UMMYHHOT'0, 8y TOUMMYHHOT'O HJTH BOCTIAJIUTEIBHOTO PACCTPONCTBA Y CYOBEKTA, BKIIFOUAFOIIUI
BBEICHHE CYOBEKTy, HYKHAOIEMYCS B TaKOM JIEYEHHUH, CTAOMJIbHOW KOMIIO3MLIUH C
HEMeJIEHHbIM BBICBOOOIKICHHUEM, cozepskatieit 1-((2S,5R)-5-((7TH-mupposno|[ 2,3-
d]mupumMuIH-4-1I1)aMUHO)-2-MeTHWIITHNIEPUANH- | -uT)npon-2-eH- 1-0H WIH ero
(bapMarieBTUYECKH NPUEMIIEMYIO COJIb, B TOM YHCJIE HAPA-TOMYONICYIb(POHATHYIO COJIb, MPH
sToM kommo3uuus coxepxut 0,7% (macc./macc.) uimn menee mumepa 1-((2S,5R)-5-((7H-
nuppodo[2,3-dmupumuauH-4-m)aMuHO )-2-MeTHIIITUIIEPUANH- | -1iT)Tpon-2-eH- 1 -oHa, 1
o01ee KOJMYECTBO MPOAYKTOB pasyiokeHus coctasisier 1,2% (macc./Macc.) Wi MeHee.

KPATKOE OITMCAHUE ®UT'YP

Ha ®ur. 1 npencraBiensl naHHble 1o crabunbHocTH st PF-06651600-15 moce
OOBEUHEHUS C KUCIIOTAMH (IKCIMITUEHTAMHU-TOHOPAMH MPOTOHOB) uepe3 1 Heemo XpaHeHus!
npu 70°C/orHOcuTenbHOM BiaxkHoctu (RH) 75%.

Ha ®ur. 2 mpencrasiensl nanHble 1o crabwibHocTH st PF-06651600-15 moce
OOBEUHEHNS C SKCIIUIMUEHTAMH, PAHKHPOBAHHBIMU 110 pH MUKPOOKpY keHus, uepe3 1 Hepenro
xpanenus npu 70°C/RH 75%.

Ha ®ur. 3 mpencrasiensl nansble 1o cradwibHocTH it PF-06651600-15 moce

OOBEUHEHNSI C SKCIHMITUEHTAMHU-AKIENITOPAMH TPOTOHOB uepe3 | Henmemro XpaHeHHs NpHU

70°C/RH 75%.



Ha ®ur. 4 npencrasiensl nanseie 1o crabmibHocTH it PF-06651600-15 mocie
OOBEMHEHNSI C HEWTPAJbHBIMH TMIPOCKONMYHBIMU OSKCLUMUEHTAMH dYepe3 1 Hememro
xpanenus npu 70°C/RH 75%.

Ha ®ur. 5 npexncraBnenbl aaHHble nmo crabuibHocTH Ansi PF-06651600-15 mocie
O0BEUHEHHUST ¢ SKCUMIHEeHTaMHU-HAMOJHUTEIsIMU uepe3 | Hepenmto xpanenus npu 70°C/RH
75%.

Ha ®ur. 6 npencraBieHsl KpuBble TUHAMUYECKOH copOrmu napos (DVS) nns manHuTa
U KCUJINTA.

Ha ®ur. 7 npencrasiensl nanHble 1o cradunbHocTH st PF-06651600-15 mocie
OOBEMHEHUSI C TAKMMH SKCLUITHEHTAMH, KaK CMa3bIBAlOIlee BELIECTBO/TJIMAAHT, depe3 |
Henemo xpaneHus pu 70°C/RH 75%.

Ha ®wur. 8 mpencrasiensl nanHble 1o craduwibHocTH it PF-06651600-15 moce
OOBEIUHEHNUS C HKCLUUIMHEHTAMH-Pa3PhIXIHTENsIMU uepe3 | Henemo xpaneHus npu 70°C/RH
75%.

Ha ®ur. 9 npeacraieHbl JaHHbIE IO PACTBOPEHMIO ISl TAOJIETOK, MPUTOTOBICHHBIX
Ha OCHOBe 3KcrepuMeHTalbHbix kommnosuuuid A, B, C, E u G, no cpaBHenuto ¢ MST
xommnosuimen npu 75 06/muH B 500 ma cpener 0,01 M pactopa HCI u 900 mun aneraTHOTrO
Oydepnoro pacteopa ¢ pH 4,5.

Ha @ur. 10 mnpencraBieHbl pe3ysNbTaThl IO PA3JIOKEHUIO sl TabJeTOK,
IPUrOTOBJIEHHBIX HA OCHOBE 3KCIIepUMeHTaNbHbIX komnozuuuii A, B, C, E u G, no cpaBHeHHI0
¢ MST Tabnerkamu coriacHo IIporpamMme OLieHKH CTAOMIBHOCTH B YCIOBHSAX KyCKOPEHHOTO
craperus» (ASAP).

Ha ®ur. 11 npencrasnen nporeHt numepusanuu PF-06651600-15 (BepxHsisi maHenb) u
oOuiee comep:kaHue MPOayKToB pasnokenus PF-06651600-15 B nporieHTax (HYKHSIS TAHEb)
B Cily4ae TabJIETOK, MPUTOTOBJIEHHBIX HA OCHOBE HKCIIEPUMEHTANbHBIX KoMmosunmid A, B, C,
E u G, no cpaBuenuto ¢ MST kommnosunueil B yciaoBusix cornacHo ASAP.

Ha @ur. 12 npexncraBieHO MPOIEHTHOE CONEpiKaHWE IUMepa, OOHAPYKEHHOTO B
TabJIeTKax, MPUTOTOBJICHHBIX HA OCHOBE dKCIepUMeHTanbHbIX komnosuimii A, B, C, E u G, u
B MST Tabnerkax, B ciydae xpaHeHuss npu S5°C B OTKpHITOH 4Yallke B TEYECHHE
niecTuMecsiyHoro nepuoaa BpeMeHu. AC o3Ha4yaeT AOMYyCTHMYIO KOHLIEHTPALMIO JHUMeEpa
(0,7%). 16-002785 o3Hauaer MST KOMITO3HUIHIO.

Ha @ur. 13 mpencraBieHO MPOIEHTHOE COIEp:KaHWE AuMepa, OOHAPYKEHHOTO B

TabJIeTKax, MPUTOTOBJICHHBIX HA OCHOBE dKCIIepuMeHTanbHbIx komnosuimii A, B, C, Eu G, u
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B MST rtabnerkax, B ciaydae xpaneHus: npu 25°C/RH 60% B OTKpbITON Hallke B TEYEHHE
IIECTUMECSYHOTO NEPUO/Ia BPEMEHH.

Ha @ur. 14 mpencraBieHO MNPOIEHTHOE COAEp:KaHHWE AuMepa, OOHApPYKEHHOTO B
TabyeTKax, MPUTrOTOBJICHHBIX Ha OCHOBE 3KCrepuMeHTanbHbix komnosuimii A, B, C, E u G, u
B MST Ttabnerkax, B ciaydae xpaneHust npu 30°C/RH 75% B OTKpBITON Halike B TEYEHHUE
IIECTUMECTYHOro nepuoaa BpemeHd. AC O3Ha4YaeT NOMYyCTHMYHK) KOHLIEHTPALUIO JUMepa
(0,7%).

Ha @wur. 15 mpencraBieHO MPOIEHTHOE COIEp:KaHUE AuMepa, OOHAPYKEHHOTO B
TabJIeTKax, MPUTOTOBJIEHHBIX HA OCHOBE dKCIepUMeHTaabHbIX kKommnosuimii A, B, C, E u G, u
B MST rtabnerkax, B ciaydae xpaneHus: npu 40°C/RH 75% B OTKpbITOH Halike B TEYCHUE
IIECTUMECTYHOro neproaa BpemeHH. AC O3Ha4yaeT NOMyCTHMYI) KOHLIEHTPALMIO JUMeEpa
(0,7%).

Ha ®wr. 16 npencrasieHo ob1iee MpOLEHTHOE COAepKaHUe MPOAYKTOB Pa3JIOKEHUS,
OOHapyXeHHBIX B TaOJETKAX, MPUTOTOBJICHHBIX HA OCHOBE HKCIEPUMEHTAIbHBIX KOMIIO3ULIUI
A, B, C, E u G, u B MST tabnerkax, B ciaydae xpaneHus npu 40°C/RH 75% B oTKpBITON Halike
B TEUEHHE IECTUMECSIHOTO NEPHO/Ia BPEMEHH.

Ha @ur. 17 mpencraBieHO NPOIEHTHOE COAEp:KaHHWE AuMepa, OOHAPYKEHHOTO B
TabJIeTKax, MPUTOTOBJICHHBIX HA OCHOBE dKCIIepuMeHTanbHbIx komnosuuuii A, B, C, E u G, u
B MST rtabnerkax, uepe3 aABeHaanars mecsueB xpanenus npu 5°C. Cmech 2:1 MCC:DCP
(MUKpPOKpUCTAJUTMYECKAs LEJUTI0JI03a; IUKanbLuuiipochar) O3HA4YaeT HKCIEPUMEHTAJbHYIO
xomnosuipoo A. Cmech 2:1 MCC:kpaxman 03Ha4aeT SKCHEPUMEHTAIbHYI0 KOMITO3ULNIO B.
Cmecp 2:1 MCC:MaHHUT O3HaudaeT skcrnepuMeHTanbHyl0 Komnosuimuioo C. Cwmech 2:1
MCC:nakto3a o3Ha4aeT skcrnepuMenTanbay0 komnoduuuto E. Cmece MCC:xpaxman + FA
(bymapoBas kucaoTa) o3HauaeT 3KkcnepuMeHTanbHyo komnosunuio G. MST osznauaer MST
komno3uiuoo. AC o3HayaeT KpUTEpH IPUEeMIIEMOCTH, KOTOphIH coctasisieT 0,7%.

Ha ®ur. 18 npencrasieHo olliee MPOLEHTHOE COAEePKAHUE MPOAYKTOB PA3JIOKEHUS,
OOHapy XKeHHBIX B TaOJETKAX, MPUTOTOBJIEHHBIX HA OCHOBE HKCIEPUMEHTAIBHBIX KOMIIO3ULIUI
A, B, C, E u G, u B MST Tabnerkax, yepe3 nBeHanuath Mecsues xpanenus npu 5°C. Cmech
2:1 MCC:DCP o3Havaer skcnepuMeHTanbHyro kommnosunuio A. Cmech 2:1 MCC:kpaxman
O3Ha4YaeT JKcnepuMeHTaIbHYI0 Kommnosumuiw B. Cmece 2:1 MCC:maHHUT O3Ha4aer
skcnepuMeHTanpHy0o  kommosummro C. Cmecs  2:1  MCC:nakroza  o3HaudaeT
skcnepuMeHTanpHy0o  komnozuumuio  E. Cmece MCC:xkpaxman + FA  o3nauaer

3KCNepUMeHTaNbHY0 koMno3uuuo G. MST oznauaer MST koMnosuiuto.



Ha @ur. 19 npexncraBieHO NPOIEHTHOE CONIEp:KaHHWE IuMepa, OOHAPYKEHHOTO B
TabJieTKax, MPUTOTOBJICHHBIX HA OCHOBE dKCIIepuMeHTanbHbIx komnosummii A, B, C, E u G, u
B MST Talnerkax, mpu XpaHEHHH B OTKPBLITOI 4alllke B TE€YEHHE JBEHAILATHMECSYHOTO
nepuona Bpemenu npu 25°C/RH 60%. Cmecs 2:1 MCC:DCP o3HauaeT 5kCriepriMEHTaIbHYIO
xomno3uuoo A. Cmech 2:1 MCC:kpaxman 03HauaeT 3KCIEPUMEHTANIbHYIO KOMITO3ULUI0 B.
Cmecp 2:1 MCC:MaHHUT O3HaudaeT skcrnepuMeHTanbHyl0 Komnosumuio C. Cwmech 2:1
MCC:nakTo3a o3Ha4aeT skcrnepuMeHTanbHyo komnoduuuto E. Cmece MCC:kpaxman + FA
o3HavaeT skcrepuMeHTanbHy0 Kommnodummio G. MST oznasaer MST xommnosunuro. AC
O3HauaeT KpUTEPHUil MPUEeMIIEMOCTH, KOTOpbIil coctasiseT 0,7%.

Ha @wur. 20 mpencraBieHO MPOIEHTHOE CONEp’KaHUE IuMepa, OOHAPYKEHHOTO B
TabJIeTKax, MPUTOTOBJICHHBIX HA OCHOBE dKCIepUMeHTanbHbIX kommnosuimii A, B, C, E u G, u
B MST Tabnerkax, mpu XpaHEHHH B OTKPBITOH 4YalllKke B TEUCHHE IBEHAILATHMECSYHOTO
nepuozna Bpemenu npu 30°C/RH 75%. Cmech 2:1 MCC:DCP o03HauaeT 3KCepUMEHTAIbHYIO
kommnozumio A. Cmech 2:1 MCC:kpaxman o3Ha4aeT 3KCIEPUMEHTAIBHYI0 KOMITO3ULIUIO B.
Cmechy 2:1 MCC:MaHHUT O3HaudaeT skcnepumMeHTanbHyro kommnosuuuwo C. Cwmech 2:1
MCC:nakto3a o3Ha4aeT skcrnepuMeHTanbHy0 kommno3uuuto E. Cmece MCC:kpaxman + FA
O3HavaeT skcrepuMeHTanbHy0 kommnodummio G. MST oznasaer MST xomnozunuro. AC
O3HAa4aeT KpUTEPHUIl MPUEMIIEMOCTH, KOTOpBIi coctasseT 0,7%.

Ha ®wr. 21 npeacraBneHo odree MPOLEHTHOE CONEPKaHNe MPOAYKTOB PA3JIOKEHUS,
OoOHapy>keHHbIX B TAOJETKAX, MPUTOTOBJIEHHBIX HA OCHOBE SKCIEPUMEHTAIbHBIX KOMITO3ULIUH
A, B, C, E u G, u B MST Ttabnerkax, mpu XpaHEHHH B OTKPHITOH YallKe B TEYCHUE
ABeHaaaTuMecsiyHoro nepuozaa Bpemenu mpu 25°C/RH 60%. Cmece 2:1 MCC:DCP o3navaer
sKkcrepuMeHTanpHyr0  kommosummro A, Cmece  2:1 MCC:kpaxman  o3HaudaeT
sKcrepuMeHTanpHyr0o  kommosummro B, Cmece  2:1  MCC:maHHUT  O3Hadaer
skcnepuMeHTanpHyt0o  kommosuumio  C. Cmecs  2:1  MCC:nakroza  o3Hauaer
skcniepuMeHTanpHyto  komnozuuuio  E. Cmece MCC:xkpaxman + FA  o3nauaer
3KCNepUMeHTanbHy0 koMmnozuuno G. MST oznauaer MST koMnosuiuio.

Ha ®wr. 22 npencrasieHo o0liee MPOLEHTHOE COAEepPKaHNE MPOAYKTOB PA3JIOKEHUS,
OOHapyXeHHBIX B TaOJETKaX, MPUTOTOBJICHHBIX HA OCHOBE HKCIEPUMEHTATIbHBIX KOMIIO3ULIUI
A, B, C, E u G, u B MST Tabnerkax, nmpu XpaHEHUH B OTKPBITOH daIKe B TEUCHHE
naBeHannatuMecstyHoro nepuoaa Bpemenu rpu 30°C/RH 75%. Cmece 2:1 MCC:DCP o3nauaer
sKcnepuMeHTanpHyr0  kommosumuro A, Cmece 2:1  MCC:kpaxman  o3Ha4daeT

JKCepuMeHTanpHy0  kommozuumuro B, Cmece  2:1  MCC:maHHUT  O3Hadaer



skcnepuMeHTanpHy0  kommnosumuro  C. Cmecy  2:1  MCC:nakroza  o3Haudaer
skcnepuMeHTanpHy0o  kommosuuuro  E. Cmece MCC:xkpaxman + FA  o3nauaer
skcnepuMeHTabHy0 komnosuuuio G. MST oznauaer MST komnozuiutio.

Ha ®ur. 23 npencraBieHO NPOLEHTHOE COAep:kaHue aAuMepa (BepXHss IMaHeNlb) U
of11ee MPOLEHTHOE CoAep KaHUe MMPOAYKTOB Pa3JIOKeHUs (HIDKHSS MaHeb), OOHAPY KEHHbIX B
ciy4ae SKCIepUMeHTaIbHOM KoMro3unuu C npu omnpeneeHHbIX YCIoBusiX cormacHo ASAP,
HAXOJSIIENCS: BHYTPHU KarcyJs u3 rugpokcunpomwiMerwinesuitoiaossl (HPMC); B Tom Buse,
KaK OHAa €CThb, M B KOMIIAKTH30BaHHOM BHIe (B ¢opme Tadinetku). B neiicTBuTenbHOCTH,
ycnoBusi S0°C/RH 75% cocrasisin S0°C/RH 68%. Tlopsimok ciieBa HampaBo AU KaXKIIOTO
YCJIOBHSI TAKOB: CMECh KaK TakoBasi, cMech B Karcyse u3 HPMC u cmech, KOMIIakTH30BaHHAS
B BHUJIE TAOJIETKU.

Ha ®ur. 24 npuBeneHbl KpuBble AWHAMH4YecKOl copbumu mapoB (DVS) nmns
MoHoruzapara jakto3bl (Mapku Fast Flo-316; BBepxy) u akTo361 0€3BOAHOI (BHU3Y).

Ha ®ur. 25 npexncraBieHO MPOIEHTHOE CONIEp’KaHUE IuUMepa, OOHAPYKEHHOTO B
skcniepuMenTanbHbIX Komnosuuusax H, I, J u K nocne xpanenus npu 30°C/RH 65% B Teuenne
IBEHAALATUMECSTYHOrO neprona Bpemenu. Cmeck H mpexacrasisiia coboli HeM3MeTbYeHHBIN
15% (macc./macc.) akTuBHbIM (apmaneBrudeckuii uHrpenuent (API), pesynbratel ans
KOTOPO MOKa3aHbl TOUKaMu Kpyriioit ¢popmbl. CMech I npencraiisia co00it HEeM3MeTbUeHHbIH
40% (macc./macc.) API c comepikaHuem, pe3yibTaThl IJIsi KOTOPOH IOKa3aHbl TOYKAMH
kBaapaTHoi ¢Gopmbl. Cmech J mpencrasmsiia coboit 15% (macc./macc.) usmenbueHHbiii AP,
pe3yJIbTaThl I KOTOPOH MOKa3aHbl TOYKaMHU TpeyroibHOi ¢popmbl. Cmech K npencrasisina
coboii n3menpueHHbIi 40% (Macc./macc.) AP, pe3ysbTaTel st KOTOPOI MOKa3aHbl TOYKAMH
pomOuyeckoi GpopmablL.

Ha ®ur. 26 npencrasieHbl CpeIHUE 3HAUYCHUS B aHAINU3E AJIs1 SKCIEPUMEHTAJIbHBIX
cmeceii H, [, J u K B kancynax npu XpaHeHHH B Te4eHUe ABeHannatu mecsmes npu 30°C/RH
65%. Cmecp H mpencrasmisia codoii Hemsmenbuennbiii APl 15% (macc./macc.), pe3ynbTarsl
I KOTOpPOH TOKa3aHbl To4Ykamu Kpyrmioil ¢opmel. Cmech | mpeacraBmsima coboi
HemsMmenbueHHbIH APl 40% (macc./macc.), pe3ynbraThl il KOTOPOH IOKa3aHbl TOYKAMH
kBaapaTHoi ¢opmbel. Cmech J npencrasmsna codoit m3menpueHHbli API 15% (macc./macc.),
pe3yibTaThl sl KOTOPOH MOKa3aHbl TOYKaMH TpeyroibHoH (popmbl. Cmeck K mpencrasisina
coboii n3menpueHHbIit API 40% (macc./mMacc.), pe3ynbTaTsl ISl KOTOPOI MOKa3aHbl TOYKaMH

pomOuueckoit popmsl.
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Ha ®ur. 27 npeacTasieHbl JaHHBIE 10 PACTBOPEHUIO JUIsl SKCIIEPUMEHTAJIBHBIX CMECEH
H, I, J u K uepe3 nBenanauars mecsies xpanenus npu 30°C/RH 65%. Cmecs H npencrasnsina
coboit Hem3menbueHHbIH API 15% (Macc./macce.), pe3ysabTarhl 1Ji KOTOPOH IMOKa3aHbl TOUKAMU
kpyrioit ¢popmbl. Cmech I mpencrasisia coboit Hemsmenbuennbii API 40% (macc./macc.),
pe3yJIbTaThl I KOTOPOH IMOKa3aHbl TOUKaMH KBaapaTHOH (opmel. Cmech J mpencrasisiia
coboii m3menpueHHbIii API 15% (macc./Macc.), pe3ynbTaThl IJIsi KOTOPOI MOKa3aHbl TOYKaAMH
TpeyrojbHOU popmbel. Cmech K npencrasinsiia coboii usmenbueHHbii API 40% (macc./macc.),
pe3yJIbTaThI AJIsl KOTOPOH MOKa3aHbl TOYKAMU POMONYECKO# (popMBL.

Ha ®ur. 28 npencrasineHbl KOHTYpHbIE quarpammsbl cerperauuu ans PF-06651600-15
B skcniepuMeHTatbHbIX cMecsix H, I, J u K (cooTBercTBenHO Ha manensix (a), (b), (¢) u (d)).

ITOAPOBHOE OITMCAHHUE M30BPETEHHM A

B nmpyroM BOIUIOIIEHMH HACTOSIIETO W300pETEeHHs] TMpeUIokeHa CTaOWIbHAS
KOMIIO3ULIMsSI C HEMEUIEHHBIM  BBICBOOOXKAEHMEM, coxpepxkamas  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuaH-4-1i1)aMUHO ))-2-MeTHIITUNEPUANH- | -1uT)ipon-2-eH-1-0H Ui ero
dapManeBTUYECKH TNPUEMIIEMYIO COJIb, TIEPBBII HAIOJHUTENb, BTOPOH HATOJIHUTED,
Pa3pBIXJIUTEND W TIMJAHT WM CMa3bIBAIOLIEe BEIECTBO, MPH 3TOM KOMITO3ULUSI COAEPIKUT
0,7% (macc./macc.) wimu menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJI)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M 00Ilee KOJWYECTBO IPOAYKTOB
pazioxenus cocrasiser 1,2% (Macc./Macc.) uiam MeHee.

B npyroM BOMJIOLIEHMHM HACTOSIIEr0 M300peTeHHs TpeIokeHa CTaOMIIbHAs
KOMIIO3UIMSI € HEMEIUIEHHbIM  BBICBOOOXKAeHMeM, coxpepkamas  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuauH-4-1i1)aMUHO )-2-MeTHIITUNEPUAUH- | -1T)Iporn-2-eH-1-0H Uk ero
(apManeBTUYECKH TMPUEMJIEMYIO COJIb, TIEPBBII HATOJHUTENb, BTOPOH HATOJIHUTEb,
Pa3PBIXJIUTENb W TIMJAHT WU CMa3bIBAIOLIEE BEINECTBO, MPH STOM KOMITO3ULHSI COAESPIKUT
0,7% (macc./macc.) wim menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -un)npon-2-eH-1-0Ha, u o0IIee KOJNUYECTBO MPOIYKTOB
pasnoxkenus: cocraBiser 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHuss mpu  O-
60°C/oTHOCHUTENBbHOI BraskHOCTH 10-40% B TeueHHe no MeHbInei Mepe 28 CyTOoK.

B napyroM BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOWIIbHAsS
KOMIIO3ULIMSI C HEMEUIEHHBIM  BBICBOOOXKAEeHHMEM, coxpepxkamas  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO )-2-MeTHIIITUNEPUANH- | -1uT)Ipon-2-eH-1-0H Ui ero
dapManeBTUYECKH NPUEMJIEMYIO COJIb, IIEPBBIIl HAMOJHUTENb, BTOPOH HAIOJIHUTED,

Pa3pbIXJIUTEC]Ib U TNIUAAHT WU CMA3bIBAOIICE BCIICCTBO, IMPU 3TOM KOMIIO3UIHA COACPIKUT
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0,7% (macc./macc.) wimm menee aumepa 1-((2S,5R)-5-((7H-nuppono|2,3-d]nupumuann-4-
WJI)aMHHO)-2-METUIIUIIEPUINH- | -U)IIpon-2-eH-1-0Ha, M 00Ilee KOJWYECTBO IPOAYKTOB
pasnoxenust cocraBiser 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHHss mpu  O-
30°C/oTHOcuTenbHOMN BiaskHOCTH 10-75% B TeueHHe O MEHbIIEeH Mepe LIeCTH MECSLEB.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3UIMSI C HEMEIUIEHHbIM  BBICBOOOXKAeHMeM, coxpepkamas  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JnupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUAUH- | -1T)porn-2-eH-1-0H Ui ero
(dapManeBTHYECKH TMPUEMJIEMYIO COJIb, TEPBBI HANOJHUTENb, BTOPOH HATOJHHTENb,
Pa3PBIXJIUTENb W TIMIAHT WU CMa3bIBAIOLIEE BEINECTBO, MPH STOM KOMITO3ULUSI COAEPIKUT
0,7% (macc./macc.) wim menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]mupumuann-4-
WJT)aMHHO)-2-MEeTUIIHIIEPUINH- | -1)ipon-2-eH-1-0Ha, W o0Inee KOJWYECTBO MPOAYKTOB
pasnoxkenus: cocrtaBisier 1,2% (macc./macc.) wiu MeHee Tmocie XpaHeHuss mpu O-
30°C/otHOCUTENBEHOM BIAXKHOCTH 10-65% B TeyeHUe Mo MeHbIIeH Mepe OTHOTO roja.

B nmpyroM BOIUIOIIEHWH HACTOSIIEr0 W300pETEHUs] TMpeUIoKeHa CTaOMIbHAS
KOMIIO3ULIMSI C HEMEUIEHHBIM  BBICBOOOKAEeHHMeM, coxpepxkamas  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMUHO )-2-MeTHIIITUNEPUANH- | -1uT)Ipon-2-eH-1-0H Ui ero
bapMareBTUYECKH TNPUEMJIEMYIO COJib, IEPBBI HANOJHUTENb, BTOPOH HAIOJIHHUTEIND,
Pa3pBIXJIUTENb WM TJIMAAHT WM CMa3bIBAIOIIEE BELIECTBO, NMPUYEM IEPBBIH HAIOJIHUTEND
NPEeNCTaBsIeT COOOH MHKPOKPUCTAJUTMUECKYIO LEJUTIONIO3y, ¥ HPU 3TOM KOMITO3HLIUS
cogepxkutr  0,7% (macc./macc.) wnu wmenee aummepa 1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMHUINH-4-1IT)aMUHO)-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obee
KOJIMYECTBO MPOAYKTOB pa3jiokeHus cocrapisier 1,2% (Mmacc./macc.) WM MeHee Mocie
xpanenusi npu 0-30°C/oTHocuTenpbHON BraxkHOCTH 10-65% B TedyeHHe MO MeHbIIEH Mepe
OJTHOTO TOJ1a.

B fapyroM BOIUIOIIEHWH HACTOSIIEr0 W300pEeTEeHUs] MpeUIokeHa CTaOWIIbHAs
KOMIIO3UIIMSI C HEMEIUIEHHBIM  BBICBOOOXKAEHHMEM, coxpepxkamas  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0H Uik ero
dapManeBTHYECKH TMPUEMIIEMYIO COJIb, IEPBBI HAINOJHHUTENb, BTOPOH HAIOJHHUTENb,
Pa3pBIXJIUTENb M TIUAAHT WM CMa3blBAIOLIEe BEINECTBO, NMPUYEM BTOPOH HAIOJIHUTEND
NPEACTaBIsIeT COOOH MOHOTHAPAT JIAKTO3bI, W TPU 3TOM Kommozumusi coxepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-uppono|2,3-dmupumuamnn-4-

WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB
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pasnoxenusi cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu O-
30°C/orHOCHUTENBHOM BIAXKHOCTH 10-65% B TedeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

B npyroM BOIUIOIIEHMH HACTOSILIETO W300pETEeHUs IpeUIokeHa CTaOMIIbHAs
KOMIIO3UIMSI € HEMEIUIEHHbIM  BBICBOOOKAeHMeM, coxpepkamas  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuauH-4-1i1)aMUHO )-2-MeTUIIITUNEPUAUH- | -1T)Iporn-2-eH-1-0H Ui ero
(dapManeBTHYECKH MPUEMIIEMYIO COJIb, MEPBBI HANOJHUTENb, BTOPOH HATOJHHTEb,
Pa3PBIXJIUTEND U TIIMIAHT MITH CMa3bIBAIOIIEe BELIECTBO, IPUYEM Pa3PhIXJIUTENb MPEACTABIISIET
co0ol KpOCHOBHIOH (MOJMBHHUJIMUPPONUIOH), U TIPU 3TOM Kommosuiusi copepxut 0,7%
(macc./macc.) wm wmenee gumepa 1-((2S,5R)-5-((7H-uppono|2,3-d|mupumuamnn-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -1)ripon-2-eH-1-0Ha, W 00Inee KOJWYECTBO IPOAYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OTHOTO roja.

B fmpyroM BOIUIOIIEHWH HACTOSIIETO HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAS
KOMIIO3ULIMsSI C HEMEUIEHHBIM  BBICBOOOXKAEeHMEM, coxpepxkamas  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMUHO )-2-MeTHIIITUNEPUANH- | -1uT)pon-2-eH-1-0H Ui ero
dapManeBTUYECKH TNPUEMIIEMYIO COJib, IEPBBI HANOJHUTENb, BTOPOH HAIOJIHHUTEIND,
Pa3PBIXJIUTEND U TIMIAHT WA CMA3bIBAIOLIEE BEIIECTBO, IPUYEM ININAAHT WM CMa3bIBAIOIIIee
BEIECTBO MPEACTABIsIET COOOM IMLEepUI-JuOereHaT, U MpU 3TOM KOMIIO3ULIUS COAEPIKUT
0,7% (macc./macc.) wnmu menee aumepa 1-((2S,5R)-5-((7H-nuppono|2,3-d]nupumuann-4-
WJT)aMHUHO)-2-METHIHIEPUANH- | -u)ipon-2-eH-1-oHa, U o0Iee KOJIMYECTBO MPOAYKTOB
pasnoxenust cocrasmsier 1,2% (macc./macc.) uiaM  MeHee mocie XpaHeHus npu  O-
30°C/otHOCHUTENBbHOM BaKHOCTH 10-65% B TeyeHue Mo MeHbIEeH Mepe OHOTO roja.

B 71pyroM BOIUIOIIEHHMH HACTOSIErO W300pEeTEeHUsl TMpeiokeHa CTaOWIbHAs
KOMITO3ULIMSI C HEMEIUICHHBIM BBICBOOOKACHUEM, COAEpIKAINasi Hapa-TONyOJCyIb()OHATHYIO
COJIb 1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumMu guH-4-11 )aMIHO ) -2 -Me THIITUTIEpU T H- | -
WI)TIPOTI-2-eH- 1-OHa, MepPBBIl HATIOJHHUTENb, BTOPOH HAIOIHUTEINb, PA3PBIXJIUTENb U TIIUAAHT
WIM CMa3blBalOIlee BEIECTBO, INPUYEM TIIEPBbI HAMOJHUTENb TPENCTaBIsAET COOOi
MHKPOKPHCTAIMYECKYIO LIEJUTF0JIO3Y, U MPH 3TOM Komno3uuus coaepxut 0,7% (macc./macce.)
wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuans-4-1mi)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) mnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON

BiakHOCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJJTHOTO roja.
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B nmpyroM BOIUIOIIEHHMH HACTOSILIEr0 HW300pETEHUs TMpeIoKeHa CTaOMIIbHAS
KOMITO3UILIMSI C HEMEIUIEHHBIM BBICBOOOKAECHUEM, COAEpIKaIlasi 1apa-ToiyoJcynb(poHATHYIO
COJIb 1-((2S,5R)-5-((7H-ttuppono[ 2,3-d JnupumMu grH-4-11)aMIHO ) -2 -ME THIITATIEPU A H- | -
WI)TIPOTI-2-€H- 1-0Ha, MepBbIi HATIOJIHUTENb, BTOPOI HAIOIHUTEINb, PA3PBIXJIUTENDb U TIIUAAHT
WM CMas3blBAIOIEe BELIECTBO, IIPUYEM BTOPOH HAIIOJHUTENb TPEACTaBiIsAeT COOOH
MOHOTHIPAT JIAKTO3bI, U MPHU 3TOM Kommoszunus comepxkut 0,7% (macc./macc.) Uiu MeHee
mamepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMUHO )-2-Me TUIITHITEPUIIH- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i Menee nocie xpanenust pu 0-30°C/oTHocuTenbHOM BiaskHocTH 10-65% B
TEUECHHUE MO MEHBILIEH Mepe OJHOTO roja.

B fapyroM BOIUIOIIEHHMH HACTOSIIEr0 HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMITO3ULIMSI C HEMEIUICHHBIM BBICBOOOKACHUEM, COAEpIKaIlasl Hapa-ToNyoJCcynb(pOHATHYIO
COJIb 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3-d JnupumMunuH-4-1i1)aMuHO ) -2-METHIITUTIEPUANH- | -
WI)TIPOTI-2-€H- 1-0Ha, MePBBIH HATIOJIHHUTENb, BTOPOI HAIOIHUTEINb, PA3PBIXJIUTENDb U TIUAAHT
WUIM CMa3bIBAIOIIEe BEIECTBO, MPHYEM PA3PBIXJIUTENDb MPENCTaBIsAET COOONW KPOCTIOBHIOH
(MTONMBUHUIIMUPPOIMIOH), U TIPU 3TOM KoMno3unus copep:xut 0,7% (mMacc./mMacc.) uii MeHee
mumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuanH-4-1i1)aMuHO ) -2 -MeTUIIITUIIEPUINH- | -
wi)npon-2-eH-1-oHa, u obmee KOJIMYeCTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
(macc./macc.) i menee nocie xpaneHust mpu 0-30°C/orHocuTenbHO# BiaaxkHoctu 10-65% B
TE€UEHHUE N0 MEHbIIEH Mepe OHOrO roja.

B npyroM BOIUIOIIEHWH HACTOSIIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMIIO3ULMSI ¢ HEMEIUICHHBIM BBICBOOOKIACHUEM, COAEpIKAILasi Hapa-TONyOJCyIb()OHATHYIO
COJIb 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -dJnupumunuH-4-1i1)aMHUHO )-2-MeTHIITU e PUANH- | -
WI)TIpOT-2-eH- 1-OHa, MepPBbIl HATIOJIHHUTENb, BTOPOI HAIOIHUTEIb, PA3PBIXJIUTENb U TIIUAAHT
WJIM CMa3bIBAOIIEe BEIECTBO, MPUYEM MIIUAAHT HJIM CMA3bIBAOLIEE BEIECTBO MPEACTABISET
co0oii rnunepwiI-qudereHar, U mpu 3ToM kKommosunus coxep:xkut 0,7% (Macc./macc.) wim
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJIUYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHerus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B TE€UeHHE MO MEHbIIEH MepPe OJTHOTO roja.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 W300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMITO3ULIMSI C HEMEIUIEHHBIM BBICBOOOKAECHUEM, COAEpIKaIasi Hapa-ToiyoJcyib(pOoHATHYIO

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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WI)IPOM-2-eH-1-0Ha, ~ MUKPOKPUCTAJUIMYECKYI0  LEJUIOJIO3Y,  MOHOTHAPAT  JIAKTO3B,
KPOCHOBUOH M INIMLEPHI-AHOereHar, mpu 3ToM komnosunus coaepxut 0,7% (macc./macce.)
wim  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|nupumMuans-4-1mi)aMuHo)-2-
METWINUNEPUAH- 1 -im)pon-2-eH-1-oHa, ¥ o0Iee KOJMYECTBO MPOAYKTOB Pa3JIOKEHHs
cocraBysiet 1,2% (Macc./macc.) uim MeHee.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMITO3ULIMSI ¢ HEMEIUICHHBIM BBICBOOOKIACHUEM, COAEpIKaIlasi Hapa-ToNyoCynb(pOHATHYIO
COJIb 1-((2S,5R)-5-((7TH-nmuppo:o[ 2,3 -d JnupuMunuH-4-1i1)aMHUHO )-2-MeTHIIITUTIEPUANH- | -
WI)TIpoMn-2-eH-1-0Ha,  MUKPOKPUCTAJUIMYECKYI)  LEJUTIOJO03y,  MOHOTHApAT  JIAKTO3BI,
KPOCHIOBHOH M MIIMLEPHII-AHOEreHar, mpu 3ToM komnoszunus copepxut 0,7% (macc./macce.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-1)aMuHO)-2-
METUJIHIIEPUANH- | -um)ripon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) mnm MeHee mocie xpaHeHus npu 0-60°C/oTHocuTenbHON
BiaxkHocTU 10-40% B TeyeHUe o MeHblIel Mepe 28 CyTOK.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 M300pETEHHs] MpeIoKeHa CTaOMIIbHAsS
KOMITO3ULIMSI C HEMEIUIEHHBIM BBICBOOOKAECHUEM, COAEpIKaIasi Hapa-ToNyoJCcynb(pOoHATHYIO
COJIb 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-MeTHIIITUTIEPUANH- | -
WI)Ipon-2-eH-1-0Ha, ~ MUKPOKPUCTAJUIMYECKYK0  LEJUIIOJIO3y,  MOHOTHAPAT  JIAKTO3B,
KPOCTIOBHIOH M TJIMLIEPWII-AUOereHar, mpu 3ToM komno3uims copepxkur 0,7% (macc./macc.)
win  MmeHee  ammepa  1-((2S,5R)-5-((7H-nuppomno[2,3-d | mupuMuans-4-1ia)aMuHO)-2-
METUJIHIEPUINH- | -um)pon-2-eH-1-0Ha, W o0lee KOJUYECTBO MPOAYKTOB Pa3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-30°C/oTHocUTENBHOMN
BiaxHocTu 10-75% B TeyeHHE MO MEHbIIEH Mepe MEeCTH MECSIIEB.

B fapyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMITO3UILIMSI C HEMEIUICHHBIM BBICBOOOKACHUEM, COAEpIKAIasi Hapa-TONyOJCyIb(pOHATHYIO
COJIb 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d JnupuMunuH-4-1i1)aMuHO ) -2-METHIIITUTIEPUANH- | -
WI)Ipon-2-eH-1-0Ha,  MUKPOKPUCTAJUIMYECKYI0 — LEJUTIOJIO03y,  MOHOTHAPAT  JIAKTO3BI,
KPOCHIOBHAOH M MIIMLEPHI-AHOEreHar, mpu 3ToM komnosunus copepxut 0,7% (macc./macce.)
wimi  MeHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuanH-4-1)aMuHo)-2-
METUJINHUIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJIWYEeCTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) mnmu MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON

BiakHOCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJJTHOTO roja.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMITO3UILIMSI C HEMENJIEHHBIM BBICBOOOXKAEGHUEM, conepskamas npuMmepHo 10-75% napa-
tonyoscyiabponaTHol comu 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-uin)aMuHO)-2-
METUJINUIepUANH-1-unnpon-2-eH-1-ona, mnpumepHo 10-50%  MHUKpPOKpPUCTAIINYECKOM
LeJUTI0J103bl, TpuMepHO 10-50% MoHoruapara gakTo3sl, npuMepHo 0,5-5% KpocnoBUIOHA;, U
npumepHo 1-15% rmmuepun-nuberenara, npu 3ToM  Kommosunust comepxut 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|nupumuamnn-4-
WJT)aMUHO)-2-MEeTHIIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
pazioxenus cocraBisier 1,2% (Macc./Macc.) uiu MeHee.

B fapyroM BOIUIOIIEHMHM HACTOSIIIEr0 HW300pETEeHUsl TMpeUIokeHa CTaOWIIbHAS
KOMITO3ULIMSI C HEMENJICHHBIM BBICBOOOXKACHUEM, conepskamas npumepHo 10-75% napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -un)npon-2-eH-1-ova, npumepHo 10-50%  MHUKpPOKpPUCTAITHYECKON
LEeJUTH0J103bl, TpuMepHO 10-50% moHoruapara jgakTo3bl, npuMepHo 0,5-5% KpocmnoBUIOHA, U
npumepHo 1-15% rmmmepun-nuberenara, npu  3ToM  Kommo3unust comepxut  0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJI)aMHHO)-2-METUIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJNYECTBO IPOAYKTOB
pasnoxenust cocraBisier 1,2% (macc./macc.) wiu MeHee Tmociie XpaHeHHss mpu  O-
60°C/otHocurenpHOM BiaxkHOCTH 10-40% B TeyeHue 1o MeHbIneil mepe 28 CyTOoK.

B npyroM BOMJIOLIEHMHM HACTOSIIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HULIMSI C HEMEMJICHHbIM BBICBOOOXKIEHHEM, conep:kamnas npumepHo 10-75% napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METWINHIEPUANH- | -un)npon-2-eH-1-ona, npumepno 10-50%  MHKPOKpPUCTAITHYECKON
LEeJUTI0J103bl, TpuMepHO 10-50% moHoruapara jgakTo3sl, npuMepHo 0,5-5% kpocnoBUaOHA; U
npumepHo 1-15% rmmumepun-nuberenara, npu 3ToM  Kommosunwst comepxut 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuamnn-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -un)npon-2-eH-1-0Ha, u o0Iiee KOJNUYEeCTBO MPOIYKTOB
pazioxkenus: cocraBmsier 1,2% (macc./macc.) wiM MeHee Tmocie XpaHeHuss mpu  O-
30°C/otHOCUTENbHOM BIaKHOCTH 10-75% B TeueHUe MO MeHbIIeH Mepe IIeCTU MECSIIIEB.

B napyroM BOIUIOIIEHHWH HACTOSIIEr0 HW300pPETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKAEGHHEM, conepskamas npuMmepHo 10-75% napa-
tonyoscyiabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-

METUINUNEPUAUH- ] -um)npomn-2-eH-1-oHa, mnpumepHo 10-50%  MHKPOKPUCTAILIMYECKOMH
2
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LEeJUT0JI03bl, TpuMepHO 10-50% moHoruapara jgakTo3bl, npumMepHo 0,5-5% KpoCmoOBUAOHA, U
npumepHo 1-15% rmmuepun-nuberenara, npu 3ToM  Kommo3umus coxepxur 0,7%
(macc./macc.) wmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJT)aMHUHO)-2-METWINHIEePUANH- | -u)ripon-2-eH-1-oHa, U oO0Iee KOJIMYECTBO MPOIYKTOB
pasnoxenust cocraeimsier 1,2% (macc./macc.) unaM  MeHee mocie XpaHeHus npu  O-
30°C/otHOCHUTENBbHOM BlakHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OIHOTO roja.

B fapyroM BOIUIOIIEHWH HACTOSILIEr0 HW300pEeTeHUsl MpeIokeHa CTaOWIIbHAs
KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKACHUEM, conepskamas npuMmepHo 15-67% napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METWINHIEPUANH- | -un)npon-2-eH-1-oHa, mnpumepHo 12-40%  MHUKPOKPUCTAIUTNYECKOM
LEeJUTI0JI03bl, TpuMepHO 12-40% MoHOruapaTa JakTo3bl, NpUMepHO 2-4% KpOCMOBUAOHA, U
npumepHo 3-10% rimmuepun-nuberenara, Npu 3TOM  Kommo3unust comepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)rIpon-2-eH-1-0Ha, W o0Inee KOJNYECTBO MPOAYKTOB
pazioxenus cocraBisieT 1,2% (Macc./Macc.) uiu MeHee.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEHHs] MpeIokeHa CTaOMIIbHAsS
KOMITO3UILIMSI C HEMENJIEHHBIM BBICBOOOXKAEGHUEM, conepskamas npuMmepHo 15-67% napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- 1 -un)npon-2-eH-1-ona, mnpumepHo 12-40%  MHUKPOKPUCTAIUINYECKOM
LeJUTI0JIO3b], TpuMepHO 12-40% MoHOrmzapara JaKkTo3bl, IPUMEpHO 2-4% KPOCIOBUAOHA, U
npumepHo 3-10% riumuepui-gubereHata, mpH  3TOM  Kommo3uuust comepxxutr  0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|nupumuamnn-4-
WJT)aMHHO)-2-MEeTUJIHIIEPUINH- | -WT)ripon-2-eH-1-0Ha, ¥ o0Iuee KOJUYECTBO MPOAYKTOB
paznoxenusi cocrtaBiser 1,2% (macc./macc.) wiu MeHee Tmocyie XpaHeHuss mpu  O-
60°C/oTHOCHUTENbHOI BaskHOCTH 10-40% B TeueHHe Mo MeHbInei Mepe 28 CyTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEeHHs] MpeIoKeHa CTaOWIIbHAsS
KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKACHUEM, conepskamas npuMmepHo 15-67% napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METUINHIEPUANH- | -un)npon-2-eH-1-ova, mnpumepHo 12-40%  MHUKPOKPUCTAIUTNYECKOM
LeJUT0JI03bl, puMepHO 12-40% MoHOruapaTa JakTo3bl, NpUMepHO 2-4% KpOCIOBUAOHA, U
npumepHo 3-10% romumepun-nuberenara, npu  3TOM  Kommo3unust comepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|nupumuann-4-

WJI)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M 00Inee KOJMYECTBO IPOAYKTOB
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pasnoxenusi cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu O-
30°C/orHOCcuTenpHOM BlaxkHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe MIeCTH MECSIIIEB.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULIMSI C HEMEMJICHHbIM BBICBOOOXKIEHHMEM, coiep:kaiias npumepHo 15-67% napa-
TojyodacynbdpoHatHoi comu 1-((2S,5R)-5-((7H-nuppono[2,3-d Jnupumunus-4-mi)aMuHO)-2-
METHINUNepUuauH-1-un)npon-2-eH-1-ona, npumepo 12-40%  MUKPOKPHUCTAJUINYECKON
LEeJUTI0JI03bl, puMepHO 12-40% MoHOruapaTa JakTo3bl, NpUMepHO 2-4% KpOCMOBUAOHA, U
npumepHo 3-10% rimuepun-nuberenara, npu 3TOM  Kommosunwst comepxut 0,7%
(macc./macc.) wm wmenee gumepa 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUIUH- | -un)npon-2-eH-1-0Ha, u o0IIee KOJUYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCHUTENBHOM BAXKHOCTH 10-65% B TeyeHue Mo MeHbIIEH Mepe OTHOTO roja.

B nmpyroMm BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOMIIbHAS
KOMITO3ULIMSI C HEMENJICHHBIM BBICBOOOXKACHUEM, COnepskaiias NpuMepHO 55-67% napa-
tonyosicynbponaTHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJINHIEPUANH- | -un)npon-2-eH-1-ova, mnpumepHo 12-18%  MHUKPOKpPUCTAIUINYECKOM
LeJUTI0JI03bl, TpuMepHO 12-18% MoHoruapara nakTo3bl, NpuMepHO 2-4% KpOCNOBUAOHA, U
npumepHo 3-10% romuepun-nubereHara, npu 3TOM Kommo3uiust coxepxur 0,7%
(macc./macc.) wmm  wMmeHee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJT)aMHHO)-2-MEeTUIMUNIEPUINH- | -u)ripon-2-eH-1-0Ha, ¥ 00Inee KOJMYECTBO MPOAYKTOB
paznoskeHust cocrasisier 1,2% (macc./mace.) uim MeHee.

B npyroM BOIUIOIIEHHMHM HACTOSILErO HW300peTeHUs MpeiokeHa CTaOWJIbHAs
KOMIIO3ULIMSI C HEMENJICHHBIM BBICBOOOXKACHUEM, Conepikaiias NnpuMepHo 55-67% napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUINHIIEPUANH- | -un)pon-2-eH-1-oHa, npumepHo 12-18%  MHKpPOKpPUCTAITHYECKON
LEJUTI0JI03bl, puMepHO 12-18% MoHOruapara JakTo3bl, NpuMepHO 2-4% KpOCMOBUAOHA, U
npumepHo 3-10% rimuepun-nuberenara, npu 3TOM  Kommo3unust comepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -u)ripon-2-eH-1-0Ha, W o0Inee KOJMYECTBO MPOAYKTOB
pazioxkenust cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu  O-
60°C/otHOocuTenbHOM BaxkHOCTH 10-40% B TeyeHue Mo MeHbInel Mepe 28 CyTOoK.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 HW300pETEHUs] TMpeIoKeHa CTaOMIIbHAsS

KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKAEGHUEM, conepskaias NnpuMepHo 55-67% napa-
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tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METUINUIIEpUANH- 1 -un)npon-2-eH-1-ona, mnpumepno 12-18%  MHUKpOKpUCTAIIMYECKON
LeJUTI0JI03bl, TpuMepHO 12-18% MoHoruapara JakTo3bl, NpUMepHO 2-4% KpOCHOBUAOHA, U
npumepHo 3-10% rimmuepui-gubereHata, mpu  3TOM  Kommo3uuust comepxxut  0,7%
(macc./macc.) wumu  menee ammepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumunmnn-4-
WJT)aMHUHO)-2-MeTHIMUNIEPUINH- | -u)pon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
paznoxkenus cocrtaBiser 1,2% (macc./macc.) wWiM MeHee Tmocyie XpaHeHuss mpu  O-
30°C/otHOcuTenpHOM BlakHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe IIeCTU MECSIIIEB.

B fpyroM BOIUIOIIEHWH HACTOSIIEr0 HW300pEeTEeHUs] MpeUIoKeHa CTaOWJIbHAsS
KOMITO3UIIMSI C HEMEIJICHHBIM BBICBOOOXKACHUEM, COnepikamas MpuMepHO 55-67% napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d JnupumunuH-4-nin)aMuHO)-2-
METUINHIEPUANH- | -un)npon-2-eH-1-oHa, mnpumepHo 12-18%  MHUKPOKpPUCTAIUTNYECKOM
LeJUTE0JI03bl, TpuMepHO 12-18% MoHoruapara JakTo3bl, NpUMepHO 2-4% KpOCIOBUAOHA, U
npumepHo 3-10% rmmuepun-nuberenara, npu  3TOM  Kommo3unust comepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)rIpon-2-eH-1-0Ha, M 00Inee KOJNYECTBO IPOAYKTOB
paznoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHuss mpu  O-
30°C/orHOCHUTENnbHOM BIAXKHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OHOTO roja.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HULIMSI C HEMEMJICHHbIM BBICBOOOXKIEHHMEM, coiepikainas npumepHo 58-62% napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumuaguH-4-1in)aMuHO)-2-
METUINHIEPUANH- 1 -un)npon-2-eH-1-ona, npumepHo 14-18%  MHUKPOKPUCTAIUINYECKOM
LEJUTI0JI03bl, puMepHO 14-18% MoHoruaparta JakTo3bl, NpuMepHO 2-4% KpPOCMOBUAOHA, U
npumepHo 3-8% riuuepui-gudereHata, mpu 3ToM kommnozunus cogepxut 0,7% (Macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMuHO)-2-
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, U o0Iee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B fapyroM BOIUIOIIEHHH HACTOSIIETO HW300pETEeHHs] TMpeUIoKeHa CTaOMIIbHAS
KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKACHUEM, conepskamas npuMepHo 58-62% napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -un)npon-2-eH-1-ova, mnpumepHo 14-18%  MHUKPOKpPUCTAIUINYECKOM
LEJUT0JI03bl, TpuMepHO 14-18% MoHoruapara JakTo3bl, NpUMepHO 2-4% KpOCNOBUAOHA, U

npumepHo 3-8% riuuepuin-gudereHata, mpu 3ToM komnosunus cogepxur 0,7% (macc./macc.)
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wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumuans-4-1mi)aMuHo)-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-60°C/oTHocuTenbHOMN
BiaxxHocTH 10-40% B TedeHue 1o MeHbluel Mepe 28 CyTok.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMITO3ULIMSI C HEMENJICHHBIM BBICBOOOXKACHUEM, conepskamas npuMmepHo 58-62% napa-
TonyoscyibponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumunuH-4-1in)aMuHO)-2-
METWINHIEPUANH- | -un)npon-2-eH-1-oHa, mnpumepno 14-18%  MHUKPOKPUCTAIINYECKOM
LEJUTI0JI03bl, puMepHO 14-18% MoHoruaparta JakTo3bl, NpuUMepHO 2-4% KpOCMOBUAOHA, U
npumepHo 3-8% riuuepui-gudereHata, mpu 3ToM kommnozunus cogepxut 0,7% (Macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-1)aMuHO)-2-
METUJIHIIEPUANH- | -um)ripon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) unu MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiaxkHoCTU 10-75% B TeUeHHE MO MEHbIIEH Mepe ECTH MECSILIEB.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 M300pETEHHs] MpeIoKeHa CTaOMIIbHAsS
KOMITO3ULIMSI C HEMEIJICHHBIM BBICBOOOXKACHUEM, conepskaias npuMepHo 58-62% napa-
tonyoscyabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIEPUANH- | -un)npon-2-eH-1-ona, mnpumepHo 14-18%  MUKpPOKpPUCTAIINYECKOM
LIeJUTIOJI03b], TpuMepHO 14-18% moHormzapara jgakTo3bl, IpuMepHO 2-4% KpOCIOBUAOHA, U
npuMepHo 3-8% riunepui-auberenara, Ipu 3ToM komno3uuus cogepxxur 0,7% (macc./macc.)
wii  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMuHO)-2-
METUJIHIIEPUINH- | -uT)pon-2-eH-1-0Ha, U o0lee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mnocie xpaHenus npu 0-30°C/oTHocUTENbHON
BiaxHOCTU 10-65% B T€UeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B fapyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] MpeUIokeHa CTaOWIIbHAs
KOMIIO3UIIMSI C  HEMEMJIEHHBIM  BBICBOOOXKIEHHeM, coaepxamas 58-62%  napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METHIUNIEpUInH- | -un)npon-2-eH-1-ona, 14-18% MUKpPOKPUCTAIIMYECKON LEJUTFOI03bI, 14-
18% moHornapara nakTo3bl, 2-4% kpocnoBuaoHa; u 3-8% ruunepui-gudereHara, mpu 3TOM
kommno3unmst  comepxkut 0,7% (macc/macc.) wiu wmenee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)Ipon-2-eH- 1 -0Ha, u

o0I1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocraisieT 1,2% (Macc./macc.) uim MeHee.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMITIO3UIIMSI €  HEMEMJIEHHBIM  BBICBOOOXKIEHHeM, coaepxamas 58-62%  napa-
tonyoscyiabponaTHol comu 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-uin)aMuHO)-2-
METUJINUIIEpUANH- 1 -um)npon-2-eH-1-oHa, 14-18% MuKpOKpHUCTAIIINYECKON LEJUT0I03bI, 14-
18% moHoruapara JakTo3bl, 2-4% kpocnoBuaoHa; U 3-8% rimunepun-gubereHara, mpu 3TOM
komno3uimsi  comepxkut 0,7% (macc./macc.) wnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -11)pon-2-eH- 1 -oHa, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (mMacc./mMace.) uin MeHee 1mociie
xpanenus npu 0-60°C/otHOocuTenpHOl BraxkHoctu 10-40% B TeyeHue no MeHbluel mepe 28
CYTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMIIO3ULIMSI C  HEMEMJIEHHBIM  BBICBOOOXKIEHHeM, coaepxamas 58-62%  napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METHIIUNIEpUInH- | -un)npon-2-eH-1-ona, 14-18% MUKpPOKPUCTAIIIMYECKON LEJUTF0I03b, 14-
18% moHoruapara nakto3bl, 2-4% kpocnoBuaoHa; u 3-8% riuunepui-gudereHara, mpu 3TOM
komno3unmst  comepxkut 0,7% (macc/macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO)-2-MeTUITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO11ee KOJIMYeCTBO MPONYKTOB pasyioskeHus cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-30°C/orHOcuTenbHON BiakHOCTH 10-75% B TeueHue MO MeHbIIEH Mepe
LIECTU MECSLIEB.

B npyroM BOIJIOLIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3UIMSI C  HEMEMJIEHHBIM  BBICBOOOXKIEHWeM, coaepxamas 58-62%  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d jnupumunuH-4-1in)aMuHO)-2-
METUIHIEPUANH- | -nn)npon-2-eH-1-oHa, 14-18% MUKPOKPUCTAJUTMUECKON LEJUTFOIO03bI, 14-
18% moHoruapara nakTo3bl, 2-4% kpocnoBuaoHa; u 3-8% riuunepuwi-gudereHara, mpu 3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i)aMuHO ))-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (Macc./Mace.) wim MeHee 1mociie
xpanenus npu 0-30°C/oTHocuTenpHON BiakHOCTH 10-65% B TeueHHe MO MEHbIIEH Mepe
OJIHOTO rojia.

B napyroM BOIUIOIIEHHMHM HACTOSIIETO HW300pETEHHs] MpeIoKeHa CTaOMIIbHAS
KOMIIO3UIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEeM B (opme Tabnetku, comepkammas 58-62%

napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d Jmupumunus-4-
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WJI)aMHHO)-2-MEeTUIMUIIEPUANH- | -ni)ripon-2-eH-1-oHa, 14-18%  MHUKpPOKpPUCTAIINYECKOI
nesono3el, 14-18% wmonorunpara naktosbl, 2-4% kpocnoBuaoHa, u 3-8% rimuepui-
auOereHara, mpu 3ToM komnosunus comepxur 0,7% (macc./macc.) wiu MeHee numepa 1-
((2S,5R)-5-((7TH-niuppoino| 2,3 -d JnuprumuguH-4-11)aMIHO )-2-METHIITUTIEPUANH- | -1T)Tpor-2 -
eH-1-0Ha, 1 ofIIee KOJIMYeCTBO MPOAYKTOB pasjiokeHus: cocrasisier 1,2% (macc./mace.) win
MeHee.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] TMpeiokeHa CTaOWJIbHAs
KOMIIO3UIMSI ¢ HEMEIJICHHBIM BbICBOOOKIeHHEM B (hopme TabneTku, comepskamas 58-62%
napa-Tonyocynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nmuppono[2,3-d |mupumunnus-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -nin)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUINYECKOM
uesono3el, 14-18% wmonorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./Macc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMunH-4-11)aMUHO ) -2 -Me THJIITHITePUANH- | -1 ) mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./macce.) win
MeHee mociie xpanenus npu 0-60°C/orHOocuTenbHOl BrakHocTH 10-40% B TedeHHe MO
MEHbIIEH Mepe 28 CyTOK.

B ngpyroM BOIUIOIIEHHMHM HACTOSIIEr0 HW300pETEHHs] TMpeIokeHa CTaOMIIbHAs
KOMIIO3UIMS ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (opme Tabyetku, comepxkammas 58-62%
napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nuppomno[2,3-d | mupumunns-4-
WJT)aMHUHO)-2-MeTHINHIEePUANH- | -um)npon-2-en-1-ona, 14-18%  MHKpOKpHUCTAIIIMIECKOH
nesuroao3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBupgoHa, u 3-8% riaHuepui-
nubereHara, mpu 3ToM Komnosunusi comepxut 0,7% (macc./macc.) wnu MeHee numepa |-
((2S,5R)-5-((TH-tmuppoino|[ 2,3 -d [mupumMuiuH-4 -1t )aMUHO ) -2 -MeTUJIITUIEPUANH- | -1J1)iporn-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wiu
meHee mociie xpanenus npu 0-30°C/orHOocuTenbHOl BhnakHocTH 10-75% B TedyeHWe MO
MEHBIIEH Mepe [ECTU MECALIEB.

B napyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIMSI ¢ HEMENJICHHBIM BbICBOOOKAeHHEeM B (opme TabneTku, comepxkammas 58-62%
napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-muppomno[2,3-d |mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -ni)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUIMIECKOM
uemono3sl, 14-18% wMoHorunapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./mMacc.) wiu MeHee numepa -

((2S,5R)-5-((TH-ttuppomno| 2,3 -d [mupumMuiuH-4-11)aMHUHO ) -2 -Me TUJIITHITIePUANH- | -1iT)Ipon-2-
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eH-1-oHa, 1 olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOcuTenbHO BirakHocTH 10-65% B TedeHHe IO
MEHBIIEH MEPe OAHOrO roja.

B npyroM BOMJIOLIEHMH HACTOSINEr0 M300peTeHHs TpeIokeHa CTaOMIIbHAs
KOMITO3ULMSI ¢ HEMEAJICHHBIM BBICBOOOXKIEHUEM B (opme Tabnerku, comepskaiias 58-62%
napa-Tonyocynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nmuppo:no[2,3-d|mupumunnx-4-
WJI)aMHHO)-2-MeTUIMUNIEPUANH- | -un)pon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIIINYECKOM
nesono3el, 14-18% wmonHorunpara naktosbl, 2-4% kpocnoBupaoHa, W 3-8% riaMuepui-
nulereHara, mnpuueM napa-tonyoncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHIIIH-4-11IT)aMUHO )-2-MeTHIITUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SBIIIETCS
HEU3MEJIBbUEHHOM, W MPH 3TOM KoMno3unus coaepxut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOoTI-
2-eH-1-0Ha, n o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus coctapisieT 1,2% (macc./mace.) uim
MEHee.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 M300pETEHHs] MpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIHSI ¢ HEMENJICHHbIM BbICBOOOXKAeHHEeM B (opme Tabnetku, comepxkammas 58-62%
napa-Tonyoacynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nmuppomno[2,3-d |mupumunns-4-
WJI)aMHHO)-2-MEeTUMUIIEPUANH- | -ni)ripon-2-eH-1-o1a, 14-18%  MHKpOKpPUCTAIINYECKOM
nemwnonossl, 14-18% wmonoruapara naxkTtosbl, 2-4% xpocnoBuaoHa, u 3-8% riamMuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupumMunnH-4-11)aMHUHO)-2-MeTHIINHIePUIUH- | -1 )ipon-2-eH- 1 -oHa ABJIAETCS
HEU3MEJIbUYEHHOM, W MPHU 3TOM KoMIo3uius coaep:kut 0,7% (Macc./Macc.) uiia MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino[ 2,3 -d JnupumunuH-4-1i )aMUHO )-2-MeTHIIITUTIEPUAMH- | -HIT)IpOoTT-
2-eH-1-0Ha, 1 00lIee KOJTUYECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) uim
MeHee mociie xpanenus npu 0-60°C/orHocuTenbHOl BhnakHocTH 10-40% B TedyeHHe IO
MeHbIIEH Mepe 28 CyTOK.

B napyroM BOIUIOIIEHHHM HACTOSIIET0 HW300pETEeHUs] MpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIMSI ¢ HEMENJICHHBIM BbICBOOOKAeHHEeM B (opme TabneTku, comepxkammas 58-62%
napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunms-4-
WJT)aMHHO)-2-MEeTUIUIIEPUANH- | -uin)ripon-2-eH-1-ona, 14-18%  MHMKpOKpUCTAITMYECKON
uemono3sl, 14-18% wMoHorunapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nuOereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-

d]mupumMuIuH-4-1I1)aMHUHO)-2-MeTHIITUNIEPUANH- | -uT)npon-2-eH- 1 -oHa SBIIAETCS
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HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3unus coaepxut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUANH- | -MIT)IpOTI-
2-eH-1-0Ha, 1 o011Iee KOJTMUECTBO NMPOAYKTOB pa3ioxkeHus cocrasisier 1,2% (macc./macc.) unu
menee mnocne xpaHenus npu 0-30°C/otHocutenvHol BrnaxkHoctu 10-75% B TedyeHuwe Mo
MEHbIIEH Mepe LIECTH MECSILIEB.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJICHHBIM BbICBOOOKIAeHHEM B (hopme TabneTku, comepkamas 58-62%
napa-Tonyocynb(HOHATHOM conu 1-((2S,5R)-5-((7TH-nmuppono[2,3-d |mupumunus-4-
WJI)aMHHO)-2-MEeTUJINMUIIEPUANH- | -nn)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUIMYECKOM
nemoso3el, 14-18% wmonorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyoincynbponatHas conb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuIIH-4-11IT)aMHUHO)-2-MeTHIITUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SIBJISIETCS
HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3unwus coaep:xkut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-eH-1-0Ha, n obIIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) wim
meHee mociie xpaneHus npu 0-30°C/orHOcHTenbHOl BirakHocTH 10-65% B TedyeHHe MO
MEHBIIEH MEpe OAHOrO roja.

B gpyroM BOIUIOIIEHMHM HACTOSILIErO HW300pETEHHs] IpeUIoKeHa CTaOMIIbHAs
KOMITO3HULIMSI C HEMEIUIEHHbIM BBICBOOOXKIeHHEM B (opme Tabnerku, comepskammas 58-62%
napa-ToyoJcyIb(pOHATHON COJH 1-((2S,5R)-5-((7TH-ntuppomno| 2,3 -d [ mupumuaun-4-
WJI)aMHHO)-2-MeTUIMUNIEPUANH- | -un)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIIINYECKOI
nesoo3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBupoHa, u 3-8% riaHuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoino[2,3-
d]mupuMUIUH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -WT)npon-2-eH-1-0oHa ~ uMeeTr  pa3mep
yactul Diy; 09) (0ObemubIil quamerp 90% wuactuu) 290 MHKPOH, M MPH 3TOM KOMITO3ULIUS
cogepxxutr  0,7% (macc/macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuINH-4-1IT1)aMHUHO )-2-MeTHIIUTNIEPUANH- | -uT)porn-2-eH- 1 -oHa, U olrmee
KOJINYECTBO MPOAYKTOB pa3sIoskeHus cocraisieT 1,2% (Macc./Macc.) 1iin MeHee.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHS ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (opme TabneTku, comepxkammas 58-62%
napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nuppomnol 2,3-d jmupumunus-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -ni)ripon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUINYECKOM

neono3bl, 14-18% wMonorunapara naktosbl, 2-4% kpocnoBuaoHa, W 3-8% riMuepui-
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nulereHara, mnpuyueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuIH-4-11)aMUHO)-2-MEeTWIINUNIEpUANH- 1 -m)npon-2-eH-1-0oHa ~ uMeeTr  pa3mep
gacTu1 Dyy; 0,9] 290 MUKPOH, 1 IPH 3TOM KoMno3uLus cofepkut 0,7% (macc./mMacc.) Uiau MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumMuans-4-1m1)aMuHO))-2-Me TUIIITHITEpUIUH- 1 -
wnnpon-2-eH-1-oHa, u oOfIiee KOJIMYECTBO NPOAYKTOB pas3jioskeHus coctaBisieT 1,2%
(macc./macc.) mu MeHee nocie xpanenust mpu 0-60°C/oTHocuTenbHO# BaakHocTH 10-40% B
T€UEHHE MO MEeHbIIEH Mepe 28 CyTOK.

B fapyroM BOIUIOIIEHHHM HACTOSILErO HW300pEeTEeHUsl TMpeIokeHa CTaOWIbHAs
KOMIIO3UIMSI ¢ HEMENJICHHbIM BbICBOOOKIAeHHEeM B (opme TabneTku, comepxkammas 58-62%
napa-Tonyoicynb(HOHATHOM conu 1-((2S,5R)-5-((7TH-nmuppomno[2,3-d |mupumunns-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUANH- | -uin)ipon-2-eH-1-ona,  14-18%  MHKpOKpUCTAITHYECKON
uesmoso3el, 14-18% wmonorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMHUHO)-2-MEeTHIINUTNIEPUANH- | -mT)npon-2-eH-1-0Ha ~ UMeeT  pa3mep
gactull Dyy; 0,01 290 MEKpPOH, U Tipu 3TOM Kommio3uwusi coaep:kut 0,7% (Macc./macc.) i MeHee
mamepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumMuans-4-1i1)aMUHO )-2-MeTUIITTHITEpUIUH- | -
wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOl BiaxkHoct 10-75% B
TEYEHHUE 110 MEHbIIIEH Mepe LIECTH MECSLEB.

B npyroM BOMJIOLIEHMHM HACTOSIIEr0 M300peTeHHs TpeIokeHa CTaOMIIbHAs
KOMITO3ULIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHHEM B (opme Tabierku, comepskammas 58-62%
napa-Tonyocynb(HOHATHOM conu 1-((2S,5R)-5-((7TH-nmuppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MeTUIMUIIEPUANH- | -in)pon-2-eH-1-ona, 14-18%  MHKPOKPUCTAIIMYECKOI
nesnono3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
auOereHara, mnpuueM napa-tonyoincynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUIIH-4-1IT1)aMUHO)-2-MeTHIIUNIEPUANH- | -lT)nipon-2-eH-1-0Ha ~ UMeeT  pa3mep
gactuil Diy; 0,01 290 MUKpPOH, U Tipu 3TOM KoMmo3uiusi coaep:kut 0,7% (Macc./macc.) uim MeHee
mamepa  1-((2S,5R)-5-((7H-muppono[ 2,3 -d|mupumuans-4-11)aMUHO )-2-MEeTUIITTHITEPU U H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHON BiakHoct 10-65% B
TEUEHHUE MO MEHBIIEH Mepe OJHOTO roja.

B npyroM BOIUIOIIEHHMH HACTOSIIEr0 HW300pPETEHUs TMpeIoKeHa CTaOMIIbHAsS

KOMIIO3HUIHS ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme TabyeTku, comepxkammas 58-62%
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napa-Tonyoncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nmuppomno[2,3-d|mupumunns-4-
WJT1)aMHHO)-2-MEeTUIUIIEPUANH- | -um)ripon-2-eH-1-o1a, 14-18%  MuKpOKpUCTAIITMYECKON
neono3bl, 14-18% wmonoruapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% rimuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTUIINUNIEPUANH- | -WT)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactu1 Diy: 09] 300,50 MUKPOH, 1 TIpu 3TOM KoMno3uuusi conepkut 0,7% (macc./macc.) uim
MeHee nuMepa 1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0Iee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocrasysiet 1,2% (Macc./macc.) win MeHee.

B gpyroM BOIUIOIIEHMHM HACTOSIIEr0 W300pETEeHHs] TMpeUIokeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHBIM BbICBOOOKIAeHHeM B (opme TabneTku, comepxkammas 58-62%
napa-Tonyoncynb(HOHATHOM conu 1-((2S,5R)-5-((7TH-muppomno[2,3-d |mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -nin)ipon-2-eH-1-o1a, 14-18%  MHKPOKPUCTAIUTMYECKOM
uemono3el, 14-18% wmonorunapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nuOereHara, mnpuueM napa-tonyoincynbponatHas conb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MEeTHIINUNIEPUANH- | -mT)npon-2-eH-1-0Ha ~ UMeeT  pa3mep
gactu1 Dyy; 09) 300,50 MUKPOH, 1 Tipu 3TOM KoMno3uuus conepxut 0,7% (macc./macc.) uium
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMunH-4-11)aMUHO ))-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBisier 1,2% (macc./macc.) uiam MeHee mocie XpaHeHus npu 0-60°C/OTHOCHTENBHOM
BiaxxHocT 10-40% B TedeHue 1o MeHbluel Mepe 28 CyTok.

B npyroM BOIUIOIIEHHHM HACTOSILEro HW300peTeHus MpeiokeHa CTaOWIbHAs
KOMIIO3HIIMSI ¢ HEMEIJICHHBIM BbICBOOOKIAeHHEeM B (hopme TabneTku, comepkammas 58-62%
napa-Tonyocynb(HOHATHOM conu 1-((2S,5R)-5-((7TH-nmuppono[2,3-d |mupumunns-4-
WJT)aMHHO)-2-MEeTUIIMHUIIEPUINH- | -uin)ripon-2-eH-1-oHa,  14-18%  MHMKpOKpUCTAITHYECKOH
nesmoso3bl, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MEeTHIIIUTNIEPUANH- | -lT)npon-2-eH-1-0Ha ~ UMeeT  pa3mep
gactu1 Diy; 09) 300,50 MUKPOH, 1 Tipu 3TOM KoMno3uuus conepxut 0,7% (macc./macc.) mium
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) mnu MeHee mnocie xpaHeHus npu 0-30°C/oTHocuTenbHON

BiakHocTU 10-75% B TeueHHE MO MEHbIIEH Mepe ECTH MECSLIEB.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme Tabyetku, comepkamas 58-62%
napa-Tonyosncynb(OHATHOM conu 1-((2S,5R)-5-((7TH-nuppomno[2,3-d | mupumunns-4-
WJI1)aMHHO)-2-MEeTUMUNIEPUANH- | -nin)ripon-2-eH-1-o1a, 14-18%  MUKpOKpPUCTAIINYECKOM
nesuroao3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBupaoHa, u 3-8% riaHuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1T1)aMUHO)-2-MEeTHIINUNIEPUANH- | -Wn)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactu1 Diy; 09] 300,50 MUKPOH, 1 Tipu 3TOM KoMno3uuusi conepxut 0,7% (macc./mMacc.) wim
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUIHIIEPUANH- | -uT)ripon-2-eH-1-0Ha, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unm MeHee mnocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbIIEH MePe OJTHOTO roja.

B napyroM BOIUIOIIEHHMH HACTOSIIETO HW300PETEHHs] TMpeUIokeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIMUNIEPUANH- | -ni)ripon-2-eH-1-o1a, 14-18%  MHKpPOKpPUCTAIUINYECKOM
uemono3sl, 14-18% wMonorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nubereHara, mpu 3ToM kommo3uuusi coxepxur 0,7% (macc./mMacc.) wiu MeHee numepa 1-
((2S,5R)-5-((TH-tuppomno| 2,3 -d [nupumMuauH-4-11)aMHUHO ) -2 -MeTUJIITHITEPUANH- | -1iT) pon-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisieT 1,2% (macc./macc.) uim
MEHee.

B napyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAEeHHeM B (hopme karcynbl u3 HPMC, conepkaimas
58-62% napa-tonyoncynsponatHon comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUNIEPUANH- | -nin)ripon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUIMYECKOM
nesmoso3bl, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./Macc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppono| 2,3 -d [mupumMuuH-4-11)aMHUHO ) -2 -MeTUJIITUITEPUANH- | -1JT)ipon-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macce.) wim
MeHee mociie xpaneHus npu 0-60°C/orHOcuTenbHON BinakHocTH 10-40% B TedeHHe IO
MEHBbIIEH Mepe 28 CyTOK.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 HW300pETEHHs] TMpeIokeHa CTaOMIIbHAsS

KOMIIO3HIIMSI ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
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58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|nupumunns-4-
WJI)aMHHO)-2-MEeTUIMUNIEPUANH- | -ni)ipon-2-eH-1-o1a, 14-18%  MUKpPOKpPUCTAIINYECKOM
neono3bl, 14-18% wmonoruapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% rimuepui-
aubereHata, mpu 3TOM Kommo3uims copepxxut 0,7% (macc./macc.) uiam MeHee aumepa 1-
((2S,5R)-5-((7TH-mupposno| 2,3 -d |mupruMuanH-4-11)aMUHO )-2-MeTHIIIHIIEPUANH- | -nt)nporn-2-
eH-1-oHa, u o0IIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) wiu
meHee mociie xpanenus npu 0-30°C/orHOcuTenbHOl BirakHocTH 10-75% B TedyeHHe MO
MEHBIIEH Mepe ECTU MECALIEB.

B npyroM BOIUIOIIEHHHM HACTOSIIErO W300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMTIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUNIEPUANH- | -nin)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUTMIECKOM
nesoso3sl, 14-18% monorunpara naktosbl, 2-4% kpocnoBuioHa, W 3-8% riauuepui-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./mMacc.) win MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4-11)aMHUHO ) -2 -Me TUJIITHITePUAHH- | -1JT)ipon-2-
eH-1-oHa, 1 olIIee KOJMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macce.) wim
meHee mocnie xpanenus npu 0-30°C/orHOcuTenbHO BirakHocTH 10-65% B TedyeHHe MO
MEHBIIEH MEPE OAHOrO roja.

B npyroM BOMJIOLIEHMH HACTOSIIEr0 M300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyibl 13 HPMC, conepakarmast
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:o[2,3-d|mupumunus-4-
WJI)aMHHO)-2-MeTUIMUIIEPUANH- | -Wn)pon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIIMYECKOI
nesono3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBupoHa, W 3-8% riauuepui-
nubereHara, mnpuueM napa-tonyoncynbponatHas conab  1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupuMuIIH-4-1IT)aMUHO )-2-MeTHIITUNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SIBIIIETCS
HEU3MEJIbUEHHOM, W MTPH 3TOM KoMno3unus coaep:xkut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOTI-
2-eH-1-0Ha, 1 o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) uim
MEHee.

B napyroMm BOIUIOIIEHHH HACTOSIIEr0 M300pETEHHs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3HIIHS ¢ HEMeIJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkamas
58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-nuppo:no[2,3-d|nupumunns-4-

WJI)aMHHO)-2-MEeTUIIMUNIEPUANH- | -n)ripon-2-eH-1-o1a, 14-18%  MHKpPOKpPUCTAIINYECKOM
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neono3sl, 14-18% wmonorunapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nuOereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuIH-4-1I1)aMHUHO)-2-MeTHIITHIIEPUANH- | -un)npon-2-eH- 1 -oHa SABIIAETCS
HEeU3MeJIbYeHHOMH, U IIPU 3TOM KoMmo3uLust conepkut 0,7% (Macc./Macc.) uiu MeHee 1umepa
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i )aMUHO )-2-MeTUIITUTIEPUAMH- | -HJT)IpOTI-
2-eH-1-0Ha, 1 00lIee KOJTUYECTBO MPOAYKTOB pasjioxkeHus coctapisieT 1,2% (macc./mace.) uiu
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHe IO
MeHbIIEH Mepe 28 CYTOK.

B npyroM BOIUIOIIEHHHM HACTOSIIErO W300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMTIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
58-62% napa-tonyoncynsponarHon comu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuamnn-4-
WJI)aMHHO)-2-MEeTUIIMUNIEPUANH- | -ni)ripon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUINYECKOM
nesoso3sl, 14-18% monorunpara naktosbl, 2-4% kpocnoBuioHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conb  1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIuH-4-1IT1)aMHUHO)-2-MeTHIITUTNIEPUANH- | -iT)nporn-2-eH- 1 -oHa SIBJIAETCS
HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3unus coaepxkut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d JnupumunuH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUAMH- | - M) P OTI-
2-eH-1-0Ha, 1 0011Iee KOJTMUECTBO NMPOAYKTOB pas3iioxkeHus cocrasisier 1,2% (macc./macc.) unun
meHee mociie xpanenus npu 0-30°C/orHocutenbHoil BrakHoctu 10-75% B TedeHue Mo
MEHbIIEH Mepe LIECTU MECSILIEB.

B npyroM BOIUIOIIEHWH HACTOSIIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAEeHHEeM B (hopme karcynbl 3 HPMC, conepskammas
58-62% napa-tonyoncynsponarHon comu 1-((2S,5R)-5-((7H-muppono[2,3-d | mupumuamnn-4-
WJI)aMHHO)-2-MeTUIMUIIEPUANH- | -nn)pon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUINYECKOM
uesoo3el, 14-18% wmonHorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conab 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMHIIIH-4-1T)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SIBJISIETCS
HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3umus coaep:xkut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumuauH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOTI-
2-eH-1-0Ha, n ob1Iee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) uim
meHee mociie xpanenus npu 0-30°C/orHOCHTENnbHON BiakHocTH 10-65% B TedyeHHe IO

MEHBIIEN Mepe OQHOrO roja.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-nuppono[2,3-d|nupumunns-4-
WJI1)aMHHO)-2-MEeTUMUNIEPUANH- | -nin)ripon-2-eH-1-o1a, 14-18%  MUKpOKpPUCTAIINYECKOM
nesuroao3el, 14-18% wmoHorunpara naktosbl, 2-4% kpocnoBupaoHa, u 3-8% riaHuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1T1)aMUHO)-2-MEeTHIINUNIEPUANH- | -Wn)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM KoMmo3unusi coaep:xkut 0,7% (Macc./mMacc.) uim MeHee
mamepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumMuans-4-11)aMUHO ) -2 -MEeTUIITTHITEPUIUH- | -
wi)npon-2-eH-1-oHa, u oOIliee KOJIWYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) nim MeHee.

B nmpyroM BOIUIOIIEHMH HACTOSIIErO MW300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMeJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl u3 HPMC, conepkammas
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -nin)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUIMIECKOM
nemoso3el, 14-18% wMonorunapara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riuuepui-
nulereHara, mnpuyueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-11)aMUHO)-2-MEeTWIINUNIEPUANH- 1 -mn)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gacTu1 Dyy; 0,9] 290 MUKPOH, 1 TpU 3TOM KoMIo3uLus cofepkut 0,7% (Macc./mMacc.) Ui MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumuans-4-1m1)aMUHO ) -2 -Me TUIIITHIIEpUIUH- 1 -
wn)npon-2-eH-1-oHa, u oO0mee KOJIWYEeCTBO MPOAYKTOB pasjokeHus cocrasister 1,2%
(macc./macc.) mu Menee nocje xpanenust mpu 0-60°C/oTHocuTenbHO# BaakHoctH 10-40% B
TEUEHHE MO MEHbLIEH Mepe 28 CyTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl 3 HPMC, conepkammas
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:no[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -nin)ipon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIUIMYECKOM
uemoso3el, 14-18% wmonorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riaMuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIIUNIEPUANH- | -ln)pon-2-eH-1-0Ha ~ UMeeT  pa3mep
yactull Dyy; 0,01 290 MEKpPOH, U Tipu 3TOM Kommo3utusi coaep:xkut 0,7% (Macc./macc.) uim MeHee
mamepa  1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupumMuanH-4-1m)aMuHO )-2-MeTUIITITHIIEpUIUH- | -

wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
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(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOl BiakHoctu 10-75% B
TEYEHHUE 110 MEHbIIEH Mepe LIeCTH MECSLEB.

B fapyroM BOIUIOIIEHHH HACTOSILIEr0 HW300pEeTEHUs IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
58-62% napa-tonyoncynsdponarnoit conmu 1-((2S,5R)-5-((7H-mupposno(2,3-d|mupumuamnn-4-
WJI)aMHHO)-2-MeTUIMUNIEpUANH- | -un)pon-2-eH-1-oHa, 14-18%  MHKPOKPUCTAIINYECKOM
nesrono3el, 14-18% wmonHorunpara naktosbl, 2-4% kpocnoBupaoHa, u 3-8% riauuepui-
nulereHara, mnpuueM napa-tonyoincynbponatHas comab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -lT)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM Kommo3uiusi conaep:xkut 0,7% (Macc./macc.) uim MeHee
aumepa  1-((2S,5R)-5-((7H-timppoino| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEe THITTUTIEPU I H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOM BiaxkHoct 10-65% B
TEUEHHUE MO MEHBIIEH Mepe OJTHOTO roja.

B n#pyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkammast
58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-nmupporno[2,3-d|nupumunns-4-
WJI1)aMHHO)-2-MEeTUMUIIEPUANH- | -ni)ripon-2-eH-1-o1a, 14-18%  MHKpPOKpPUCTAIINYECKOM
nemwnonossl, 14-18% wmonoruapara naxkTtosbl, 2-4% xpocnoBuaoHa, u 3-8% riamMuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINMUNEpUInH- 1 -mn)npon-2-eH-1-oHa  uMeeT  pasmep
yactu1 Diy; 097 300,50 MUKPOH, ¥ TIpu 5TOM KOoMOo3uLus conepkut 0,7% (macc./mMacc.) wim
MeHee nuMepa 1-((2S,5R)-5-((7H-ntuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0Iee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B napyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:rno[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIIMUIIEPUANH- | -ni)ripon-2-eH-1-o1a, 14-18%  MHUKPOKPUCTAIUTMYECKOM
nemono3bl, 14-18% wMonorunpara naktosbl, 2-4% kpocnoBujaoHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1T1)aMHUHO)-2-MeTHIINUNIEPUANH- | -lT)npon-2-eH-1-0oHa ~ UMeeT  pa3mep

gactu1] Diy; 09) 300,50 MUKpOH, 1 Tipu 3TOM KoMno3uuus copepxut 0,7% (macc./macc.) uum
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MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO )-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-60°C/oTHocuTenbHOMN
BiaxxHocTH 10-40% B TedeHue 1o MeHblIel Mepe 28 CyToK.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, coneprkaimas
58-62% napa-tonyoncynsponatHor comu 1-((2S,5R)-5-((7H-muppo:o[2,3-d|mupumunns-4-
WJI)aMHHO)-2-MEeTUIMUIIEPUANH- | -nn)pon-2-eH-1-ona, 14-18%  MHKPOKPUCTAIIMYECKOM
nesmoo3el, 14-18% wmonHorunpara naktosbl, 2-4% kpocnoBuiaoHa, W 3-8% riauuepui-
nuOereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MEeTHIIIUNIEPUANH- | -lT)npon-2-eH-1-0oHa ~ UMeeTr  pa3mep
gactul Diy; 09) 300,50 MUKPOH, 1 Tipu 3TOM KoMno3uuus conepxut 0,7% (macc./mMacc.) um
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO ) -2 -
METUJINHIIEPUANH- | -um)rpon-2-eH-1-oHa, W o0mee KOJWYEeCTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnu MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHoCTU 10-75% B TeUeHHE MO MEHbIIEH Mepe IECTH MECSILIEB.

B ngpyroM BOIUIOIIEHHH HACTOSILIEr0 H300pETEeHUsl TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcyssl 3 HPMC, coneprkamas
58-62% napa-tonyoncynsponatHoi comu 1-((2S,5R)-5-((7H-nuppo:no[2,3-d]nupumunns-4-
WJT)aMHUHO)-2-MeTHINHIEePUANH- | -um)npon-2-en-1-o1a, 14-18%  MHKpOKpHUCTAITHIECKOH
nesuoo3el, 14-18% wmoHorunpara naktosnl, 2-4% kpocnoBumoHa, u 3-8% riHuepui-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMHINH-4-1IT1)aMUHO )-2-MEeTHIIUNIEPUANH- | -mn)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactu1 Diy; 09] 300,50 MUKPOH, 1 Tipu 3TOM KoMno3uuus conepxut 0,7% (macc./macc.) wim
MeHee nuMepa 1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJINHIIEPUANH- | -um)rpon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbIIEH MePe OJTHOTO roja.

B npyrom BOMJIOIIEHNN HACTOSIIIEro H300pEeTEeHNUs PEAJIO’KeHa CTabrIbHAs TabneTKa
C HEMEJICHHBIM BbICBOOOXKIeHHeM, coaeprkaras 46,08-50,08 mr napa-Tonyoncyiab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d jnupumMunuH-4-1i1)aMruHO ) -2-MeTHIIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIMUECKON HeJtr0a03bl, 10,76-14,76 mr

MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr rimuepui-nudereHara,
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npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nuinn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIEPUANH- | -1t )ipon-2-eH- 1 -0Ha, u
oO1ee KOJIMYeCTBO MPOAYKTOB pasiioskeHust cocrasisieT 1,2% (Macc./macc.) Ui MeHee.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, copepskaimast 46,08-50,08 mr napa-ronyoncynbhOoHaTHOM
coJu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MUKPOKPUCTAIMUECKOHN HeJUr0103b1, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBuaona u 3,00-5,00 mr riunepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) niamn menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO ))-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o0I1ee KOJTMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wim MeHee 1mociie
xpanenus npu 0-60°C/otHocuTenbHOl BraxkHoctu 10-40% B TedeHue no MeHbluel mepe 28
CYTOK.

B npyrom BomiomeHny HacTOSIIEro H300peTeHus PeAsIoskeHa CTabuiIbHast TabneTka
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coaeprkaras 46,08-50,08 mr napa-Tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3-d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEpUANH- 1 -
wi)mnporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTATMUYECKON Heyutr0a03bl, 10,76-14,76 mr
MoHoruapara jakrossl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr riunepui-nudereHara,
npu 3ToM kommnosuuus copepxut 0,7% (macc./macc.) miu meree numepa 1-((2S,5R)-5-((7H-
nuppodo[2,3-dmupumuauH-4-m)aMuHO )-2-MeTHIIITUIIEPUANH- | -1iT)Tpon-2-eH- 1 -oHa, 1
o01ee KOJUYECTBO MPOAYKTOB pas3sioskeHus coctapisier 1,2% (Macc./mMacc.) Uil MeHee mocie
xpanenuss npu 0-30°C/oTHOCUTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOMIOIIEHUN HACTOSIIErO U300pEeTEeHUs IPEAJIOJKeHa CTabrIbHAs TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaeprkatas 46,08-50,08 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKPOKPUCTAIIMYECKON 1HeJur003b1, 10,76-14,76 mr
MoHoruapara yjakrosbl, 1,40-3,40 mr kpocnosugona u 3,00-5,00 mr rmunepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nimmn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1in)aMuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o011ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (Macc./Mace.) wim MeHee 1mociie
xpaneHuss npu 0-30°C/oTHOcHTENnpHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe

OJHOIO rojaa.
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B npyrom BomsiomeHnn HacTOSIIEro n300peTeHus peasioskeHa cTabuiIpbHast TabneTka
C HEMEeIJIEHHBIM BbICBOOOXKIeHHeM, coaepaxkatias 47,08-49,08 mr napa-TonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3-dJnupumunuH-4-1i)aMuHO ) -2-MeTHIITHNIEPUANH- 1 -
winporn-2-eH-1-ona, 11,76-13,76 Mr MUKpOKpUCTAIIMUECKON Hestroao3bl, 11,76-13,76 mr
MoHoruzapara Jaktosbl, 1,90-2,90 mr kpocnoBuzoHa u 3,50-4,50 mr riunepun-aubereHara,
npu 3ToM Kommoszunus copep:kut 0,7% (macc./macc.) uiamn menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -11)pon-2-eH- 1 -oHa, u
oO1ree KOJUYECTBO MPOIYKTOB pasyioskeHus: cocrasisieT 1,2% (Macc./mMacc.) uim MeHee.

B npyrom BOIIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHAs TabeTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coneprkatas 47,08-49,08 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTATMUECKON HeJTr0I03b1, 11,76-13,76 mr
MOHOTHIpara Jakto3bl, 1,90-2,90 mr kpocnosuaoHa u 3,50-4,50 mr rounepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nuimmn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o01ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMacc.) wii MeHee 1mociie
xpanenus npu 0-60°C/orHocurensHOl BraxkHoctu 10-40% B TedeHue no mMeHbluel mepe 28
CYTOK.

B npyrom BOMJIOIIEHHH HACTOALIErO N300peTeHNs peiioxkeHa crabuibHas TabieTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, conepskainast 47,08-49,08 mr napa-ronyoncynbhOHATHOM
conu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MUKpPOKPUCTAIIMUECKON HeJr0103b1, 11,76-13,76 mr
MOHoOrHapara Jakto3bl, 1,90-2,90 mr kpocnoBuaoHa u 3,50-4,50 mr rnunepun-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nim menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o0I1ee KOJIMYeCTBO MPONYKTOB pasyioskeHus cocrapisieT 1,2% (mMacc./mMace.) wim MeHee 1mociie
xpanenuss npu 0-30°C/otHOcHTENnpHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIMJIOIIEHNN HACTOSIIIEr0 H300peTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coneprkatas 47,08-49,08 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKpPUCTAIIMUECKON HeJTr0a03bl, 11,76-13,76 mr

MoHorHapara Jakro3bl, 1,90-2,90 mr kpocnoBuaoHa u 3,50-4,50 mr rounepui-nudereHara,
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npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nuinn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIEPUANH- | -1t )ipon-2-eH- 1 -0Ha, u
o0lee KOJMIMUeCTBO MPOAYKTOB pa3jioxkeHus cocTasisieT 1,2% (Macc./Macc.) Ui MeHee 1oce
xpanenust npu 0-30°C/otHOCHTENBHON BnakHOCTH 10-65% B TeueHHMe MO MeHbLIEH Mepe
OJIHOTO rofa.

B npyrom BOMJIOLIEHUH HACTOSIIIErO H300pEeTEeHUs PEANIOJKeHa CTabriIbHas TabieTKa
C HEMEJUICHHBIM BBICBOOOKACHUEM, conepkatasi 48,077 Mr napa-Tonyocyab(pOHATHON COH
1-((2S,5R)-5-((7TH-tuppoino|[ 2,3 -d JnupumunuH-4-1i )aMUHO )-2-METHIIITUTIEPUAHH- | -HIT)IpOoTI-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO03bL, 12,762 Mr moHoruapara
nakto3bl, 2,400 mr kpocnoBunona u 4,000 Mr riuuepuia-gudereHaTa, mpyu ’TOM KOMITO3HLIHS
cogepxxutr  0,7% (macc./macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U olrmee
KOJINYECTBO MPOAYKTOB pa3sioskeHus coctaisieT 1,2% (Macc./Macc.) 1in MeHee.

B npyrom BomiomeHnn HaCTOSIIEro n300peTeHus peasIoskeHa CTaduIbHas TadneTka
C HEMEIUIEHHBIM BBICBOOOKAEHNEM, coneprxkatast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumuauH-4-1i)aMUuHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO3bL, 12,762 Mr moHOoruapara
naxto3bl, 2,400 mr kpocnoBugona u 4,000 Mr riuuepui-gudereHaTa, mpu ’TOM KOMITO3HLIUS
cogepxxutr  0,7% (macc./macc.) wunu wmenee aumepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHUINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obree
KOJIMYECTBO MPOAYKTOB pa3jiokeHus cocrapisier 1,2% (macc./macc.) WM MeHee Mocie
xpanenus npu 0-60°C/oTHOcuTenpHON BrakHocT 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B npyrom BOIJIOIIEHUN HACTOSIIIErO N300pEeTEeHUs PEAJIO’KeHa CTabrIbHAs TabeTKa
C HEMEJUICHHBIM BBICBOOOKAEHUEM, coneprxkatnast 48,077 Mr napa-TonyoncyabpOHATHOH COH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOoTI-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO3bL, 12,762 Mr moHormapara
nakto3bl, 2,400 mr kpocrioBunora u 4,000 Mr rimuuepuia-gudereHaTa, pyu ’TOM KOMITO3HLIHS
cogepxxutr  0,7% (macc/macc.) wmmu wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO )-2-MeTHIIUTIEPUANH- | -un)npomn-2-eH- 1 -oHa, u olrmee
KOJINYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (macc./macc.) WM MeHee Iocie
xpaneHuss npu 0-30°C/oTHOcuTEnpHON BiaakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe

MECTHU MECALICB.
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B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEJUIEHHBIM BBICBOOOKAEHUEM, conepkatast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i)aMiuHO )-2-MeTHIITUTIIEPUANH- | - W) IpOT1-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKON LEJUIOJ03bL, 12,762 Mr MoHoruapara
nakto3sl, 2,400 mr kpocriosunoHa u 4,000 Mr rauuepmi-gudereHara, mpyu 5TOM KOMITO3HLINS
cogepxkutr  0,7% (macc./macc.) wiu wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJINYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Mocie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TO/1a.

B npyrom BOIUIOIIEHNH HACTOSIIETO H300pETEHHsI peaiokeHa cTabuibHast TabieTka
C HEMENIJICHHBIM BbICBOOOXKIeHNEeM, coneprkatias 46,08-50,08 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3-d JnupumMunuH-4-1i1)aMuHO ) -2-METHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIIMUECKON HeJuTr003b1, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr rimuepui-nudereHara,
npudeM napa-tonyoncynbponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-METUIIIUIIEPUINH- | -1T)ITpon-2-eH-1-0Ha SABJSIeTCS HEW3MEJbUeHHOH, W TpHU
sToM kommosuuus coxepxut 0,7% (macc./macc.) umn menee mumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuauH-4-1i)aMuHO)-2-MeTUITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o01ee KOJUYECTBO MPOAYKTOB pasyiokeHus coctassier 1,2% (macc./Macc.) Ui MeHee.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakarias 46,08-50,08 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -dJnupumunuH-4-1i1)aMHUHO )-2-MeTHIITU e PUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKPOKPUCTAIIMUECKON HeJUTr0103b1, 10,76-14,76 mr
MoHoruapara nakrosbl, 1,40-3,40 mr kpocnoBuaona u 3,00-5,00 mMr riunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuamnn-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -1T)[Tpon-2-eH-1-OHa  SIBISIETCS] HEU3MEJNbYEHHOH, W TpHU
3ToM Kommo3uusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuanH-4-1i)aMuHO ))-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wim MeHee 1mociie
xpanenus npu 0-60°C/otHocuTenbHON BraxkHocTH 10-40% B TeyeHue mo MeHbinel mepe 28

CYTOK.
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B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEIJIEHHBIM BbICBOOOXKIeHHeM, coaepaxkarias 46,08-50,08 mr napa-Tonyoncynabs(poHaTHON
conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
wimnporn-2-eH-1-ona, 10,76-14,76 Mr MUKpOKpPUCTAJIMUYECKON Hestr0a03bl, 10,76-14,76 mr
MoHoruzpara Jaktosbl, 1,40-3,40 mr kpocnoBuzoHa u 3,00-5,00 mMr riunepun-aubereHara,
npudeM napa-tonyoncynsponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuamnn-4-
WJT)aMHHO)-2-MEeTUJIITUIIEPUINH- | -WT)Tpon-2-eH-1-0OHa SIBJISIETCST HEU3MEJIbUEHHOH, W TpHU
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) uim MeHee 1mociie
xpaneruss npu 0-30°C/otHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTU MECSILIEB.

B npyrom BomiomeHnn HaCTOSIIEro H300peTeHus PeAsIoskeHa cTabriIbHast TabneTka
C HEMeNIJICHHBIM BbICBOOOXKIeHNeM, coneprkaras 46,08-50,08 mr napa-TonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITHIEPUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIMUECKON HeJuTr0a03bl, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr riunepui-nuoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJ1)aMHHO)-2-MEeTUIIUIIEPUINH- | -UIT)ITpon-2-eH-1-0Ha  SABJsIeTCs HEU3MEJbUEHHOH, U TpHU
sToM Kommosuiusi comepkut 0,7% (macc./macc.) mnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUITUIEPUANH- | -11)pon-2-eH- 1 -0Ha, u
o011ee KOJMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./Mace.) Wi MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCUTENBHON BiIakHOCTH 10-65% B TeueHWe MO MeHbIIEH Mepe
OJIHOTO rojia.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coneprkatas 47,08-49,08 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomnol| 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTAITMYECKON HeJUTr0I03b1, 11,76-13,76 mr
MOHOTHIpara Jakto3bl, 1,90-2,90 mr kpocnoBuaoHa u 3,50-4,50 mr rounepun-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -UT)ITpon-2-eH-1-0Ha SBJSIeTCS HEW3MEJbUEHHOH, U TpHU

3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
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nupposo| 2,3 -d JmupumMuanH-4-1n)aMuHO )-2-MeTUITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocrasisieT 1,2% (Macc./mMacc.) uiin MeHee.

B npyrom BomjiomeHun HacTOSIIIEro H300peTeHus IPeAsIoskeHa cTabuIbHast TabneTka
C HEMEJICHHBIM BBICBOOOXKIeHNEM, conepskaimast 47,08-49,08 mr napa-ronyoncynbhOHATHOM
coJu 1-((2S,5R)-5-((7TH-tuppo:o[ 2,3 -d jnupuMunnH-4-1i1 )aMUHO )-2-MeTHIITUTIEPUAMH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MUKPOKPUCTAIIMUECKON HeJUTr0I03b1, 11,76-13,76 mr
MOHOrHapara Jakto3bl, 1,90-2,90 mr kpocnoBuaona u 3,50-4,50 mr riuunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono[2,3-dnupumuann-4-
WJT)aMHHO)-2-MEeTUJITHIIEPUINH- | -WT)[Ipon-2-eH-1-0Ha SBJSIETCS] HEW3MEJbUEHHOH, W TpHU
sToM Kommo3uiusi comepkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYECTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wii MeHee 1mociie
xpanenus npu 0-60°C/otHocuTensHOl BakHocTH 10-40% B TeueHne mo MeHbIned mepe 28
CYTOK.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus PeAJIOskeHa CTabriIbHast TabneTka
C HEMEIJIEHHBIM BbICBOOOXKIeHHeM, coaepskarias 47,08-49,08 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO )-2-MeTHIITUIEPUANH- 1 -
wimnporn-2-eH-1-ona, 11,76-13,76 Mr MUKpOKpUCTAIIMUYECKON Hesur0a03bl, 11,76-13,76 mr
MoHoruzapara Jaktosbl, 1,90-2,90 mr kpocnoBuzoHa u 3,50-4,50 Mr riunepun-aubereHara,
npuueM napa-tonyoncyibdonarHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumuamnn-4-
WJT)aMHUHO)-2-METHIIHIIEPUANH- | -uT)IIpon-2-eH-1-0Ha SBISETCS HEM3MEJIbYEHHOW, U TIpH
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -oHa, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIJIOIIEHUN HACTOSIIIEr0 N300PETeHUs NPEAJIOKeHa CTabriIbHAs TabieTka
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coneprkatas 47,08-49,08 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTAITMUECKON LeuroI03bl, 11,76-13,76 mr
MOHOTHIpara Jakro3bl, 1,90-2,90 mr kpocnosuaoHa u 3,50-4,50 mr rounepun-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-

WJT1)aMHHO)-2-MEeTUIIUIIEPUINH- | -1T)IIpon-2-eH-1-0Ha SABJSIeTCS HEWU3MEJbUEHHOH, U TpHU
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3ToM Kommo3uiusi copepxkut 0,7% (macc./macc.) mnn menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIEPUANH- | -1t )ipon-2-eH- 1 -0Ha, u
o011ee KOJMYECTBO MPOAYKTOB pas3sioskeHus cocrasisier 1,2% (Macc./mMacc.) Uil MeHee 1ocie
xpanenust npu 0-30°C/otHOCHTENBHON BnakHOCTH 10-65% B TeueHHMe MO MeHbLIEH Mepe
OJIHOTO TO1a.

B npyrom BOMJIOLIEHUH HACTOSIIIErO H300pEeTEeHUs PEANIOJKeHa CTabriIbHas TabieTKa
C HEMEJUICHHBIM BBICBOOOKACHUEM, conepkatasi 48,077 Mr napa-Tonyocyab(pOHATHON COH
1-((2S,5R)-5-((7TH-tuppoino|[ 2,3 -d JnupumunuH-4-1i )aMUHO )-2-METHIIITUTIEPUAHH- | -HIT)IpOoTI-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO03bL, 12,762 Mr moHoruapara
nmakto3bl, 2,400 mr kpocmoBupmona u 4,000 Mr rmuepui-guOereHara, HpUYeM HApa-
tonyoscynbponaTHast coib  1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -uT)ripon-2-eH-1-0Ha  ABNSETC  HEU3MENbUYEHHOW, W TPH  3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1in)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO11ee KOJTMYeCTBO MPOIYKTOB pasioskeHus: cocrasisieT 1,2% (Macc./mMacc.) uii MeHee.

B npyrom BoOmJIomeHnN HACTOSIIEro H300peTeHUs PEAJIo’keHa CTabuiIbHast TabneTka
C HEMEeJUIEHHBIM BBICBOOOKAEHUEM, coneprkatast 48,077 Mr napa-Tonyoncyab(pOHATHON COMH
1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumuauH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUANH- | -WIT)IpOTI-
2-en-1-ona, 12,762 Mr MUKpPOKPUCTAJUIMYECKON LEJUIIOJO03bL, 12,762 Mr MoHOoruapara
naakto3sl, 2,400 mr kpocnoBumoHa u 4,000 Mr runuepui-guOereHata, NpHYEM HAPA-
tonyoncyiabpoHatHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumuauH-4-1in)aMuHO)-2-
METHIINMUNEPUAUH-1-un)npon-2-eH-1-oHa  ABISETCS  HEU3MENbYeHHOW, U IpPH  OTOM
komnozuimst - comepxkut 0,7% (macc./macc.) wnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpanenust npu 0-60°C/otHocuTenbHOl BraxkHoctu 10-40% B TeyeHue no MeHbluel mepe 28
CYTOK.

B npyrom BoOmIomeHnN HACTOSIIEro H300pEeTeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMEIUICHHBIM BBICBOOOKAEHUEM, coneprkatmast 48,077 Mr napa-Tonyoncyab(pOHATHON CONH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOoTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJIHONO03bL, 12,762 Mr moHoruapara
nmakto3bl, 2,400 mr kpocmoBupoHa u 4,000 Mr rimnepui-guOereHarta, NpUYeM Hapa-

tonyoscyiabdponaTHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-nin)aMuHO)-2-
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METUJINHIIEPUANH- | -um)pon-2-eH-1-0Ha ~ ABNSETCA  HEM3MENbUEHHOW, U TPH  3TOM
komnozummst  cogepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIIEPUANH- | -1uT)ipon-2-eH- 1 -0Ha, u
o01ee KOJUYECTBO MPOAYKTOB pas3sioskeHus coctapisier 1,2% (Macc./mMacc.) Uik MeHee mocie
xpanenust npu 0-30°C/otHOCcHTeNnpHON BnaxkHocTH 10-75% B TeueHne mO MeHbLIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIJIOLIEHUH HACTOSIIIErO H300peTEeHUs PEAJIO’KeHa CTabriIbHas TabieTKa
C HEMEJUICHHBIM BBICBOOOKAEHUEM, conepxkatnasi 48,077 Mr napa-TonyoncyabpOHATHON COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO03bL, 12,762 Mr moHoruapara
makto3bl, 2,400 mMr kpocmoBupmona u 4,000 Mr rmuepui-guOereHara, NpUYeM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -un)ripon-2-eH-1-0Ha ~ ABNSETC  HEU3MENbUEHHOW, W TPH  3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o01ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMacc.) wii MeHee 1mociie
xpanenus npu 0-30°C/oTHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyrom BOMJIOIIEHHH HACTOALIETO U300pETeHNs MpeaokKeHa cTabuibHas TabneTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, conepskainast 46,08-50,08 mr napa-ronyoncynbhOoHaTHOM
conu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MUKPOKPUCTAIMYECKOMN MeJr0103b1, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr riunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuann-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -iin)ipon-2-eH-1-oHa umeer pasmep dHactun Div, 09 290
MHUKpPOH, W TPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnm MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -Me THJIITHITePUANH- | -1 ) porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macce.) wim
MEHee.

B npyrom BOmIomeHnN HaCTOSIIEro H300peTeHUs PEAJIO’KeHa CTabrIbHast TabneTKa
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coaeprkaras 46,08-50,08 mr napa-TonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEPUANH- 1 -

wi)mnporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIIMUECKON Hesutr0a03bl, 10,76-14,76 mr
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MoHoruapara jakro3bl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr rimuepusi-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUNH- | -ni)ripon-2-eH-1-oHa uMeer pasmep 4acTul Div; 09 290
MHUKpPOH, U TpPH 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) winm MeHee numepa -
((2S,5R)-5-((7TH-nuppomno| 2,3 -d JnupruMuginH-4-11)aMHHO ) -2 -MeTHIITUIIePU AN H- | -1JT)Tpori-2-
eH-1-oHa, u o0IIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) wiu
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHe IO
MEHBbIIEH Mepe 28 CYTOK.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAsT TabeTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaeprkaras 46,08-50,08 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa, 10,76-14,76 Mr MUKPOKpPUCTAJUTMYECKOHN Lemtoo3bl, 10,76-14,76 mr
MoHoruapara yakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr riounepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa uMeer pasmep dactul Div; 09 290
MHKpPOH, U TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnu MeHee numepa 1-
((2S,5R)-5-((7TH-uppomno| 2,3 -d JnupuMuanH-4-1i1)aMHHO ) -2 -MeTHIITUIEPU I H- | -1iT) mpor-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
meHee mociie xpanenus npu 0-30°C/orHocutenbHoil BrakHoctu 10-75% B TedeHue Mo
MEHbIIEH Mepe LIECTU MECSILIEB.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMEJIEHHBIM BBICBOOOKIeHHEM, coaepskamas 46,08-50,08 mr napa-TonyoncynbpOoHaATHOM
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -dJnupumunuH-4-1i1)aMHUHO )-2-MeTHIITU e PUANH- | -
winnpon-2-eH-1-oHa, 10,76-14,76 Mr MUKPOKPUCTAJUTMYECKOH Leuto03bl, 10,76-14,76 mr
MoHoruapara akrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr ruunepui-nudereHara,
npudeM napa-tonyoncynbponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuamnn-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUANH- | -ii)ripon-2-eH-1-0oHa uMmeer pasmep dactul Div; 09 290
MHKpPOH, W TPH 3TOM KoMmo3umus copep:xkut 0,7% (macc./macc.) unu MeHee numepa -
((2S,5R)-5-((7TH-tuppomno| 2,3 -d JnupuMuaiH-4-1i1)aMHHO ) -2 -MeTHIITUITEPU N H- | -1iT)mpor-2-
eH-1-oHa, 1 olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOCHTENnbHON BiakHocTH 10-65% B TedyeHHe IO

MEHBIIEH Mepe OAHOrO roja.
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B npyrom BomsiomeHnn HacTOSIIEro n300peTeHus peasioskeHa cTabuiIpbHast TabneTka
C HEMEeIJIEHHBIM BbICBOOOXKIeHHeM, coaepaxkatias 47,08-49,08 mr napa-TonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3-dJnupumunuH-4-1i)aMuHO ) -2-MeTHIITHNIEPUANH- 1 -
winporn-2-eH-1-ona, 11,76-13,76 Mr MUKpOKpUCTAIIMUECKON Hestroao3bl, 11,76-13,76 mr
MoHoruzapara Jaktosbl, 1,90-2,90 mr kpocnoBuzoHa u 3,50-4,50 mr riunepun-aubereHara,
npudeM napa-toayoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIMUIIEPUINH- | -iin)ipon-2-eH-1-oHa uMeer pasmep dactuu Div, 09 290
MHUKpPOH, U TNpPH 3TOM KoMmmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppoino| 2,3 -d [mupuMuauH-4- 11 )aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) porn-2-
eH-1-oHa, u olIlIee KOMMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
MEHee.

B npyrom BOIMJIOIIEHUH HACTOSIIIEr0 H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTKa
C HEMEIJICHHBIM BbICBOOOXKIeHNeM, coneprkatas 47,08-49,08 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MEKpOKPUCTAIIMYECKON HeJTr0I03bl, 11,76-13,76 mr
MOHOTHIpara Jakto3bl, 1,90-2,90 mr kpocnoBuaona u 3,50-4,50 mr rounepusn-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIUIIEPUNH- | -ni)ripon-2-eH-1-oHa uMeer pasmep dacTul Div; 09 290
MHUKDPOH, U TIPU 3TOM KoMmo3uuus copep:xut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((7TH-nuppomno[ 2,3 -d JnuprumugiH-4-11)aMHHO ) -2 -MeTHIITUIIePU AN H- | -1J1) Tpori-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisier 1,2% (macc./macc.) win
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHE IO
MeHbLIEN Mepe 28 CYTOK.

B npyrom BOIJIOIIEHUH HACTOSIIIEro N300peTeHUs PEAJIO’KeHa CTabrIbHast TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaeprkatas 47,08-49,08 mr napa-tonyoncyiab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTAITMYECKON HeJUTr0I03b1, 11,76-13,76 mr
MOHOTHIpara Jakro3bl, 1,90-2,90 mr kpocnosuaoHa u 3,50-4,50 mr rnunepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -ii)ripon-2-eH-1-oHa uMeer pasmep dHacTul Div; 09 290
MHKDPOH, W TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnm MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-

eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
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meHee mociie xpanenuss npu 0-30°C/orHocutenbHoil BnakHocTu 10-75% B TedyeHHe Mo
MEHBIIEH MEepPEe LIECTU MECSLIEB.

B npyrom BomjiomeHun HacTOSIIEro H300peTeHus peasIoskeHa cTabuiIbHast TabneTka
C HEMEJICHHBIM BBICBOOOXKIeHNEM, conepskaimast 47,08-49,08 mr napa-ronyoncynbhOHATHOM
coJu 1-((2S,5R)-5-((7TH-tuppo:o[ 2,3 -d jnupuMunnH-4-1i1 )aMUHO )-2-MeTHIITUTIEPUAMH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MUKPOKPUCTAIIMUECKON HeJUTr0I03b1, 11,76-13,76 mr
MOHOrHapara Jakto3bl, 1,90-2,90 mr kpocnoBuaona u 3,50-4,50 mr riuunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -ii)ipon-2-eH-1-oHa uMeer pasmep dactun Div, 09 290
MHUKpPOH, U TPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuiuH-4- 11 )aMUHO ) -2 -Me THJIITHITePUAUH- | -1 ) porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOCcHTENnbHOH BhnakHOCTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO rojaa.

B npyrom BomiomeHny HaCcTOSIIEro H300peTeHus PeAsIoskeHa CTabriIbHast TabneTKa
C HEMEJUIEHHBIM BBICBOOOKAEHUEM, conepxkatast 48,077 Mr napa-Tonyoncyab(pOHATHON COMH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d JnupumunuH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUAMH- | - M) P OTI-
2-en-1-oHa, 12,762 Mr MHMKPOKPUCTAJUIMYECKOM LEJUIOJIO3bL, 12,762 Mr MoHoOruapara
naxkto3bl, 2,400 mr kpocmoBumoHa u 4,000 Mr riunepui-guOereHarta, mnpudeM Hapa-
TojdyoscynbdpoHatHas conb  1-((2S,5R)-5-((7H-nuppono[2,3-d Jnupumunus-4-mi)aMuHO)-2-
METUJINMUIIEPUANH- ] -um)npon-2-eH-1-oHa umeer pasmep 4dactul Dyy: 09) 290 MukpoH, u npu
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -oHa, u
oOI1ee KOJMYECTBO MPOIYKTOB pasioskeHus: cocrasisieT 1,2% (Macc./mMacc.) uiu MeHee.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMEIUICHHBIM BBICBOOOKACHHEM, coneprxkatmast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO3bL, 12,762 Mr moHormapara
nmakto3bl, 2,400 mr kpocmoBumoHa u 4,000 Mr rimnepui-guOereHara, mpuUYeM HApa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep 4dactull Dyy: 09 290 MUKPOH, U Tpu
3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d jmupumMuanH-4-1n)aMuHO)-2-MeTUITUIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
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oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-60°C/orHocurensHOl BraxkHoctu 10-40% B TedeHue no MeHbluel mepe 28
CYTOK.

B npyrom BOIJIOIIEHHH HACTOSILIETO N300peTeHNs pesioxkeHa crabuibHas TabneTka
C HEMEJICHHBIM BbICBOOOJKIeHNEM, coneprkaruast 48,077 Mr napa-Tonyoncyab(poHaTHON comm
1-((2S,5R)-5-((7TH-tuppoino[ 2,3-d JnupumuauH-4-1i )aMUHO )-2-MeTUIIITUTIEPUAMH- | -HJT)IpOTI-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKON LEJION03bl, 12,762 Mr MoHOoruapara
makto3bl, 2,400 mr kpocmoBumona u 4,000 Mr rimuepwi-guOereHara, mNpUYeM HApa-
tonyoscyibpoHaTHast coib 1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunuH-4-1in)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep 4dactull Dyy: 09 290 MUKPOH, U TIpU
3ToM Kommo3uusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (mMacc./mMace.) wim MeHee 1mociie
xpaneruss npu 0-30°C/otHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTU MECSILIEB.

B npyrom BoOmIomeHnN HACTOSIIEro H300peTeHUs PEAJIO’keHa CTabniIbHast TabneTKa
C HEMEeJUIEHHBIM BBICBOOOKAEHUEM, coneprkatast 48,077 Mr napa-Tonyoncyab(pOHATHON COMH
1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumuauH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUANH- | -WIT)IpOTI-
2-en-1-ona, 12,762 Mr MUKpPOKPUCTAJUIMYECKON LEJUIIOJO03bL, 12,762 Mr MoHOoruapara
aakto3sl, 2,400 mr kpocnoBumoHa u 4,000 Mr runuepui-guOereHarta, NpHYEM HAPA-
tonyoncyiabpoHatHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumuauH-4-1in)aMuHO)-2-
METUJINHIIEPUINH- | -uT)pon-2-eH-1-oHa umeer pazmep 4dactull Diy: 09 290 MUKPOH, U Tipu
sToM Kommo3uiusi copepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpaneHuss npu 0-30°C/oTHOCHTENBHON BIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rojia.

B npyrom BOMmIOImEHNN HACTOSIIEro H300pEeTEeHNUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMENJICHHBIM BbICBOOOXKIeHNeM, coaeprkaras 46,08-50,08 mr napa-Tonyoncyiab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIIMUECKON HesuTr003bl, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr ruunepui-nudereHara,

npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
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WJI)aMHHO)-2-MEeTUIITUIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHUKpPOH, U TIPU 3TOM KoMmo3unus copepxut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((TH-ttuppomno| 2,3 -d [mupumMuauH-4-11)aMHUHO ) -2 -MeTUJIITHITePUANH- | -1iT) pon-2-
eH-1-oHa, 1 o0Inee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasiseT 1,2% (macc./macc.) win
MEHee.

B npyrom BOMJIOLIEHUH HACTOSIIIErO H300pEeTEeHUs PEANIOJKeHa CTabriIbHas TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakarias 46,08-50,08 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 10,76-14,76 Mr MHKPOKPUCTAITMYECKON 1HeJTr0103bl, 10,76-14,76 mr
MoHoruapara akrosbl, 1,40-3,40 mr kpocnosuaona u 3,00-5,00 mr ruunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-d | mupumuamnn-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUANH- | -niT)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKpPOH, U TPH 3TOM KoMmo3umus copep:kut 0,7% (macc./macc.) mnu MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuinH-4-11)aMHUHO ) -2 -Me THJITITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
MeHee mociie xpaneHus npu 0-60°C/orHocutenbHoil BrakHocTu 10-40% B TedeHHe MO
MEHbLIEH Mepe 28 CyTOK.

B npyrom BomjiomeHnn HacTOsIIero n300peTeHus peasioskeHa cTabuiIbHast TabneTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, copepskainast 46,08-50,08 mr napa-ronyoncynbpOHATHOM
conu 1-((2S,5R)-5-((7TH-ttupposo[ 2,3-djnupumunuH-4-1i1)aMUHO )-2-MeTUIITUTIEpUANH- | -
wn)npon-2-eH-1-oHa, 10,76-14,76 Mr MUKPOKPUCTAJUTMYECKOHN LeuT003bl, 10,76-14,76 mr
MoHoruapara jakrosbl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr riunepui-qudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIHUIIEPUINH- | -ui)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKpPOH, U TPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4- 11 )aMUHO ) -2 -Me THJIITHITePUANH- | -1 ) mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOcuTenbHOl BhnakHocTH 10-75% B TedyeHWe MO
MEHBIIEH Mepe [ECTH MECALIEB.

B npyrom BOmIomeHnn HaCTOSIIIEro H300peTeHUs PEAJIO’KeHa CTabrIbHast TabneTKa
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coaeprkaras 46,08-50,08 mr napa-TonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEPUANH- 1 -

wi)mnporn-2-eH-1-ona, 10,76-14,76 Mr MHKpOKPUCTAIIMUECKON Hesutr0a03bl, 10,76-14,76 mr
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MoHoruapara jakro3bl, 1,40-3,40 mr kpocnoBugona u 3,00-5,00 mr rimuepusi-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIIUIIEPUNH- | -niT)ripon-2-eH-1-oHa umeer pasmep 4dactul Diy; 09) 300,5
MHKPOH, U TNpU 3TOM KoMmmnosuuus copepxkut 0,7% (macc./macc.) wian MeHee aumepa 1-
((2S,5R)-5-((7TH-muppomno[ 2,3 -d |mupruMuanH-4-111)aMUHO ) -2-MeTHIITHIIepUANH- | -pt)porn-2-
eH-1-oHa, u o0IIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) wiu
MeHee mociie xpanenus npu 0-30°C/orHOcuTenbHON BirakHocTH 10-65% B TedyeHHe IO
MEHBLIEH MEpe OAHOrO roja.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAsT TabeTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coneprkatas 47,08-49,08 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTATMUECKON HeJTr0I03b1, 11,76-13,76 mr
MOHOTHIpara Jakto3bl, 1,90-2,90 mr kpocnosuaoHa u 3,50-4,50 mr rounepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUANH- | -ui)ripon-2-eH-1-oHa umeer pasmep dactun Diy; 09 300,5
MHUKpPOH, U TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnu MeHee numepa 1-
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuiuH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1j1)mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
MEHee.

B npyrom BOIMJIOIIEHHH HACTOALIErO N300pETeHNs peiioxkeHa crabunbHas TabieTka
C HEMENJICHHBbIM BbICBOOOXKIeHHeM, coaepakaras 47,08-49,08 mr napa-tonyoncyabpoHaTHOH
conu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MUKpOKPUCTAIIMYECKON HeJUTr0I03b1, 11,76-13,76 mr
MOHOTHIpara Jakto3bl, 1,90-2,90 mr kpocnoBuaoHa u 3,50-4,50 mr rmunepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuamnn-4-
WJT)aMHHO)-2-MEeTUIIHIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKpPOH, U TPH 3TOM KoMmo3umus copep:xkut 0,7% (macc./macc.) wnu MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4-11)aMUHO ) -2 -Me THJIITHITePUANH- | -1j1)porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
MeHee mociie xpaneHus npu 0-60°C/orHOcuTenbHON BinakHocTH 10-40% B TedeHHe IO
MEHBbIIEN Mepe 28 CyTOK.

B npyrom BomiiomeHny HacTOSIIEro H300peTeHus IpeaAsIoskeHa cTabuiIbHast TabneTka

C HEMEeIJIEHHBIM BbICBOOOXKIeHHeM, coaepakaras 47,08-49,08 mr napa-TonyoncyabpoHaTHON
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conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-METHIIITUTIEPUANH- | -
wimnporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKpUCTAIIMUYECKON Hestr0a03bl, 11,76-13,76 mr
MoOHOrHapara Jjakro3bl, 1,90-2,90 mr kpocnoBuaona u 3,50-4,50 mr riuuepun-nudereHara,
npuueM napa-tonyoncyibdonarHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumuamnn-4-
WJT)aMHUHO)-2-MeTHIINHIEePUANH- | -um)ipon-2-eH-1-oHa uMeer pasmep 4actull Diy; o9 300,5
MHUKpPOH, U NPH 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) wim MeHee numepa -
((2S,5R)-5-((7TH-mmuppoino[ 2,3 -d [mupuMuauH-4 -1t )aMUHO ) -2 -MeTHJIITUITEPUAUH- | -uj1)porn-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./mMacc.) wiu
meHee mociie xpanenus npu 0-30°C/orHocuTenbHOll BinakHocTH 10-75% B TedyeHWe MO
MEHBIIEN Mepe [ECTH MECALIEB.

B npyrom BOMIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIO’KeHa CTabrIbHas TabieTka
C HEMENJICHHBbIM BbICBOOOXKIeHHeM, conepakatas 47,08-49,08 mr napa-tonyoncyabpoHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 11,76-13,76 Mr MHKpOKPUCTAIIMUECKON HeJuTr0I03bl, 11,76-13,76 mr
MOHOTHIpara Jakro3bl, 1,90-2,90 mr kpocnoBuaoHa u 3,50-4,50 mr rounepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa umeer pasmep udactul Diy; 09 300,5
MHUKDPOH, U TIPU 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((7TH-tuppomno| 2,3 -d [mupumMuanH-4-1i1)aMUHO ) -2 -MeTHIIHITePUAUH- | -ui)mpomn-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisieT 1,2% (macc./macc.) uim
meHee mocne xpaHeHus npu 0-30°C/oTHocurenpHON BiaxsHoctH 10-65% B TeueHuwe Mo
MEHBLIEH Mepe OAHOrO roja.

B npyrom BoOmIOmeHUN HACTOSIIEro H300peTeHuUs PeANIOlKeHa CTabrIbHasT TabieTKa
C HEMEJUICHHBIM BBICBOOOKACHUEM, conepkatnast 48,077 Mr napa-Tonyoncyab(OHATHON COMH
1-((2S,5R)-5-((7TH-tuppoino[ 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOoTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO03bL, 12,762 Mr moHoruapara
makto3bl, 2,400 mr kpocmoBupoHa u 4,000 Mr rmnepui-guOereHara, NpUYeM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -um)mpon-2-eH-1-oHa umeer pasmep vactull Div; 0,91 300,5 MukpoH, u npu
3ToM Kommo3uiusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)Ipon-2-eH- 1 -0Ha, u

o0I1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocraisieT 1,2% (Macc./macc.) uim MeHee.



44

B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEJUIEHHBIM BBICBOOOKAEHUEM, conepkatast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i)aMiuHO )-2-MeTHIITUTIIEPUANH- | - W) IpOT1-
2-en-1-oHa, 12,762 Mr MHUKpPOKPUCTAJUIMYECKON LEJUIOJ03bL, 12,762 Mr MoHoruapara
nakto3sl, 2,400 mr kpocnoBumona u 4,000 Mr runuepui-guOereHarta, NpHYEM HAPA-
tonyoscyiabponaTHast coib  1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunuH-4-1in)aMuHO)-2-
METUIHIIEPUANH- | -uT)pon-2-eH-1-oHa umeer pasmep vactull Dy, 091 300,5 MUKpoH, U nipu
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) uim MeHee 1mociie
xpanenus npu 0-60°C/otHocuTenbHOl BraxkHoctu 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B npyrom BomiomeHnn HaCcTOSIINEro H300peTeHUs PeAsIOskeHa CTabriIbHast TabneTka
C HEMEJUIEHHBIM BBICBOOOKAEHHEM, coneprxkatast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIHOJ03bL, 12,762 Mr moHoruapara
nmakto3bl, 2,400 mr kpocmoBupmoHa u 4,000 Mr rimnepui-guOereHarta, NpUYeM Hapa-
tonyoscyiabponHaTHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- | -um)pon-2-eH-1-oHa numeer pazmep yactull Dy, 0,91 300,5 MukpoH, u npu
sToM Kommosuiusi comepkut 0,7% (macc./macc.) mnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUITUIEPUANH- | -11)pon-2-eH- 1 -0Ha, u
o011ee KOJMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./Mace.) Wi MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHWe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMEIUICHHBIM BBICBOOOKACHHEM, coneprxkatmast 48,077 Mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOTI-
2-en-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIMYECKOM LEJUIOJO3bL, 12,762 Mr moHoruapara
nmakto3bl, 2,400 mr kpocmoBumoHa u 4,000 Mr rimnepui-guOereHara, mpuUYeM HApa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep vactull Div; 0,9) 300,5 MukpoH, u npu
3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d jmupumMuanH-4-1n)aMuHO)-2-MeTUITUIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
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oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-30°C/orHOcuTEnbHON BiakHOCTH 10-65% B TeueHHe Mo MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyroM BOMJIOIIEHMH HACTOSIIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3UILMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHeM B (opme karcyibl 13 HPMC, conepaxarmast
46,08-50,08 wMr napa-tonyoncynsponatHorn  comu  1-((2S,5R)-5-((7H-nupposno[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEPUANH- | -un)npon-2-eH-1-ova,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocnoBuaoHa u 3,00-5,00 Mr riaunepui-qudereHaTa, mpu 3ToM KoMno3unust copepxut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuamnn-4-
WJT)aMUHO)-2-MeTHIMUNIEPUINH- | -un)nipon-2-eH-1-0Ha, u o0Iiee KOJNWYECTBO MPOIYKTOB
pazioxenus coctaBisier 1,2% (Macc./Macc.) Ui MeHee.

B nmpyroM BOIUIOIIEHHMHM HACTOSIIErO HW300pETEeHUs] TMpeUIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
46,08-50,08 wMr napa-tonyoncynbponatHorr  comu  1-((2S,5R)-5-((7H-nmuppomno[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr monoruapara jgaktosbl, 1,40-3,40 mr
kpocnioBuaoHa u 3,00-5,00 mr rnunepun-guoereHara, Ipu 3ToM KoMmno3uuus coaepxur 0,7%
(macc./macc.) wmmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJT)aMHHO)-2-MEeTUIMUNIEPUINH- | -u)ripon-2-eH-1-0Ha, ¥ 00Inee KOJMYECTBO MPOAYKTOB
pasnoxenust cocrasmsier 1,2% (macc./macc.) uiaM  MeHee mocie XpaHeHus npu  O-
60°C/otHOCcuTenbHOM BakHOCTH 10-40% B TeyeHHe 1Mo MeHbInel Mepe 28 CyTOoK.

B fapyroM BOIUIOIIEHHHM HACTOSILEr0 HW300peTeHUsl TMpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
46,08-50,08 wMr napa-tonyoncynbponatHo  comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTIEpUANH- | -mn)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPHUCTAIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocnoBuaoHa u 3,00-5,00 Mr raunepui-quoereHaTa, mpu 3ToM KoMno3unwust couepxut 0,7%
(macc./macc.) wmm wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIUTIEPUINH- | -un)nipon-2-eH-1-0Ha, u o0IIee KOJWYEeCTBO MPOIYKTOB
pazioxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmocie XpaHeHuss mpu O-

30°C/otHOCuTenbHOM BlaxKHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe [IeCTU MECSIIIEB.
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B ngpyroM BOIUIOIIEHHMH HACTOSIIEr0 H300pETEHUs TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
46,08-50,08 wMr napa-tonyoncynbponatHoir  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTHINUnepuauH- 1 -mn)npon-2-eH-1-ona,  10,76-14,76  mr
MHUKPOKPUCTAJUIMYECKON Leunono3bl, 10,76-14,76 mr monoruapara naktossl, 1,40-3,40 mr
kpocnoBuaoHa u 3,00-5,00 Mr raunepui-qudereHaTa, mpu 3ToM KoMno3unust coaepxut 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MEeTHIIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Ilee KOJUYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCHUTENBHOM BIaKHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OTHOTO roja.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMIIO3HIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
47,08-49,08 wMr napa-tonyoncynbponatHo  comm  1-((2S,5R)-5-((7H-muppomno[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LeJUTr0103bl, 11,76-13,76 Mr monoruapara jgakTosbl, 1,90-2,90 mr
KkpocrnoBuaoHa u 3,50-4,50 Mr raunepu-qudereHaTa, mpu 3ToM Komnozunwust copepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d]mupumuann-4-
WJI)aMHHO)-2-METUIIIUIIEPUINH- | -u)1Ipon-2-eH-1-0Ha, M 00Ilee KOJWYECTBO IPOAYKTOB
pazioxenus cocrasiser 1,2% (Macc./Macc.) uiam MeHee.

B npyroM BOMJIOLIEHMHM HACTOSIIEr0 M300peTeHHs TpeIokeHa CTaOMIIbHAs
KOMITO3ULMSI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
47,08-49,08 wMr napa-tonyoncynabponatHo  comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEPUANH- | -mn)npon-2-eH-1-ona,  11,76-13,76  wmr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jgaktosbl, 1,90-2,90 mr
kpocnoBuaoHa u 3,50-4,50 Mr riaunepui-qudereHaTa, mpu 3ToM KoMno3unust couepxut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -u)npon-2-eH-1-0Ha, u o0Iiee KOJNUYEeCTBO MPOIYKTOB
pazioxkenus: cocraBmsier 1,2% (macc./macc.) wiM MeHee Tmocie XpaHeHuss mpu  O-
60°C/otHOocuTenbHOM BaxkHOCTH 10-40% B TeyeHHe 1Mo MeHbInel Mepe 28 CyTOoK.

B napyroMm BOIUIOIIEHHH HACTOSIIET0 HW300pETEHHs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl 13 HPMC, comepkamas
47,08-49,08 wMr napa-tonyoncynbponatHod  comu  1-((2S,5R)-5-((7H-nuppono[2,3-

d]mupumMunuH-4-11)aMUHO)-2-MeTWIINUTNIEpUANH- 1 -mn)npon-2-eH-1-ona,  11,76-13,76  wmr
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MUKPOKPUCTAIIMYECKON LeJUTr0103bl, 11,76-13,76 Mr monoruapara jgaktosbl, 1,90-2,90 mr
KpocnioBunoHa u 3,50-4,50 mr rnunepui-guoereHara, mpu 3ToM KoMno3unus coaepxkur 0,7%
(macc./macc.) wmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJT)aMHHO)-2-MeTUIMUNIEPUINH- | -uT)ripon-2-eH-1-0Ha, ¥ 00Inee KOJUYEeCTBO MPOAYKTOB
pasnoxenust cocraeimsier 1,2% (macc./macc.) unaM  MeHee mocie XpaHeHus npu  O-
30°C/otHOCcuTeNnbHOM BlakHOCTH 10-75% B TeueHuUe MO MEHbIIEH Mepe IIECTU MECSIIIEB.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] TMpeiokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepskammas
47,08-49,08 wMr napa-tonyoncynbponatHor  comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTNIEpUANH- | -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jgaktosbl, 1,90-2,90 mr
KpocnoBuaoHa u 3,50-4,50 Mr riaunepui-qudereHaTa, mpu 3ToM KoMno3unwst coaepxut 0,7%
(macc./macc.) wmm wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIMUNIEPUINH- | -un)ipon-2-eH-1-0Ha, u o0IIee KOJWYEeCTBO MPOIYKTOB
pazioxenust cocraBisier 1,2% (macc./macc.) WM MeHee Tmocie XpaHeHWss mpu O-
30°C/otHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOMIIbHAsS
KOMIIO3HIIMS ¢ HEMEJIEHHbIM BbICBOOOXKAeHHEM B (hopme karcynsl u3 HPMC, coneprxamas
48,077 mr napa-tonyoncynbdonaraoit comu 1-((2S,5R)-5-((7TH-nuppono|2,3-d Jrupumunus-
4-11)aMUHO)-2-MeTHIITUIEePUINH- | -1uT)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHUCTAJUTNIECKON
LeJUTI0JI03bl, 12,762 Mr MmoHoruapata jakto3sl, 2,400 mr kpocnosuaoHa u 4,000 Mr rauuepui-
nubereHara, mpu 3ToM Kommnosunusi comepxut 0,7% (macc./macc.) wnu MeHee numepa |-
((2S,5R)-5-((TH-muppoino| 2,3 -d [mupuMuauH-4 -1t )aMUHO ) -2 -MeTHJIITUITePUAUH- | -1 ) porn-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wiu
MEHee.

B napyroM BOIUIOIIEHHHM HACTOSIIEr0 HW300pEeTEeHUsl TMpeUIokeHa CTaOWIIbHAsS
KOMTIIO3HIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl i3 HPMC, conepkammast
48,077 mr napa-tonyoncyibsdonaraoit comu 1-((2S,5R)-5-((7TH-mpposno|2,3-d jrupumunus-
4-n1)aMHUHO )-2-MeTHIITUIEPUINH- | -iun)iporn-2-eH-1-0Ha, 12,762 Mr MUKPOKpPHCTALITHUECKON
LEJUTI0JI03bL, 12,762 Mr moHOTHUapaTa Jakto3bl, 2,400 mr kpocnosuaoHa u 4,000 mr rimuuepu-
nubereHara, mpu 3ToM kKommo3uumsi comepxut 0,7% (macc./mMacc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-

eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
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MeHee mociie xpaneHus npu 0-60°C/orHocutenbHOl BrakHocTH 10-40% B TedeHHe IO
MEHbIIEH Mepe 28 CyTOK.

B npyroM BOIUIOIIEHMM HACTOSILIETO H300pETEeHUs IpeUIoKeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
48,077 mr napa-tonyoncyibdonatHoit comu 1-((2S,5R)-5-((7H-nuppoio[2,3-dmupumuaus-
4-WJ1)aMHIHO )-2-MeTHIITUIePUINH- | -1 )pon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAITHUECKON
LeJUTI0JI03bl, 12,762 Mr moHOTUIpaTa JakTo3bl, 2,400 Mr kpocnoBuaoHa u 4,000 mr riuuepu-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./Macc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppoino| 2,3 -d [mupumuiuH-4-11)aMUHO ) -2 -MeTUJIITUITEPUANH- | -1JT) Tpon-2-
eH-1-oHa, u olIlIee KOMMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
meHee mociie xpanenus npu 0-30°C/orHOcHTenbHOl BhnakHocTH 10-75% B TedyeHHe MO
MEHBIIEH Mepe [ECTH MECSLIEB.

B fmpyroM BOIUIOIIEHWH HACTOSIIETO HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-mappomno|[2,3-d jmupumugus-
4-11)aMHIHO )-2-MeTHIITUIEPUANH- | -ruT)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAITHUECKON
LEJUTI0JI03bl, 12,762 Mr moHOTHUapata Jakto3bl, 2,400 mr kpocnosuaoHa u 4,000 mr riuuepus-
nubereHara, mpu 3ToM kommo3uuusi coxepxur 0,7% (macc./mMacc.) wiu MeHee numepa 1-
((2S,5R)-5-((TH-tuppomno| 2,3 -d [nupumMuauH-4-11)aMHUHO ) -2 -MeTUJIITHITEPUANH- | -1iT) pon-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisieT 1,2% (macc./macc.) uim
meHee mocne xpaHeHus npu 0-30°C/oTHocurenpHON BiaxsHoctH 10-65% B TeueHuwe Mo
MEHBIIEH Mepe OAHOrO roja.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 MW300peTeHHs] MpeIoKeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepkammas
46,08-50,08 wMr napa-tonyoncynbponatHorn  comu  1-((2S,5R)-5-((7H-muppomno[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTIEpUANH- | -mn)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr rmunepui-auOereHara, mpuyueM Aapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
WI)TIPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuamnn-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB

pazioxenus cocrasisier 1,2% (Macc./Macc.) uim MeHee.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
46,08-50,08 wMr napa-tonyoncynbponatHoir  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTHINUnepuauH- 1 -mn)npon-2-eH-1-ona,  10,76-14,76  mr
MHUKPOKPUCTAJUIMYECKON Leunono3bl, 10,76-14,76 mr monoruapara naktossl, 1,40-3,40 mr
kpocroBuaoHa u 3,00-5,00 Mr rnuuepui-auOereHara, mpuyueM Aapa-ToNyoaCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-Me THIITUTIEpUANH- | -
WI)TPOT-2-eH-1-0Ha SIBJISIETCS] HEU3MENbYSHHOH, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUIUH- | -un)ipon-2-eH-1-0Ha, u o0IIee KOJWYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
60°C/otHOoCcuTenpHOM BaskHOCTH 10-40% B TeyeHHe 1Mo MeHbInel Mepe 28 CyTOoK.

B nmpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEHHs] TMpeIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
46,08-50,08 wMr napa-tonyoncynbponatHorr  comu  1-((2S,5R)-5-((7H-nmuppomno[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr monoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 mMr riunepui-guOereHara, mpuueM Aapa-ToiyocyabpOoHaTHAS
COJIb 1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumMu ArH-4-111)aMIHO ) -2 -Me THIITUTIEPU U H- 1 -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCss HEM3MENbUEHHOH, U MpHU 3TOM Komnosuuus conepkut 0,7%
(Macc./macc.) wmu  menee aummepa  1-((2S,5R)-5-((7H-mmupposno|2,3-d|mupumunmun-4-
WJT)aMHUHO)-2-MeTHIIMUNIEPUINH- | -uT)pon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
pazioxkenusi cocrtaBiser 1,2% (macc./macc.) wWiM MeHee Tmocyie XpaHeHuss mpu  O-
30°C/otHOCcuTenbHOM BlakHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe IIeCTU MECSIIIEB.

B fapyroM BOIUIOIIEHWH HACTOSIIEr0 HW300pEeTEeHUs] TMpeUIokeHa CTaOWIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
46,08-50,08 wMr napa-tonyoncynbponatHo  comm  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMHUHO)-2-MeTHIIUTIEpUANH- | -in)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPUCTAIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr riunepui-guOereHara, mpuueM Aapa-TONyOoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%

(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-dmupumuann-4-
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WJT)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB
pasnoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHHss mpu O-
30°C/orHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue o MeHbIIeH Mepe OIHOTO roja.

B n1pyroM BOIIIOIEHMM HACTOSIIErO HM300peTeHHs MpemyioKeHa CTaOuIIbHAs
KOMITO3UILMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHeM B (opme karcyibl 13 HPMC, conepaxarmast
47,08-49,08 wmr napa-tonyoncynsponatHorn  comu  1-((2S,5R)-5-((7H-nupposno[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEPUANH- | -un)npon-2-eH-1-ona,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesTr0103bl, 11,76-13,76 Mr moHoruapara jaaktosbl, 1,90-2,90 mr
KkpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuueM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMHUHO )-2-MeTHIITUTIEPUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbYEHHOH, U MpH 3TOM Komno3uuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -u)ripon-2-eH-1-0Ha, W o0Inee KOJNYECTBO MPOAYKTOB
pazioxenus cocraBisieT 1,2% (Macc./Macc.) Uiu MeHee.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeIokeHa CTaOMIIbHAS
KOMIIO3HIIHS ¢ HEMEIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkamast
47,08-49,08 wMr napa-tonyoncynbponatHod comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTHIINUNIEpUANH- 1 -mn)npon-2-eH-1-ona,  11,76-13,76  wmr
MHUKPOKPUCTAJUNINYECKON LeToo3el, 11,76-13,76 mMr monoruapata naktossl, 1,90-2,90 mr
kpocnioBuaoHa u 3,50-4,50 mr ruuepui-guOereHaTa, MpUYeM HAPA-TONYONCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TIPOT-2-eH-1-0Ha SIBJISIETCS] HEU3MENbYSHHOHN, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|nupumuamnn-4-
WJT)aMUHO)-2-MEeTHIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Illee KOJUYECTBO MPOIYKTOB
pazioxkenus cocrtaBisier 1,2% (macc./macc.) wiM MeHee Tmocyie XpaHeHuss mpu O-
60°C/otHOoCcuTenbHOM BaskHOCTH 10-40% B TeyeHHe Mo MeHbInel Mepe 28 CyTOoK.

B gpyroM BOIUIOIIEHHH HACTOSIIETO W300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkamast
47,08-49,08 wMr napa-tonyoncynbponatHo  comu  1-((2S,5R)-5-((7H-muppomno[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-o1a,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr monoruapara jgakTosbl, 1,90-2,90 mr
kpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuueM Aapa-ToNyoJCyab(pOHATHAS

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEM3MENbUEHHOH, U MpH 3TOM Komnoszuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuamnn-4-
WJI1)aMHHO)-2-METUIIUIIEPUINH- | -UT)IIpon-2-eH-1-0Ha, M 00llee KOJUYECTBO IPOAYKTOB
paznokeHust cocraBiusier 1,2% (macc./macc.) wuaM MeHee mTocie XxpaHenuss mpu  O-
30°C/oTHOCcHUTENnbHOI BaskHOCTH 10-75% B TeueHHe MO MEHbILEH Mepe [IeCTH MECSILIEB.

B fapyroM BOIUIOIIEHWH HACTOSILEr0 W300pEeTEeHUsl MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
47,08-49,08 wMr napa-tonyoncynbponatHorn  comu  1-((2S,5R)-5-((7H-nupposno[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jgakTosbl, 1,90-2,90 mr
KkpocroBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuyueM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbYEHHOH, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIUNIEPUINH- | -un)pon-2-eH-1-0Ha, u o0IIee KOJWYECTBO MPOIYKTOB
paznoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHus: mpu O-
30°C/otHOCHUTENBbHOM BIAXKHOCTH 10-65% B TeyeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

B npyrom BOMIOIEHHMH HACTOALIEr0 H300peTEHUs NPEAJIOKeHa CTaOHIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
48,077 mr napa-tonyoncyibdonatHoit comu 1-((2S,5R)-5-((7H-nuppoio[2,3-dnupumuaus-
4-W)1)aMHHO )-2-MeTHIITUIePUINH- | -11)pon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTaLITHUECKOM
LeJUTE0JI03b1, 12,762 Mr moHOTUpaTa JakTo3bl, 2,400 mr kpocnosuaoHa u 4,000 Mr riuuepu-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuIUH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -1T)porn-2-eH- 1 -oHa SBIIIETCS
HEU3MEJIbUEHHOM, W MTPH 3TOM KoMnosuius coaep:xkut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOoTI-
2-eH-1-0Ha, 1 o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) uim
MEHee.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl i3 HPMC, conepkamast
48,077 mr napa-tonyoncynbsdonaraoit comu 1-((2S,5R)-5-((7TH-mapposno|[2,3-d jmupumunus-
4-11)aMHUHO )-2-MeTHIITUIePUANH- | -1un)ipon-2-eH-1-0Ha, 12,762 Mr MUKpOKPHCTAITHYECKON

LEJUTF0JI03bL, 12,762 Mr moHOTrHUapaTa Jakto3bl, 2,400 mr xpocnosuaoHa u 4,000 mr rimuuepus-
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nulereHara, mnpuyueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuIH-4-1IT)aMUHO)-2-MeTHIITHNIEPUANH- | -uT)npon-2-eH- 1 -oHa SABIIAETCS
HEU3MEJIbUEHHOM, U MPH 3TOM KoMno3unus coaepxut 0,7% (Macc./Macc.) uim MeHee TuMepa
1-((2S,5R)-5-((7TH-ntuppomno| 2,3 -d [mupumuanH-4-1i)aMHHO )-2 -METHIIIHIIEPUANH- | -1T)IporI-
2-eH-1-0Ha, 1 o01IEe KOJTMUECTBO MPOAYKTOB pasjokeHus cocrasisieT 1,2% (macc./macc.) uin
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHE IO
MeHbLIEH Mepe 28 CyTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIIEr0 W300peTeHHs] MpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-mupposno|2,3-d jmupumunus-
4-n1)aMHIHO )-2-MeTHIITUIEePUINH- | -iun)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAJLTHYECKON
LEJUTI0JI03bL, 12,762 Mr MmoHOTrUapaTa Jakto3bl, 2,400 mr kpocnosuaoHa u 4,000 mr rimuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIIH-4-11IT1)aMUHO)-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SIBIIIETCS
HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3unus coaep:kut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumuauH-4-1i)aMUuHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-eH-1-0Ha, 1 o01Iee KOJTUIECTBO MPOAYKTOB pa3jioxeHus cocrapisieT 1,2% (macc./mace.) uin
meHee mociie xpanenus npu 0-30°C/orHocutenbHoil BnakHoctu 10-75% B TedeHwe Mo
MEHBIIEH MEPE LIECTU MECSLIEB.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
48,077 mr napa-tonyoncyiabdonataoit comu 1-((2S,5R)-5-((7TH-mupposno[2,3-d jnupumuaus-
4-M1)aMHIHO )-2-MeTHIITUIePUINH- | -1 npon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTALTHUECKOH
LEeJUTE0JI03bl, 12,762 Mr moHOTUpaTa JakTo3bl, 2,400 Mr kpocnoBuaoHa u 4,000 mr riuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHIIH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SBIIIETCS
HEU3MEJIbUEHHOW, W MPH 3TOM KoMno3unus coaep:xkut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOTT-
2-eH-1-0Ha, u o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./macce.) uim
meHee mociie xpanenuss npu 0-30°C/orHOCHTENnbHON BiakHOCTH 10-65% B TedyeHHe MO
MEHBIIEH Mepe OAHOrO rojaa.

B npyrom BOIUIOIEHMH HACTOALIET0 H300pETEHHs NPEAJIOKeHa CTaOMIbHAs

KOMIIO3HIIMSI ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
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46,08-50,08 wMr napa-tonyoncynbponatHorr  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-o1a,  10,76-14,76  wmr
MUKPOKPUCTAJUIMYECKON Leumnono3el, 10,76-14,76 mr monoruapara naktossl, 1,40-3,40 mr
kpocnoBuaoHa u 3,00-5,00 mMr rmuepui-gudereHara, npuueM Hapa-ToNyoNcyiabpoHaTHAs
COJIb 1-((2S,5R)-5-((7TH-ttupposno[ 2,3-dJnupumunuH-4-1i)aMUHO )-2-MeTHIITU e pUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actul Diy; 09) 290 MUKPOH, U TIPU 5TOM KOMIIO3ULIUS
cogepxkutr  0,7% (macc/macc.) wmum  Menee aummepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMUINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB Pa3JioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHMHM HACTOSIIETO MW300pETEeHHs] MpeUIokeHa CTaOWIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammast
46,08-50,08 ~wMr napa-tonyoncynbponatHo  comm  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 mMr riunepui-guOereHara, mpuueM Aapa-TONyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3-d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U IPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wunu  Menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMunnH-4-1I1)aMUHO)-2-MeTUIIHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u obiee
KOJIMYECTBO MPONYKTOB pasyioxkeHust cocrasysier 1,2% (Mmacc./mMacc.) MIM MeHee Iocie
xpanenust pu 0-60°C/oTHOocuTenpHOI BiraxkHocTH 10-40% B TeueHue nmo MeHbInei mepe 28
CYTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIErO W300peTeHHs] MpeIokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
46,08-50,08 wMr napa-tonyoncynbponatHor  comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTIEpUANH- | -mn)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPHUCTAIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr rmunepui-auOereHara, mpuyueM Aapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc./macc.) wmmum  Menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMunnH-4-1I1)aMHUHO)-2-MeTHIITATNIEPUANH- | -un)npomn-2-eH- 1-oHa, U olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTEnpHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B fapyroM BOIUIOIIEHHH HACTOSILIEr0 HW300pEeTEHUs IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
46,08-50,08 w™mr napa-tonyoncynsdponatHoi comu  1-((2S,5R)-5-((7H-nmuppoino[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEpUANH- | -un)npon-2-eH-1-ona,  10,76-14,76  wmr
MUKPOKPUCTAIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jnaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr riuuepusi-auOereHara, mpuyYeM Aapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Diy; 09) 290 MUKPOH, U TIPU 5TOM KOMIIO3ULIUS
cogepxkutr  0,7% (macc/macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U olrmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneruss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B napyroM BOIUIOIIEHHMH HACTOSIIEr0 HW300pEeTEeHUs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
47,08-49,08 wMr napa-tonyoncynbponatHor  comu  1-((2S,5R)-5-((7H-nupposno[2,3-
d]mupumMunNH-4-11)aMUHO)-2-MeTWINUNIEpUANH- 1 -un)npon-2-eH-1-ona,  11,76-13,76  wmr
MHUKPOKPUCTAJUNIMYECKON LeToo3el, 11,76-13,76 mMr monoruapara naktossl, 1,90-2,90 mr
KpocnoBuaoHa u 3,50-4,50 mr rmuepun-gudereHara, npuueM Hapa-ToNyoncyiab(hoHaTHAs
COJIb 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEPUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actul Diy; 09) 290 MUKPOH, U TP 5TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmm  wmenee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHuINH-4-1IT)aMUHO )-2-MeTHIITUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB Pa3sioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHHH HACTOSIIETO W300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHBIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammast
47,08-49,08 wMr napa-tonyoncynbponatHo  comm  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-o1a,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr monoruapara jgakTosbl, 1,90-2,90 mr
kpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuueM Aapa-ToNyoJCyab(pOHATHAS

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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wn)npon-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr 0,7% (macc./macc.) wmnu wmenee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1I1)aMUHO)-2-MeTUINHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u o0rmee
KOJIMYECTBO MPONYKTOB passioxkeHus: cocrasysier 1,2% (macc./mMacc.) MM MeHee Iocie
xpanenust pu 0-60°C/oTHocuTenpHOl BraxkHocTH 10-40% B TeueHue nmo MeHbIneil mepe 28
CYTOK.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] TMpeiokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepskammas
47,08-49,08 wmr napa-tonyoncynbponatHorn  comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTNIEpUANH- | -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jgaktosbl, 1,90-2,90 mr
KkpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuyueM Hapa-TONyOoNCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MHUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc./macc.) wmnum wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIIUTNIEPUANH- | -un)npon-2-eH- 1 -oHa, u o0rmee
KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
xpanenus npu 0-30°C/orHOcHTEnbHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
47,08-49,08 wmr  napa-tonyoncynbponatHor  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEPUANH- | -mn)npon-2-eH-1-ona,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jnaktosbl, 1,90-2,90 mr
kpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuueM Aapa-TONyOJCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMuINH-4-1IT)aMHUHO )-2-MeTHIINUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u ol0rmmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneHus npu 0-30°C/oTHOCHTENnBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe

OJHOIO rojaa.
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B nmpyroM BOIUIOIIEHHMH HACTOSILIEr0 HW300pETEHUs TMpeIoKeHa CTaOMIIbHAS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-muppono[2,3-d jmupumugun-
4-11)aMUHO)-2-MeTHIITUIEePUINH- | -1uT)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHUCTAJUINIECKON
LEJUT0J03bl, 12,762 Mr MoHOTrMApaTa JakTo3sl, 2,400 Mr kpocnoBunona u 4,000 mr raunepus-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1T1)aMUHO)-2-MEeTHIINUNIEPUANH- | -Wn)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM KoMmo3unusi coaep:xkut 0,7% (Macc./mMacc.) uim MeHee
aumepa  1-((2S,5R)-5-((7H-niuppono| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEeTHIITUTIEPUIAH- | -
wi)npon-2-eH-1-oHa, u oOIliee KOJIWYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) nim MeHee.

B nmpyroM BOIUIOIIEHMH HACTOSIIErO MW300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEM B (hopme karcynsl 13 HPMC, conepkammast
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-muppomno|[2,3-d jmupumuaus-
4-M1)aMHIHO )-2-MeTHIITUIEePUANH- | -iun)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAITHUECKON
LEJUTI0JI03b1, 12,762 Mr moHOrUapara jgaktossl, 2,400 mr kpocnosuaoHa u 4,000 mr rimuuepus-
nulereHara, mnpuyueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-11)aMUHO)-2-MEeTWIINUNIEPUANH- 1 -mn)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gacTu1 Dyy; 0,9] 290 MUKPOH, 1 TpU 3TOM KoMIo3uLus cofepkut 0,7% (Macc./mMacc.) Ui MeHee
aumepa  1-((2S,5R)-5-((7H-nuppoino[ 2,3-dJnupumunns-4-min)aMuHO)-2-MeTUINHNePUIUH- | -
wn)npon-2-eH-1-oHa, u oO0mee KOJIWYEeCTBO MPOAYKTOB pasjokeHus cocrasister 1,2%
(macc./macc.) mu Menee nocje xpanenust mpu 0-60°C/oTHocuTenbHO# BaakHoctH 10-40% B
T€UEHHE MO MEHbLIEH Mepe 28 CyTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl 3 HPMC, conepkammas
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-mupposno|[2,3-d jmupumugus-
4-n1)aMHIHO )-2-MeTHIITUIePUINH- | -iun)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKpPHCTAJLTHYECKON
LEJUTI0JI03b1, 12,762 Mr moHOrUapara Jakto3bl, 2,400 mr kpocnoBuaoHa u 4,000 mr rimuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIIUNIEPUANH- | -ln)pon-2-eH-1-0Ha ~ UMeeT  pa3mep
yactull Dyy; 0,01 290 MEKpPOH, U Tipu 3TOM Kommo3utusi coaep:xkut 0,7% (Macc./macc.) uim MeHee
mumepa  1-((2S,5R)-5-((7H-timppono| 2,3-d JnupumMu ginH-4-11)aMIHO ) -2 -MEe THITITATIE U H- | -

wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
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(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOl BiakHoctu 10-75% B
TEYEHHUE 110 MEHbIIEH Mepe LIeCTH MECSLEB.

B fapyroM BOIUIOIIEHHH HACTOSILIEr0 HW300pEeTEHUs IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
48,077 mr napa-tonyoncyibdonatHoit comu 1-((2S,5R)-5-((7H-nuppoio[2,3-dmupumuaus-
4-WJ1)aMHIHO )-2-MeTHIITUIePUINH- | -1 )pon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAITHUECKON
LeJUTI0JI03bl, 12,762 Mr moHOTUIpaTa JakTo3bl, 2,400 Mr kpocnoBuaoHa u 4,000 mr riuuepu-
nulereHara, mnpuueM napa-tonyoincynbponatHas comab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -lT)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM Kommo3uiusi conaep:xkut 0,7% (Macc./macc.) uim MeHee
aumepa  1-((2S,5R)-5-((7H-timppoino| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEe THITTUTIEPU I H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOM BiaxkHoct 10-65% B
TEUEHHUE MO MEHBIIEH Mepe OJTHOTO roja.

B n#pyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkammast
46,08-50,08 wMr napa-tonyoncynbponatHoir  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-o1a,  10,76-14,76  wmr
MHUKPOKPUCTAJUNINYECKON Lemttoo3el, 10,76-14,76 mr monoruapata naktossl, 1,40-3,40 mr
kpocnoBuaoHa u 3,00-5,00 mMr rimuepuni-gudereHara, npuueM Hapa-ToNyoncyib(poHaTHAs
COJIb 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
win)npon-2-eH-1-oHa umeeT pasmep 4actul Dyy; 09; 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupuMHUIIH-4-1T)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB Pa3JIoskeHus cocraisier 1,2% (Macc./Macc.) 1 MeHee.

B napyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammast
46,08-50,08 wMr napa-tonyoncyneponatHon  comu  1-((2S,5R)-5-((7H-nmuppomno[2,3-
d]mupumMuInH-4-1T1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr monoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 mMr riunepui-auOereHara, mpuueM Aapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEPUANH- 1 -

WI)porn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, M MPU 3TOM KOMIO3HLIUS



58

cogepxxutr 0,7% (macc./macc.) wmnum wmenee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuIH-4-1I1)aMHUHO)-2-MeTUIITHNIEPUANH- | -un)npon-2-eH- 1-oHa, u o0rmee
KOJINYECTBO IPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WIM MeHee Iocie
xpanenust pu 0-60°C/oTHocuTenpHOI BiraxkHocTH 10-40% B TeueHue mo MeHbIneil mepe 28
CYTOK.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
46,08-50,08 wmr  napa-tonyoncynbponatHor comu  1-((2S,5R)-5-((7TH-mmuppoino[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTNIEPUANH- | -un)npon-2-eH-1-ova,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jgaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr rnunepui-auOereHarta, mpuyYeM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)Tporn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0.9) 300,5 MUKPOH, ¥ MPH 3TOM KOMIIO3HLIUS
cogepxxutr 0,7% (macc./macc.) wmmm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMHUHO)-2-MeTHIITUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, u olrmee
KOJIMYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (Macc./macc.) WiaM MeHee Iocie
xpanenus npu 0-30°C/otHocuTenpHON BiakHOCTH 10-75% B TeueHHe MO MEHbIIEH Mepe
IIIECTH MECSILIEB.

B npyroM BOMJIOLIEHMH HACTOSIIEr0 M300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyibl 13 HPMC, conepakarmast
46,08-50,08 wMr napa-tonyoncynsponatHorn  comu  1-((2S,5R)-5-((7H-nupposno[2,3-
d]mupuMUINH-4-1IT1)aMUHO )-2-MeTHIINUNIEpUANH- | -un)npon-2-eH-1-ona,  10,76-14,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 10,76-14,76 Mr moHoruapara jnaktosbl, 1,40-3,40 mr
kpocrioBuaoHa u 3,00-5,00 Mr rmunepui-auOereHara, mpuYeM Aapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i)aMHUHO )-2-MeTHIITUTIEpUANH- | -
WwI)nporn-2-eH-1-oHa uMeeT pasmep 9actull Dyy; 09) 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1IT)aMUHO )-2-MeTHIITUTNIEPUANH- | -iT)npomn-2-eH- 1 -oHa, U olrmmee
KOJINYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpanerus npu 0-30°C/otHOCHTENnBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TO/1a.

B npyroM BOIUIOIIEHHHM HACTOSLIETO HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS

KOMIIO3HIIMSI ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
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47,08-49,08 wMr napa-tonyoncynbponatHorr  comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMunH-4-11)aMUHO)-2-MeTHIINUNIEpUANH- 1 -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAJUIMYECKON Leunono3el, 11,76-13,76 mr monoruapara ngaktossl, 1,90-2,90 mr
kpocnioBuaoHa u 3,50-4,50 mr ruuepui-guOereHaTa, MpUYeM HAPA-TONYONCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-ttupposno[ 2,3-dJnupumunuH-4-1i)aMUHO )-2-MeTHIITU e pUANH- | -
wn)npon-2-eH-1-oHa umeeT pasmep 4actull Dyy; 09] 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wmum  Menee aummepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMUINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB Pa3JioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHMHM HACTOSIIETO MW300pETEeHHs] MpeUIokeHa CTaOWIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammast
47,08-49,08 wMr napa-tonyoncynbponatHo  comu  1-((2S,5R)-5-((7H-muppomno[2,3-
d|mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-o1a,  11,76-13,76  wmr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr monoruapara jgaktosbl, 1,90-2,90 mr
KkpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuueM Aapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3-d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
Wn)nporn-2-eH-1-oHa umeet pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HMLIUS
cogepxxutr  0,7% (macc/macc.) wunu  Menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMunnH-4-1I1)aMUHO)-2-MeTUIIHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u obiee
KOJIMYECTBO MPONYKTOB pasyioxkeHust cocrasysier 1,2% (Mmacc./mMacc.) MIM MeHee Iocie
xpanenust pu 0-60°C/oTHOocuTenpHOI BiraxkHocTH 10-40% B TeueHue nmo MeHbInei mepe 28
CYTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIErO W300peTeHHs] MpeIokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
47,08-49,08 wmr napa-tonyoncynbponatHo  comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-ova,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jgakTosbl, 1,90-2,90 mr
kpocrioBuaoHa u 3,50-4,50 Mr riuuepui-auOereHara, mpuyueM Hapa-TONyOoICyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
WI)nporn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0.9) 300,5 MUKPOH, ¥ MPH 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc./macc.) wmmum  Menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMunnH-4-1I1)aMHUHO)-2-MeTHIITATNIEPUANH- | -un)npomn-2-eH- 1-oHa, U olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
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xpanenus npu 0-30°C/orHocuTenpHON BiakHOCTH 10-75% B TeueHHe MO MEHbIIEH Mepe
IIECTH MECSILIEB.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
47,08-49,08 w™mr  napa-tonyoncynsdonatHoi comu  1-((2S,5R)-5-((7H-nmuppoino[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEpUANH- | -un)npon-2-eH-1-ona,  11,76-13,76  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 11,76-13,76 Mr moHoruapara jnaktosbl, 1,90-2,90 mr
KkpocroBuaoHa u 3,50-4,50 Mr riuuepusi-auOereHara, mpuueM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
WwI)nporn-2-eH-1-oHa uMeeT pasmep 9actull Dyy; 09; 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U olrmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneruss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B ngpyroM BOIUIOIIEHHHM HACTOSIIErO HW300pETEHHs] TMpeIokeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
48,077 mr napa-tonyoncynbdonaraoit comu 1-((2S,5R)-5-((7TH-muppono[2,3-d jmupumugus-
4-11)aMHIHO)-2-MeTHIITUIIEPUANH- 1 -1)pon-2-eH-1-0Ha, 12,762 Mr MUKpOKPHCTAITNYECKON
LEJUTI0JI03bl, 12,762 Mr MoHOrMApaTa JakTo3sl, 2,400 Mr kpocnoBunona u 4,000 mr raunepus-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMHINH-4-1IT1)aMUHO )-2-MEeTHIINUNIEPUANH- | -un)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactul Dyy; 0,9) 300,5 MuUKpOH, U mpu 3TOM KoMnoszuuusi conepxkur 0,7% (macc./macc.) wim
MeHee auMepa 1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -um)pon-2-eH-1-0Ha, W o0Iee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUSI
cocrasysiet 1,2% (Macc./macc.) win MeHee.

B napyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHBIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammast
48,077 mr napa-tonyoncyibsdonaraoit comu 1-((2S,5R)-5-((7TH-mupposno|[2,3-d jmupumuaus-
4-n1)aMHIHO )-2-MeTHIITUIEePUANH- | -iun)ipon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAITHUECKON
LEJUTI0JI03bL, 12,762 Mr moHOrUapara jJaktossl, 2,400 mr kpocnosuaoHa u 4,000 mr rimuuepus-
nuOereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-

d]mupumMuIH-4-11)aMHUHO)-2-MEeTHIINUNIEPUANH- | -mn)npon-2-eH-1-0Ha ~ UMeeTr  pa3mep
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gactul] Dyy; 0,9) 300,5 MukpoH, 1 mpu 3ToM komnozuuus coxepxkur 0,7% (macc./macc.) wu
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMunH-4-11)aMUHO ) -2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBiser 1,2% (macc./macc.) uiam MeHee mocie XpaHeHus npu 0-60°C/OTHOCHTENBHOM
BiaxxHocT 10-40% B TedeHue 1o MeHblel Mepe 28 CyTok.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
48,077 mr napa-tonyoncyibdonaraoit comu 1-((2S,5R)-5-((7TH-mupposno[2,3-d jmupumugus-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -in)pon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTAJLTHUECKON
LEeJUTI0JI03b1, 12,762 Mr moHOTUapaTa Jakto3bl, 2,400 mr kpocnoBuaoHa u 4,000 mr riuuepu-
nuOereHara, mnpuueM napa-tonyoincynbponatHas conb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHINH-4-1T1)aMHUHO)-2-MEeTHIINUTNIEPUANH- | -lT)npon-2-eH-1-0Ha ~ UMeeTr  pa3mep
gacTul Dyy; 0,97 300,5 MuKpoH, 1 mpu 3ToM KoMnozuuus conepxkur 0,7% (macc./macc.) wum
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-1I1)aMUHO ) -2 -
METUJINHIIEPUANH- | -um)pon-2-eH-1-oHa, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiaxkHocTu 10-75% B TeueHHE MO MEHbIIEH Mepe ECTH MECSILIEB.

B ngpyroM BOIUIOIIEHHH HACTOSILIErO W300pETEHUs IpeUIoKeHa CTaOMIIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
48,077 mr napa-tonyoncyibdonatHoit comu 1-((2S,5R)-5-((7H-nuppoio[2,3-dnupumuaus-
4-W)1)aMHHO )-2-MeTHIITUIePUINH- | -11)pon-2-eH-1-0Ha, 12,762 Mr MUKPOKPHCTaLITHUECKOM
LeJUTI0JI03b1, 12,762 Mr moHOTUpaTa JakTo3bl, 2,400 mr kpocnosuaoHa u 4,000 Mr riuuepu-
nubereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUIUH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -WT)npon-2-eH-1-0oHa ~ uMeeTr  pa3mep
gacTul Dyy; 0,97 300,5 MuKpOH, U mipu 3ToM KoMnoszuuusi coxepxkur 0,7% (macc./macc.) wim
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) mnu MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BOmIomeHnN HaCTOSIIEro H300peTeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaeprkatas 78,13-82,13 mr napa-TonyoncynbpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3-d jnupumMunuH-4-1i1)aMuHO ) -2-METHIIITUTIEPUANH- | -

winporn-2-eH-1-ona, 19,27-23,27 Mr MUKpOKPUCTAIMUECKON HeJUTr0I03bl, 19,27-23.27 mr
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MOHOTHIparta Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 mr riuuepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nimmn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIIEPUANH- | -1uT)ipon-2-eH- 1 -0Ha, u
o0l1ee KOJUYECTBO MPOAYKTOB pasyiokeHus cocrasisier 1,2% (macc./Macc.) Ui MeHee.

B npyrom BOIMJIOIIEHHH HACTOALIETO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMENJICHHBIM BbICBOOOXKIEeHHeM, coaepakatas 78,13-82,13 mr napa-tonyoncyabpoHaTHON
CoJu 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-Me THIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MUKPOKPUCTAIMUECKON MHeJUT0I03bl, 19,27-23 27 mr
MOHOTHIpara Jakto3bl, 3,00-5,00 Mr kpocrnoBuaoHa u 5,67-7,67 Mr raunepui-nuoereHara,
npu 3ToM Kommosunus couepxkut 0,7% (macc./macc.) miu meree numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYECTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wii MeHee 1mociie
xpanenus npu 0-60°C/otHocuTensHOl BraxkHoctu 10-40% B TedeHue no MeHbluel mepe 28
CYTOK.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus PeAJIOskeHa CTabriIbHast TabneTka
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaepskaras 78,13-82,13 mr napa-TonyoncynbpoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO )-2-MeTHIITUIEPUANH- 1 -
wi)mnporn-2-eH-1-ona, 19,27-23,27 Mr MUKpOKPUCTAIMUECKON HeJUTr0I03bl, 19,27-23.27 mr
MoHoruzapara Jaktosbl, 3,00-5,00 mMr kpocnoBuzoHa u 5,67-7,67 Mr riunepun-audereHara,
npu 3ToM Kommoszunus copep:kut 0,7% (macc./macc.) uiau menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUITUIEPUANH- | -11)pon-2-eH- 1 -0Ha, u
o011ee KOJMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./Mace.) Wi MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHWe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMEIJICHHBIM BbICBOOOXKIeHHEeM, coneprkatas 78,13-82,13 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomnol| 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)npon-2-eH-1-ona, 19,27-23,27 Mr MHKPOKPUCTAIMUECKON MHeJUTI0I03bI, 19,27-23 27 mr
MOHOTHIpara Jakro3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr riunepui-nuoereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nimmn menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)Ipon-2-eH- 1 -0Ha, u

o0I1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
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xpaneHus npu 0-30°C/oTHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyrom BomjiomeHun HacTOSIIIEro H300peTeHus IPeAsIoskeHa cTabuIbHast TabneTka
C HEMEJICHHBIM BBICBOOOXKIeHNEM, copepskaimast 79,13-81,13 mr napa-ronyoncynbpOHaTHOM
coJu 1-((2S,5R)-5-((7TH-tuppo:o[ 2,3 -d jnupuMunnH-4-1i1 )aMUHO )-2-MeTHIITUTIEPUAMH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAIMUECKON HeJUTr0103b1, 20,27-22.27 mr
MOHOTHIpaTa JakTo3bl, 3,50-4,50 mr kpocrnoBuaoHa u 6,17-7,17 mr riuuepun-nubereHara,
npu 3ToM Kommozunus copep:kut 0,7% (macc./macc.) nimn menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYECTBO MPOIYKTOB pasioskeHus cocrasisieT 1,2% (Macc./mMacc.) uim MeHee.

B npyrom BOIIOIIEHUN HACTOSIIETO H300pEeTEeHUs NPEAJIO’KeHa CTabriIbHas TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHNeM, conepakamas 79,13-81,13 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAIMUECKON HeJuTr0a03bl, 20,27-22.27 mr
MOHOTHIparTa JakTo3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) i menee numepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO)-2-MeTUITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO11ee KOJIMYeCTBO MPONYKTOB pasyioskeHus cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-60°C/otHocurensHoll BnaxkHoctu 10-40% B TeyeHue no MeHbluel mepe 28
CYTOK.

B npyrom BomjioLeHUH HACTOSIEro H300peTeHus PeAsIosKeHa cTabuiIbHas TabneTka
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakatias 79,13-81,13 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -dJnupumunuH-4-1i1)aMHUHO )-2-MeTHIITU e PUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAITUYECKON er003bl, 20,27-22.27 mr
MOHOTHIpaTa JakTo3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mMr rounepui-nudereHara,
npu 3ToM Kommozunus copepkut 0,7% (macc./macc.) nimm menee numepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i)aMuHO ))-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (Macc./Mace.) wim MeHee 1mociie
xpaneruss npu 0-30°C/otHOCHTENnBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabriIbHast TabneTka
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coaepskatas 79,13-81,13 mr napa-tonyoncynspoHaTHON

conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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wnnpon-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAJUIMYECKON Leutoo3bl, 20,27-22.27 Mr
MOHOTHIpara Jakro3bl, 3,50-4,50 mr kpocnoBuaona u 6,17-7,17 mr rnuuepun-nudereHara,
npu 3ToM kommnosuuus copepxut 0,7% (macc./macc.) miu meree numepa 1-((2S,5R)-5-((7H-
nuppodo[2,3-dnupumMuauH-4-11)aMuHO)-2-MeTHIIITUIIePUANH- | -1iT)Tpon-2-eH- 1 -OHa, u
of1ee KOIMYeCTBO MPOAYKTOB pas3iioskeHus cocTasisieT 1,2% (Macc./Mace.) UM MeHee 1oce
xpanenuss npu 0-30°C/oTHOCUTENBHON BiIakHOCTH 10-65% B TeueHWe MO MeHbIIEH Mepe
OJTHOTO rojia.

B npyrom BOmIOIIEHUN HACTOSIIIErO H300pEeTEeHUs PEAJIO’KeHa CTabrIbHAs TabieTKa
C HEMeJJIEHHBIM BbICBOOOKIeHueM, conepskamas 80,128 mr napa-ronyoncynbhoHATHON comu
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITUTIEPUAHH- | -HIT)IIpOoTT-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEUION03bL, 21,269 Mr monoruapara
naxkTo3bl, 4,000 Mr KpocroBUAOHA U 6,607 Mr rHIepuiI-TuOereHara, mpu STOM KOMITO3UIIHUS
cogepxxutr  0,7% (macc/macc.) wmmm wmenee ammepa 1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIIH-4-1IT1)aMUHO)-2-MeTHIIITUTIEPUANH- | -uT)npomn-2-eH- 1 -oHa, u olrmee
KOJIMYECTBO MPOAYKTOB pa3jioxkeHus cocTasisier 1,2% (mMacc./mace.) uim MeHee.

B npyrom BoOmIomeHnN HACTOSIIEro H300peTeHUs PEAJIO’keHa CTabniIbHast TabneTKa
C HEMeJIEHHBIM BbICBOOOXKIeHueM, conepskaas 80,128 mr napa-ronyoncynbhoHATHON COMU
1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumuauH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUANH- | -WIT)IpOTI-
2-en-1-ona, 21,269 Mr MUKpPOKPUCTAJUIMYECKON LEJUI0J03bl, 21,269 Mr moHoruapara
nakto3sl, 4,000 Mr kpocroBuaoHa U 6,667 Mr riauuepuiI-gudereHara, mpyu 5TOM KOMITO3HLINS
cogepxkutr  0,7% (macc/macc.) wiu  Menee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHUIIH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obree
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrapisier 1,2% (Macc./macc.) WM MeHee Mocie
xpanenust npu 0-60°C/otHOocuTenpHOl BraxkHoctu 10-40% B TeyeHue no MeHbluel mepe 28
CYTOK.

B npyrom BOIJIOIIEHUN HACTOSIIIErO H300pEeTEeHUs PEAJIOJKeHa CTa0MIIbHAs TabeTKa
C HEMeJIEHHBIM BBICBOOOKIeHueM, conepskamas 80,128 mr napa-ronyoncyibHOHATHON COJH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOTT-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEUIHON03bL, 21,269 Mr monoruapara
naxTo3bl, 4,000 Mr KpocroBUAOHA U 6,607 Mr rHIepUI-TuOereHara, mpu 3TOM KOMITO3UIIHUS
cogepxxutr  0,7% (macc./macc.) wmmu wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMunnH-4-1I1)aMHUHO)-2-MeTHIITATNIEPUANH- | -un)npomn-2-eH- 1-oHa, U olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTEnpHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BomjiomeHun HacTOSIIIEro H300peTeHus IPeAsIoskeHa cTabuIbHast TabneTka
C HEMEJICHHBIM BbICBOOOKIeHNEM, coneprkarnast 80,128 Mr napa-ronyoncyab(poHaTHON comm
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i )aMUHO )-2-MeTUIITUTIEPUAMH- | -HJT)IpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPHUCTAJUIMYECKON LEJUIH0N03bL, 21,269 Mr moHoruapara
aakto3bl, 4,000 Mr kpocroBUIOHA U 6,667 Mr riuuepuiI-gudereHaTa, mpyu ’TOM KOMITO3HLIUS
cogepxxutr  0,7% (macc./macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHUINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee IMocie
xpanennss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyrom BOMmIOmEeHNN HACTOSIIIEro H300pEeTEeHUs PEANIO’KeHa CTabrIbHast TabneTka
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaeprkamas 78,13-82,13 mr napa-tonyoncyab(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3-d jnupumMunuH-4-1i1)aMruHO ) -2-MeTHIIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MHKpPOKPUCTAJIMYECKON HeJUT0I03bl, 19,27-23 27 mr
MOHOTHIpara Jakto3bl, 3,00-5,00 Mr kpocrnoBuaoHa u 5,67-7,67 mr rivuepui-nuoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-d|nupumuamnn-4-
WJ1)aMHHO)-2-MEeTUIIUIIEPUINH- | -UIT)ITpon-2-eH-1-0Ha  SABJsIeTCs HEU3MEJbYEHHOH, U TpHU
sToM Kommosuiusi comepkut 0,7% (macc./macc.) mnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUITUIEPUANH- | -11)pon-2-eH- 1 -0Ha, u
o011ee KOJUYECTBO MPOAYKTOB pasyioskeHusi cocrasisieT 1,2% (Macc./mMacc.) uiu MeHee.

B npyrom BOMmJIOIIEHUN HACTOSIIIErO H300pEeTEeHUs PEAJIOKeHa CTabrIbHAs TabeTKa
C HEMENJICHHBIM BbICBOOOXKIeHNeM, coaepakamas 78,13-82,13 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d JnupuMunuH-4-1i1)aMHUHO ) -2-METHIIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MHKPOKPUCTAIMUECKON MHeJUTF0I03bI, 19,27-23 27 mr
MOHOTHIpaTa Jakto3bl, 3,00-5,00 Mr kpocrnoBuaoHa u 5,67-7,67 Mmr rivuepui-nudOereHara,
npudeM hapa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-uppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-METUIITUIIEPUINH- | -1T)[Tpon-2-eH-1-0Ha SBJSsIeTCS HEW3MEJbUEHHOH, W TpHU
3ToM Kommo3uiusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)Ipon-2-eH- 1 -0Ha, u

o0I1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
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xpanenus npu 0-60°C/otHocuTensHOl BraxkHoctu 10-40% B TedeHue no MeHbluel mepe 28
CYTOK.

B npyrom BomjiomeHun HacTOSIIIEro H300peTeHus IPeAsIoskeHa cTabuIbHast TabneTka
C HEMEJICHHBIM BBICBOOOXKIeHNEM, copepskaimast 78,13-82,13 mr napa-ronyoncynbhOoHaTHOM
coJu 1-((2S,5R)-5-((7TH-tuppo:o[ 2,3 -d jnupuMunnH-4-1i1 )aMUHO )-2-MeTHIITUTIEPUAMH- | -
wi)nporn-2-eH-1-oxna, 19,27-23,27 Mr MUKPOKPUCTAIMUECKON HeJUT0I03bl, 19,27-2327 mr
MOHOTHIpaTa Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr riuuepui-nubereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-uppono|2,3-dnupumuamnn-4-
WJT)aMHHO)-2-MEeTUJITHIIEPUINH- | -WT)[Ipon-2-eH-1-0Ha SBJSIETCS] HEW3MEJbUEHHOH, W TpHU
sToM Kommo3uiusi comepkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYECTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wii MeHee 1mociie
xpaneruss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BomiomeHny HaCcTOSIIEro H300peTeHus PeAsIoskeHa CTabriIbHast TabneTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaepskaras 78,13-82,13 mr napa-TonyoncynbpoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-MeTHIIITUTIEPUANH- | -
wi)mnporn-2-eH-1-ona, 19,27-23,27 Mr MUKpOKPUCTAIMUECKON HeJUTr0I03bl, 19,27-23.27 mr
MoHoTruzapara Jakto3bl, 3,00-5,00 Mr kpocnoBuzaoHa U 5,67-7,67 Mr riunepui-audereHara,
npuueM napa-tonyoncyibdonarHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumuamnn-4-
WJT)aMHUHO)-2-METHIIHIIEPUANH- | -uT)IIpon-2-eH-1-0Ha SBISETCS HEM3MEJIbYEHHOW, U TIpH
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -oHa, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rojia.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus MPesIoskeHa CTa0MIbHAs Ta0IeTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaeprkamas 79,13-81,13 mr napa-ronyoncynb(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAJIMUECKON HeJuTr003bl, 20,27-22.27 mr
MOHOTHIparTa Jakro3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr raunepun-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-

WJT1)aMHHO)-2-MEeTUIIUIIEPUINH- | -1T)IIpon-2-eH-1-0Ha SABJSIeTCS HEWU3MEJbUEHHOH, U TpHU
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3ToM Kommo3uiusi copepxkut 0,7% (macc./macc.) mnn menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIEPUANH- | -1t )ipon-2-eH- 1 -0Ha, u
oO1ee KOJIMYeCTBO MPOAYKTOB pasiioskeHust cocrasisieT 1,2% (Macc./macc.) Ui MeHee.

B npyrom BOIJIOIIEHHH HACTOSILIETO N300peTeHNs peiioxkeHa crabuibHas TabieTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, copepskamast 79,13-81,13 mr napa-ronyoncynbhOoHaTHOH
coJu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i)aMUHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAIMYECKON Ler003bl, 20,27-22.27 mr
MOHOTHIpaTa JakTo3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-d | mupumuamnn-4-
WJT)aMHHO)-2-MEeTUIITHIIEPUINH- | -1T)ITpon-2-eH-1-0Ha  SIBJSIeTCSl HEU3MEJNbUEHHOH, W TpHU
3ToM Kommo3uusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (mMacc./mMace.) wim MeHee 1mociie
xpanenus npu 0-60°C/orHocuTensHOl BraxkHoctu 10-40% B TedeHne no MeHbluel mepe 28
CYTOK.

B npyrom BoOmIomeHnN HACTOSIIEro H300peTeHUs PEAJIO’keHa CTabniIbHast TabneTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHEeM, coaepskaas 79,13-81,13 mr napa-ronyoncynspoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
wi)mnporn-2-eH-1-ona, 20,27-22,27 Mr MUKpOKPUCTAIMUECKON Hestr0a03bl, 20,27-22.27 mr
MOHOTHApaTa JakTo3bl, 3,50-4,50 mr kpocnoBuzgoHa u 6,17-7,17 Mr rnunepun-aubereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuamnn-4-
WJT)aMHHO)-2-MEeTUJINUIIEPUINH- | -WT)Ipon-2-eH-1-OHa  SIBJISIETCST HEU3MEJIbYEHHOH, W TpHU
sToM Kommo3uiusi copepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpaneHuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIMIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMENJICHHBIM BbICBOOOXKIeHNeM, coneprkamas 79,13-81,13 mr napa-tonyoncynb(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAJIMUECKON HeJTr0a03bl, 20,27-22.27 mr
MOHOTHIpara Jakto3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepun-nudereHara,

npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
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WJT)aMHHO)-2-MEeTUIIUIIEPUINH- | -1T)IIpon-2-eH-1-0Ha SBJsIeTCS HEU3MEJbUEHHOH, U TpHU
sToM kommosuuus coxepxut 0,7% (macc./macc.) umn menee mumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO)-2-MeTUIITUIIEPUANH- | -1uT)ipon-2-eH- 1 -0Ha, u
o01ee KOJUYECTBO MPOAYKTOB pas3sioskeHus coctapisier 1,2% (Macc./mMacc.) Uik MeHee mocie
xpanenust npu 0-30°C/otHOCcHTENnbHON BnaxkHocTH 10-65% B TeueHHMe MO MeHbLIEH Mepe
OZIHOTO rofa.

B npyrom BOIJIOLIEHUH HACTOSIIIErO H300peTEeHUs PEAJIO’KeHa CTabriIbHas TabieTKa
C HEMEJUICHHBIM BBICBOOOKAEHUEM, conepxkatmast 80,128 mr napa-TonyoncyabpOHATHOH CONH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOH LEJUIH0N03bL, 21,269 Mr monoruapara
makto3bl, 4,000 Mr kpocmoBuaoHa M 6,607 Mr rnUepuiI-AuOereHaTa, MNpU4eM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-uppomno[2,3-d jnupumunus-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -un)ripon-2-eH-1-0Ha ~ ABNSETC  HEU3MENbUEHHOW, W TPH  3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocraisieT 1,2% (Macc./mMacc.) uiin MeHee.

B npyrom BomjiomeHny HacTOSIIEro H300peTeHus peasIoskeHa cTabuiIbHast TabneTka
C HEMEeJUIEHHBIM BBICBOOOKAEHUEM, conepkatas 80,128 mr napa-Tonyoncyab(pOHATHOMN CONMH
1-((2S,5R)-5-((7TH-ntuppomno| 2,3 -d JnupumuauH-4-1i)aMiuHO )-2-MeTHIINTUTIEPUANH- | -MT)IpOoTT-
2-en-1-ona, 21,269 Mr MUKpPOKPUCTAJUIMYECKON LEJUIH0J03bl, 21,269 Mr moHoruapara
aakto3bl, 4,000 Mr kpocmoBuiaoHa H 6,607 Mr riuuepuiI-auOereHara, Npu4eM HApa-
tonyoncyiabponatHast coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunuH-4-1in)aMuHO)-2-
METWINHIIEPUANH- | -uT)pon-2-eH-1-0Ha  ABJSIETCS  HEU3MEJbUYEHHOW, W TPH  3TOM
komnozunmst - comepxkut 0,7% (macc./macc.) wniu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o0I1ee KOJIMYeCTBO MPONYKTOB pasyioskeHus cocrapisieT 1,2% (mMacc./mMace.) wim MeHee 1mociie
xpanenust npu 0-60°C/otHOocuTenbHON BaxkHocTH 10-40% B TedueHue mo MeHbluel mepe 28
CYTOK.

B npyrom BOIMJIOIIEHNN HACTOSIIIEr0 H300peTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMEIUIEHHBIM BBICBOOOKAEHNEM, coneprxkatmast 80,128 mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKPUCTAJUIMYECKOM LEUIHON03bL, 21,269 Mr monHoruapara

nmakto3bl, 4,000 Mr kpocmoBupoHa H 6,607 Mr rinLepuiI-AuOereHarTa, NpuU4eM Hapa-
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tonyoscyiabponaTHass coib 1-((2S,5R)-5-((7TH-nmuppono[2,3-d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- | -um)pon-2-eH-1-oHa  ABNsETCd  HEU3MENbUEHHOW, U TIpPH  3TOM
komno3urmst  comepkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nuppodo[2,3-dnupumMuauH-4-11)aMuHO)-2-MeTHIIITUIIePUANH- | -1iT)Tpon-2-eH- 1 -OHa, u
of1ee KOIMYeCTBO MPOAYKTOB pas3iioskeHus cocTasisieT 1,2% (Macc./Mace.) UM MeHee 1oce
xpanenuss npu 0-30°C/oTHOCUTENBHON BiakHOCTH 10-75% B TeueHWe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIJIOIIEHUN HACTOSIIIErO H300pEeTEeHUs NPEAJIO’KeHa CTabrIbHas TabieTKa
C HEMEJUIEHHBIM BBICBOOOKAEHHEM, conepxkatmas 80,128 mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITUTIEPUAHH- | -HIT)IIpOoTT-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEUION03bL, 21,269 Mr monoruapara
makto3bl, 4,000 Mr kpocmoBuaoHa M 6,607 Mr rinUepwiI-AuOereHara, NpUYeM Hapa-
tonyoscynbponatHast conb 1-((2S,5R)-5-((7TH-muppono| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUINHIIEPUANH- | -um)ripon-2-eH-1-0Ha  ABNSETC  HEM3MENbUYEHHOW, W TPH  3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1n)aMuHO )-2-MeTHIITUIEPUANH- | -1uT)ipon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMacc.) wiu MeHee 1mociie
xpanenus npu 0-30°C/orHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rofia.

B npyrom BOIMJIOIIEHHH HACTOALIErO N300pETeHNs peiioxkeHa crabunbHas TabieTka
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakaras 78,13-82,13 mr napa-tonyoncyabpoHaTHOH
conu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MUKPOKPUCTAIMUECKON HeJUT0JI03bl, 19,27-23 27 mr
MOHOTHIpaTa Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr raunepui-nuoereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuamnn-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -ii)ripon-2-eH-1-oHa uMmeer pasmep dHactul Div; 09 290
MHKpPOH, U TPH 3TOM KoMmo3umus copep:xkut 0,7% (macc./macc.) unu MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4-11)aMUHO ) -2 -Me THJIITHITePUANH- | -1j1)porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
MEHee.

B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus PeAsIoskeHa CcTabuiIbHast TabneTKa
C HEMEIJICHHBIM BbICBOOOXKIeHHeM, coaepskaas 78,13-82,13 mr napa-TonyoncynbpoHaTHON

conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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wi)mnporn-2-eH-1-ona, 19,27-23,27 Mr MHKpOKPUCTAJNIMUECKON HeJUTr0I03bl, 19,27-2327 mr
MOHOrHIpara Jakro3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 mr rivuepui-nuoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUNH- | -ni)ripon-2-eH-1-0oHa uMeer pasmep 4acTul Div; 09 290
MHKPOH, U INpU 3TOM Komnosuuus copepxkut 0,7% (macc./macc.) wian MeHee aumepa 1-
((2S,5R)-5-((7TH-tmuppoino| 2,3 -d [mupuMuauH-4- 11 )aMUHO ) -2 -MeTHJIITUITEPUAUH- | -1 ) porn-2-
eH-1-oHa, u olIIee KOJMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) uiu
MeHee mociie xpanenus mnpu 0-60°C/orHocuTenbHOll BinakHocTH 10-40% B TedyeHHe IO
MeHbIIEN Mepe 28 CyTOK.

B npyrom BoOmIomeHnn HaCTOSIIEro H300peTeHus PEAJIO’KeHa CTabrIbHast TabieTKa
C HEMENIJICHHBIM BbICBOOOXKIeHNeM, coneprkamas 78,13-82,13 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MHKPOKPUCTAIMUECKON HeJUT0I03bl, 19,27-23 27 mr
MOHOTHIpara Jakro3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr raunepui-nuoereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa umeer pasmep dacTul Div; 09 290
MHUKpPOH, U TIPH 3TOM KoMmo3unus copepxut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((7TH-tuppomno| 2,3 -d [mupuMuanH-4- 11 )aMUHO ) -2 -MeTHIIHITePUAUH- | -1 )mpomn-2-
eH-1-0Ha, 1 o0lIee KOJMYEeCTBO MPOAYKTOB pasnokeHus cocrasisier 1,2% (macc./mace.) wiu
menee mnocne xpaHenuss npu 0-30°C/otHocuTenvHOl BrnaxkHoctu 10-75% B TedyeHuwe Mo
MEHbIIEH Mepe LIECTH MECSILIEB.

B npyrom BOMIOLIEHUH HACTOSIIIErO U300peTeHUs PEANIOlKeHa CTabrIbHas TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepskatias 78,13-82,13 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MUKPOKPUCTAIIMUECKON HeJUTI0I03bl, 19,27-23 27 mr
MOHOTHIpaTa Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr riunepui-nuoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuamnn-4-
WJT)aMHHO)-2-MEeTUIIMUIIEPUANH- | -ii)ripon-2-eH-1-0oHa uMmeer pasmep dactul Dy, 09 290
MHKpPOH, W TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) unu MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMiUHO ) -2 -Me THJIITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa, 1 olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOcHTenbHON BirakHocTH 10-65% B TedyeHHe MO

MEHBIIEN MEPe OAHOrO roja.
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B npyrom BomsiomeHnn HacTOSIIEro n300peTeHus peasioskeHa cTabuiIpbHast TabneTka
C HEMEIJIEHHBIM BbICBOOOXKIeHHeM, coaepaxkatas 79,13-81,13 mr napa-TonyoncynbspoHaTHON
conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3-dJnupumunuH-4-1i)aMuHO ) -2-MeTHIITHNIEPUANH- 1 -
winporn-2-eH-1-ona, 20,27-22,27 Mr MUKpOKPUCTAJIMUECKON Hestr0a03bl, 20,27-22.27 mr
MOHOTHpaTa JakTo3bl, 3,50-4,50 mMr kpocnoBuzgoHa u 6,17-7,17 Mr rnunepun-audereHara,
npudeM napa-toayoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIMUIIEPUINH- | -iin)ipon-2-eH-1-oHa uMeer pasmep dactuu Div, 09 290
MHUKpPOH, U TNpPH 3TOM KoMmmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppoino| 2,3 -d [mupuMuauH-4- 11 )aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) porn-2-
eH-1-oHa, u olIlIee KOMMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
MEHee.

B npyrom BOIMJIOIIEHUN HACTOSIIErO H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coneprkamas 79,13-81,13 mr napa-tonyoncynb(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAIMUECKON HeJuTr0a03bl, 20,27-22.27 mr
MOHOTHIparta Jakto3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepui-nuoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIUIIEPUNH- | -ni)ripon-2-eH-1-oHa uMeer pasmep dacTul Div; 09 290
MHUKpPOH, U TIPU 3TOM KoMmo3unus copep:xut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((7TH-nuppomno[ 2,3 -d JnuprumugiH-4-11)aMHHO ) -2 -MeTHIITUIIePU AN H- | -1J1) Tpori-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisier 1,2% (macc./macc.) win
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHE IO
MeHbLIEN Mepe 28 CYTOK.

B npyrom BOIJIOIIEHUH HACTOSIIIEro N300peTeHUs PEAJIO’KeHa CTabrIbHast TabieTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaepakamas 79,13-81,13 mr napa-tonyoncyiabs(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAIMUECKON MHeJTr003b1, 20,27-22.27 mr
MOHOTHIparTa Jakto3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepun-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -ii)ripon-2-eH-1-oHa uMeer pasmep dHacTul Div; 09 290
MHKDPOH, W TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnm MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-

eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
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meHee mociie xpanenuss npu 0-30°C/orHocutenbHoil BnakHocTu 10-75% B TedyeHHe Mo
MEHBIIEH MEepPEe LIECTU MECSLIEB.

B npyrom BomiomeHnn HacTOSIIEro H300peTeHus peasIoskeHa cTabuiIbHast TabneTka
C HEMEJICHHBIM BBICBOOOXKIeHNEM, copepskaimast 79,13-81,13 mr napa-ronyoncynbpOHaTHOM
coJu 1-((2S,5R)-5-((7TH-tuppo:o[ 2,3 -d jnupuMunnH-4-1i1 )aMUHO )-2-MeTHIITUTIEPUAMH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAIMUECKON HeJUTr0103b1, 20,27-22.27 mr
MOHOTHIpaTa JakTo3bl, 3,50-4,50 mr kpocrnoBuaoHa u 6,17-7,17 mr riuuepun-nubereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -ii)ipon-2-eH-1-oHa uMeer pasmep dactun Div, 09 290
MHUKpPOH, U TPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuiuH-4- 11 )aMUHO ) -2 -Me THJIITHITePUAUH- | -1 ) porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOCcHTENnbHOH BhnakHOCTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO rojaa.

B npyrom BomiomeHny HaCcTOSIIEro H300peTeHus PeAsIoskeHa CTabriIbHast TabneTKa
C HEMEeJUIEHHBIM BBICBOOOKAEHHEM, coneprxkamas 80,128 mr napa-Tonyoncyab(pOHATHOH CONH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d JnupumunuH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUAMH- | - M) P OTI-
2-en-1-oHa, 21,269 Mr MHMKPOKPUCTAJUIMYECKOW LEJIr0JI03bl, 21,269 Mr moHoruapara
nmaxkto3bl, 4,000 Mr kpocmoBupaoHa H 6,667 Mr riuuepui-auOereHara, mNpudeM Hapa-
TojdyoscynbdpoHatHas conb  1-((2S,5R)-5-((7H-nuppono[2,3-d Jnupumunus-4-mi)aMuHO)-2-
METUJINMUIIEPUANH- ] -um)npon-2-eH-1-oHa umeer pasmep 4dactul Dyy: 09) 290 MukpoH, u npu
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -oHa, u
oOI1ee KOJMYECTBO MPOIYKTOB pasioskeHus: cocrasisieT 1,2% (Macc./mMacc.) uiu MeHee.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMEIUIEHHBIM BBICBOOOKAEHHEM, coneprkatmas 80,128 mr napa-TonyoncyabpOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEUIHON03bL, 21,269 Mr monorumapara
makro3pl, 4,000 Mr kpocmoBuaoHa H 6,607 Mr rinUepwuiI-AuOereHara, Npu4eM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep 4dactull Dyy: 09 290 MUKPOH, U Tpu
3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d jmupumMuanH-4-1n)aMuHO)-2-MeTUITUIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
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oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-60°C/orHocurensHOl BraxkHoctu 10-40% B TedeHue no MeHbluel mepe 28
CYTOK.

B npyrom BOIJIOIIEHHH HACTOSILIETO N300peTeHNs pesioxkeHa crabuibHas TabneTka
C HEMEeJICHHBIM BBICBOOOKAEHUEM, conepkatast 80,128 mr napa-TonyoncyabpOHATHOH CONH
1-((2S,5R)-5-((7TH-tuppoino[ 2,3-d JnupumuauH-4-1i )aMUHO )-2-MeTUIIITUTIEPUAMH- | -HJT)IpOTI-
2-en-1-oHa, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKON LENIoa03bl, 21,269 mr moHoruapara
makto3bl, 4,000 Mr kpocmoBuaoHa H 6,607 Mr ruUepwiI-AuOereHara, NpU4eM HApa-
tonyoscyibpoHaTHast coib 1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunuH-4-1in)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep 4dactull Dyy: 09 290 MUKPOH, U TIpU
3ToM Kommo3uusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (mMacc./mMace.) wim MeHee 1mociie
xpaneruss npu 0-30°C/otHOCHTENBHON BiIakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTU MECSILIEB.

B npyrom BoOmIomeHnN HACTOSIIEro H300peTeHUs PEAJIO’keHa CTabniIbHast TabneTKa
C HEMEeJUIEHHBIM BBICBOOOKAEHUEM, conepxkatas 80,128 mr napa-Tonyoncyab(pOoHATHON CONMH
1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumuauH-4-1i)aMUuHO )-2-MeTHIIITUTIEPUANH- | -WIT)IpOTI-
2-en-1-ona, 21,269 Mr MUKpPOKPUCTAJUIMYECKON LEJUI0J03bl, 21,269 Mr moHoruapara
nakto3sl, 4,000 mr kpocnoBumoHa u 6,067 Mr riaHuepuiI-guOereHarta, NpHYEM HAPA-
tonyoncyiabpoHatHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumuauH-4-1in)aMuHO)-2-
METUJINHIIEPUINH- | -uT)pon-2-eH-1-oHa umeer pazmep 4dactull Diy: 09 290 MUKPOH, U Tipu
sToM Kommo3uiusi copepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpaneHuss npu 0-30°C/oTHOCHTENBHON BIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rojia.

B npyrom BOmIOIIEHNN HACTOSIIEro H300peTeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMEIJICHHBIM BbICBOOOXKIeHNeM, comeprkatas 78,13-82,13 mr napa-Tonyoncynb(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MEKpPOKPUCTAJIMUECKON MHEJUTF0I03bl, 19,27-23 27 mr
MOHOTHIpara Jakro3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr raunepui-nuoereHara,

npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuann-4-
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WJI)aMHHO)-2-MEeTUIITUIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHUKpPOH, U TIPU 3TOM KoMmo3unus copepxut 0,7% (macc./macc.) unu MeHee numepa 1-
((2S,5R)-5-((TH-ttuppomno| 2,3 -d [mupumMuauH-4-11)aMHUHO ) -2 -MeTUJIITHITePUANH- | -1iT) pon-2-
eH-1-oHa, 1 o0Inee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasiseT 1,2% (macc./macc.) win
MEHee.

B npyrom BOMJIOLIEHUH HACTOSIIIErO H300pEeTEeHUs PEANIOJKeHa CTabriIbHas TabieTKa
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakaiias 78,13-82,13 mr napa-tonyoncyabpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppo:o[ 2,3 -d JnupuMunuH-4-1i1)aMHUHO )-2-MeTHIIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 19,27-23,27 Mr MUKPOKPUCTAIMUECKON MeJUT0I03bI, 19,27-23 27 mr
MOHOTHIpaTa Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr rivuepui-nudOereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUANH- | -niT)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKpPOH, U TPH 3TOM KoMmo3umus copep:kut 0,7% (macc./macc.) mnu MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuinH-4-11)aMHUHO ) -2 -Me THJITITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
MeHee mociie xpaneHus npu 0-60°C/orHocutenbHoil BrakHocTu 10-40% B TedeHHe MO
MEHbIIEH Mepe 28 CyTOK.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus IPeAJIoskeHa CcTabuiIbHast TabneTka
C HEMEIJICHHBIM BBICBOOOXKIeHNEM, copepskaimast 78,13-82,13 mr napa-ronyoncynbpOoHaTHOM
conu 1-((2S,5R)-5-((7TH-ttupposo[ 2,3-djnupumunuH-4-1i1)aMUHO )-2-MeTUIITUTIEpUANH- | -
wn)npon-2-eH-1-oHa, 19,27-23,27 Mr MUKPOKPUCTAJUTMYECKON LEUT0I03bl, 19,27-23,27 Mr
MOHOTHapara Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 Mr riuuepui-nuoereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-muppono[2,3-dnupumuann-4-
WJI)aMHHO)-2-MEeTUJIHUIIEPUINH- | -ui)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHUKpPOH, W TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) wnm MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4- 11 )aMUHO ) -2 -Me THJIITHITePUANH- | -1 ) mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
meHee mociie xpanenus npu 0-30°C/orHOcuTenbHOl BhnakHocTH 10-75% B TedyeHWe MO
MEHBIIEH Mepe [ECTU MECALIEB.

B npyrom BOmIomeHnN HaCTOSIIEro H300peTeHUs PEAJIO’KeHa CTabrIbHast TabneTKa
C HEMENIJICHHBIM BbICBOOOXKIeHHeM, coaeprkatas 78,13-82,13 mr napa-TonyoncynbpoHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEPUANH- 1 -

wi)mnporn-2-eH-1-ona, 19,27-23,27 Mr MUKpOKPUCTAJIMUECKON HeJUTr0I03bl, 19,27-23.27 mr
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MOHOTHIparta Jakto3bl, 3,00-5,00 Mr kpocnoBuaoHa u 5,67-7,67 mr riuuepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIIUIIEPUNH- | -niT)ripon-2-eH-1-oHa umeer pasmep 4dactul Diy; 09) 300,5
MHKPOH, U TNpU 3TOM KoMmmnosuuus copepxkut 0,7% (macc./macc.) wian MeHee aumepa 1-
((2S,5R)-5-((7TH-muppomno[ 2,3 -d |mupruMuanH-4-111)aMUHO ) -2-MeTHIITHIIepUANH- | -pt)porn-2-
eH-1-oHa, u o0IIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) wiu
MeHee mociie xpanenus npu 0-30°C/orHOcuTenbHON BirakHocTH 10-65% B TedyeHHe IO
MEHBLIEH MEpe OAHOrO roja.

B npyrom BOMIOIIEHUN HACTOSIIErO H300pEeTEeHUs PEAJIOKeHa CTabMIIbHAsT TabeTKa
C HEMENIJICHHBbIM BbICBOOOXKIeHHeM, coaeprkamas 79,13-81,13 mr napa-tonyoncynbs(poHaTHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAIMUECKON HeJuTr003bl, 20,27-22.27 mr
MOHOTHIparTa Jakto3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rnunepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-muppono|2,3-dmupumuann-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUANH- | -ui)ripon-2-eH-1-oHa umeer pasmep dactun Diy; 09 300,5
MHKpPOH, U TIPH 3TOM KoMmo3unus copep:xkut 0,7% (macc./macc.) mnu MeHee numepa 1-
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuiuH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1j1)mporn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
MEHee.

B npyrom BOIMJIOIIEHHH HACTOALIErO N300pETeHNs peiioxkeHa crabunbHas TabieTka
C HEMENJICHHBIM BbICBOOOXKIeHHeM, coaepakaias 79,13-81,13 mr napa-tonyoncyabpoHaTHOH
conu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEPUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MUKPOKPUCTAIMUECKON HeJTr0103b1, 20,27-22.27 mr
MOHOTHIpaTa JakTo3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepui-nudereHara,
npudeM napa-tonyoncyibponatHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-dmupumuamnn-4-
WJT)aMHHO)-2-MEeTUIIHIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKpPOH, U TPH 3TOM KoMmo3umus copep:xkut 0,7% (macc./macc.) wnu MeHee numepa -
((2S,5R)-5-((7TH-muppomno| 2,3 -d [mupuMuauH-4-11)aMUHO ) -2 -Me THJIITHITePUANH- | -1j1)porn-2-
eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
MeHee mociie xpaneHus npu 0-60°C/orHOcuTenbHON BinakHocTH 10-40% B TedeHHe IO
MEHBIIEN Mepe 28 CyTOK.

B npyrom BomiiomeHny HacTOSIIEro H300peTeHus IpeaAsIoskeHa cTabuiIbHast TabneTka

C HEMEeNIJIEHHBIM BbICBOOOXKIeHHeM, coaepakaas 79,13-81,13 mr napa-ronyoncynbspoHaTHON
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conu 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-METHIIITUTIEPUANH- | -
wi)mnporn-2-eH-1-ona, 20,27-22,27 Mr MHUKpOKPUCTAIMUECKON Hesr0a03bl, 20,27-22.27 mr
MOHOTrHIpara Jakro3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr riuuepun-nudereHara,
npuueM napa-tonyoncyibdonarHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumuamnn-4-
WJT)aMHUHO)-2-MeTHIINHIEePUANH- | -um)ipon-2-eH-1-oHa uMeer pasmep 4actull Diy; o9 300,5
MHUKpPOH, U NPH 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) wim MeHee numepa -
((2S,5R)-5-((7TH-mmuppoino[ 2,3 -d [mupuMuauH-4 -1t )aMUHO ) -2 -MeTHJIITUITEPUAUH- | -uj1)porn-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./mMacc.) wiu
meHee mociie xpanenus npu 0-30°C/orHocuTenbHOll BinakHocTH 10-75% B TedyeHWe MO
MEHBIIEN Mepe [ECTH MECALIEB.

B npyrom BOMIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIO’KeHa CTabrIbHas TabieTka
C HEMENJICHHBIM BbICBOOOXKIeHNeM, conepakamas 79,13-81,13 mr napa-tonyoncyab(poHaTHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wi)nporn-2-eH-1-ona, 20,27-22,27 Mr MHKPOKPUCTAIMUECKON HeJuTr0a03bl, 20,27-22.27 mr
MOHOTHIparTa JakTo3bl, 3,50-4,50 mr kpocnoBuaoHa u 6,17-7,17 mr rounepui-nudereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa umeer pasmep udactul Diy; 09 300,5
MHUKpPOH, U TIPU 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) mnu MeHee numepa 1-
((2S,5R)-5-((7TH-tuppomno| 2,3 -d [mupumMuanH-4-1i1)aMUHO ) -2 -MeTHIIHITePUAUH- | -ui)mpomn-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisieT 1,2% (macc./macc.) uim
meHee mocne xpaHeHus npu 0-30°C/oTHocurenpHON BiaxsHoctH 10-65% B TeueHuwe Mo
MEHBLIEH Mepe OAHOrO roja.

B npyrom BoOmIOmeHUN HACTOSIIEro H300peTeHuUs PeANIOlKeHa CTabrIbHasT TabieTKa
C HEMEJUICHHBIM BBICBOOOKAEHUEM, conepxkatnas 80,128 mr napa-TonyoncyabpOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino[ 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOoTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEJUIHON03bL, 21,269 Mr monHoruapara
makto3bl, 4,000 Mr kpocmoBuioHa H 6,607 Mr ruLepuiI-AuOereHara, Npu4eM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-muppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -um)mpon-2-eH-1-oHa umeer pasmep vactull Div; 0,91 300,5 MukpoH, u npu
3ToM Kommo3uiusi comepkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1uT)Ipon-2-eH- 1 -0Ha, u

o0I1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocraisieT 1,2% (Macc./macc.) uim MeHee.
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B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEeJUIEHHBIM BBICBOOOKAEHUEM, coneprkatas 80,128 mr napa-Tonyoncyab(pOHATHOH COMH
1-((2S,5R)-5-((7TH-ntuppoino| 2,3 -d JnupumuauH-4-1i)aMiuHO )-2-MeTHIITUTIIEPUANH- | - W) IpOT1-
2-en-1-ona, 21,269 Mr MUKpPOKPUCTAJUIMYECKON LEJUIH0J03bl, 21,269 Mr moHoruapara
nakto3sl, 4,000 mr kpocnoBumoHa u 6,067 Mr raHuepuiI-guOereHarta, NpHYEM HAPA-
tonyoscyiabponaTHast coib  1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunuH-4-1in)aMuHO)-2-
METUIHIIEPUANH- | -uT)pon-2-eH-1-oHa umeer pasmep vactull Dy, 091 300,5 MUKpoH, U nipu
sToM Kommo3uiusi comepxkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) uim MeHee 1mociie
xpanenus npu 0-60°C/otHocuTenbHOl BraxkHoctu 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B npyrom BomiomeHnn HaCcTOSIINEro H300peTeHUs PeAsIOskeHa CTabriIbHast TabneTka
C HEMEIUIEHHBIM BBICBOOOKAEHHEM, coneprxkatmas 80,128 mr napa-Tonyoncyab(pOoHATHOH COMH
1-((2S,5R)-5-((7TH-tmppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEJI0J03bL, 21,269 Mr monHoruapara
nmakto3bl, 4,000 Mr kpocmoBuaoHa H 6,607 Mr riuLepuiI-AuOereHara, NpUYeM Hapa-
tonyoscyiabponHaTHass coib 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- | -um)pon-2-eH-1-oHa numeer pazmep yactull Dy, 0,91 300,5 MukpoH, u npu
sToM Kommosuiusi comepkut 0,7% (macc./macc.) mnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUITUIEPUANH- | -11)pon-2-eH- 1 -0Ha, u
o011ee KOJMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./Mace.) Wi MeHee 1mociie
xpanenuss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-75% B TeueHWe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C HEMEIUIEHHBIM BBICBOOOKAEHHEM, coneprkatmas 80,128 mr napa-TonyoncyabpOHATHOH COMH
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOTI-
2-en-1-ona, 21,269 Mr MHUKpPOKpPUCTAJUIMYECKOM LEUIHON03bL, 21,269 Mmr monormapara
makro3pl, 4,000 Mr kpocmoBuaoHa H 6,607 Mr rinUepwuiI-AuOereHara, Npu4eM Hapa-
tonyoscynbponaTHast coib 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa umeer pasmep vactull Div; 0,9) 300,5 MukpoH, u npu
3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d jmupumMuanH-4-1n)aMuHO)-2-MeTUITUIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
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oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-30°C/orHOcuTEnbHON BiakHOCTH 10-65% B TeueHHe Mo MeHbIIEH Mepe
OJTHOTO TOf1a.

B n1pyroM BOIUIOIEHHHM HACTOSIIETO H300pETeHMs MpemJIoKeHAa CTaOMIIbHAS
KOMITO3UILMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHeM B (opme karcyibl 13 HPMC, conepaxarmast
78,13-82,13 wmr  napa-tonyoncyiabdponatHoit  comu  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -un)npon-2-eH-1-ova,  19,27-23,27  wr
MUKPOKPUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jJakTosbl, 3,00-5,00 mr
KPOCTOBUAOHA U 5,67-7,67 Mr riunepui-quoereHaTa, mpu 3ToM KoMno3unust coupepxut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIMUNIEPUINH- | -un)nipon-2-eH-1-0Ha, u o0Iiee KOJNWYECTBO MPOIYKTOB
pazioxenus coctaBisier 1,2% (Macc./Macc.) Ui MeHee.

B nmpyroM BOIUIOIIEHHMHM HACTOSIIErO HW300pETEeHUs] TMpeUIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
78,13-82,13 wmr  napa-tonyoncynabdonatHoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  19,27-2327 wr
MUKPOKPUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jgakTosbl, 3,00-5,00 mr
KpOCHOBUAOHA | 5,67-7,67 Mr rnuuepui-guoereHara, Ipu 3ToM KoMno3uuus coaepxur 0,7%
(macc./macc.) wmmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJT)aMHHO)-2-MEeTUIMUNIEPUINH- | -u)ripon-2-eH-1-0Ha, ¥ 00Inee KOJMYECTBO MPOAYKTOB
pasnoxenust cocrasmsier 1,2% (macc./macc.) uiaM  MeHee mocie XpaHeHus npu  O-
60°C/otHOCcuTenbHOM BakHOCTH 10-40% B TeyeHHe 1Mo MeHbInel Mepe 28 CyTOoK.

B fapyroM BOIUIOIIEHHHM HACTOSILEr0 HW300peTeHUsl TMpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyiabdonaraoii comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  19,27-23,27 wr
MUKPOKPUCTAIIMYECKON LEJUTr0I03bl, 19,27-23,27 Mr moHoruapara jJakTosbl, 3,00-5,00 mr
KPOCTIOBUAOHA U 5,67-7,67 Mr riaunepui-quoereHaTa, mpu 3ToM KoMno3unust couepxut 0,7%
(macc./macc.) wmm wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIUTIEPUINH- | -uT)ipon-2-eH-1-0Ha, u o0IIee KOJMYEeCTBO MPOIYKTOB
pazioxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmocie XpaHeHuss mpu O-

30°C/otHOCuTenbHOM BlaxKHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe [IeCTU MECSIIIEB.
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B nmpyroM BOIUIOIIEHHMH HACTOSILIEr0 HW300pETEHUs TMpeIoKeHa CTaOMIIbHAS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
78,13-82,13 wMr  napa-tonyoncynbonatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINUNepuauH- 1 -mn)npon-2-eH-1-ona,  19,27-23,27  mr
MHUKPOKPUCTAJUIMYECKON Leuntono3bl, 19,27-23,27 mr moHoruapara naaktossl, 3,00-5,00 mr
KPOCIOBUAOHA U 5,67-7,67 Mr riaunepui-quoereHaTa, mpu 3ToM KoMIo3unust coaeput 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MEeTHIIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Ilee KOJUYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCUTENBHOM BaKHOCTH 10-65% B TeyeHue Mo MeHbIEeH Mepe OTHOTO roja.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMIIO3HIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
79,13-81,13 wmr  napa-tonyoncyiabdonataoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  20,27-22.27 wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MmoHoruapara JakTosbl, 3,50-4,50 mr
KpocroBuaoHa u 6,17-7,17 Mr raunepui-qudereHaTa, mpu 3ToM Komnozunwust copepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d]mupumuann-4-
WJI)aMHHO)-2-METUIIIUIIEPUINH- | -u)1Ipon-2-eH-1-0Ha, M 00Ilee KOJWYECTBO IPOAYKTOB
pazioxenus cocrasiser 1,2% (Macc./Macc.) uiam MeHee.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMIIO3ULMSI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepakarmast
79,13-81,13 wmr  napa-tonyoncyibdonaraoii  comu  1-((2S,5R)-5-((7H-nmuppo:no[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr mMoHoruapara JakTosbl, 3,50-4,50 mr
KpocroBuaoHa u 6,17-7,17 Mr riounepui-qudereHaTa, mpu 3ToM KoMno3unust copepxut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -u)npon-2-eH-1-0Ha, u o0Iiee KOJNUYEeCTBO MPOIYKTOB
pazioxkenus: cocraBmsier 1,2% (macc./macc.) wiM MeHee Tmocie XpaHeHuss mpu  O-
60°C/otHocuTenpHOM BaxkHOCTH 10-40% B TeyeHHe Mo MeHbInel Mepe 28 CyTOoK.

B napyroMm BOIUIOIIEHHH HACTOSIIET0 HW300pETEHHs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl 13 HPMC, comepkamas
79,13-81,13 wmr  napa-tonyoncyibdonaraoii  comu  1-((2S,5R)-5-((7H-nmuppono[2,3-

d]mupumMunnH-4-11)aMHUHO)-2-MeTHIINUTNIEpUANH- 1 -mn)npon-2-eH-1-o1a,  20,27-22.27 wmr
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MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MmoHoruapara JakTosbl, 3,50-4,50 mr
KpocnioBuaoHa u 6,17-7,17 mr rnuuepun-guoereHara, Ipu 3ToM KoMno3unus cogaepxur 0,7%
(macc./macc.) wmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJT)aMHHO)-2-MeTUIMUNIEPUINH- | -uT)ripon-2-eH-1-0Ha, ¥ 00Inee KOJUYEeCTBO MPOAYKTOB
pasnoxenust cocraeimsier 1,2% (macc./macc.) unaM  MeHee mocie XpaHeHus npu  O-
30°C/otHOCcuTeNnbHOM BlakHOCTH 10-75% B TeueHuUe MO MEHbIIEH Mepe IIECTU MECSIIIEB.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] TMpeiokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepskammas
79,13-81,13 wmr  napa-tonyoncyiabdonataoit  comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr mMoHoruapara JakTosbl, 3,50-4,50 mr
KpocroBuaoHa U 6,17-7,17 Mr raunepui-qudereHaTa, mpu 3ToM KoMno3unwst coaepxut 0,7%
(macc./macc.) wmm wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIMUNIEPUINH- | -un)ipon-2-eH-1-0Ha, u o0IIee KOJWYEeCTBO MPOIYKTOB
pazioxenus: cocraBisier 1,2% (macc./macc.) WM MeHee Tmocie XpaHeHWss mpu  O-
30°C/otHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOMIIbHAsS
KOMIIO3HIIMS ¢ HEMEJIEHHbIM BbICBOOOXKAeHHEM B (hopme karcynsl u3 HPMC, coneprxamas
80,128 mr napa-tonyoncynbponatHoi conu 1-((2S,5R)-5-((7H-nuppono| 2,3-d|nupumuans-
4-11)aMUHO)-2-MeTHIITUIEePUINH- | -1uT)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAJUINIECKON
LeJUTr0J103bl, 21,269 Mr monoruapata naxkto3sl, 4,000 Mr kpocnoBuaoHa U 6,667 Mr riuLepui-
nubereHara, mpu 3ToM Komnosunusi comepxut 0,7% (macc./macc.) wnu MeHee numepa |-
((2S,5R)-5-((TH-muppoino| 2,3 -d [mupuMuauH-4 -1t )aMUHO ) -2 -MeTHJIITUITePUAUH- | -1 ) porn-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wiu
MEHee.

B fapyroM BOIUIOIIEHWH HACTOSIIEr0 HW300pETEHUs] TMpeUIoKeHa CTaOWIIbHAsS
KOMTIIO3HIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl i3 HPMC, conepkammast
80,128 mr napa-tonyoncynbponarroi conmu 1-((2S,5R)-5-((7H-uppono| 2,3-dmupumuams-
4-n1)aMHUHO )-2-MeTHIITUIePUINH- | -ium)iporn-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHUECKON
LEeJUTI0JI03bL, 21,269 Mr moHoruapara jgakto3sl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nubereHara, mpu 3ToM kKommo3uumsi comepxut 0,7% (macc./mMacc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-

eH-1-oHa, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
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MeHee mociie xpaneHus npu 0-60°C/orHocutenbHOl BrakHocTH 10-40% B TedeHHe IO
MEHbIIEH Mepe 28 CyTOK.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
80,128 mr napa-tonyoncynsdponatroi comu 1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumunns-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 pon-2-eH-1-0Ha, 21,269 Mr MUKPOKpPHCTAITHUECKON
LeJUTE0J103b1, 21,269 Mr moHOoruapaTa jgakto3bl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nubereHara, mpu 3ToM kommo3uumsi comepxut 0,7% (macc./Macc.) wiu MeHee numepa -
((2S,5R)-5-((7TH-tmuppoino| 2,3 -d [mupumuiuH-4-11)aMUHO ) -2 -MeTUJIITUITEPUANH- | -1JT) Tpon-2-
eH-1-oHa, u olIlIee KOMMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) win
meHee mociie xpanenus npu 0-30°C/orHOcHTenbHOl BhnakHocTH 10-75% B TedyeHHe MO
MEHBIIEH Mepe [ECTH MECSLIEB.

B nmpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEHHs] TMpeIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
80,128 mr napa-tonyoncynbponarHoi comu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-11)aMHIHO )-2-MeTHIITUIEPUANH- | -ruT)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHYECKON
LEeJUT0J103b1, 21,269 Mr moHOrUapara jgakto3bl, 4,000 Mr xpocnoBuaoHa u 6,667 Mr riuuepu-
nubereHara, mpu 3ToM kommo3uuusi coxepxur 0,7% (macc./mMacc.) wiu MeHee numepa 1-
((2S,5R)-5-((TH-tuppomno| 2,3 -d [nupumMuauH-4-11)aMHUHO ) -2 -MeTUJIITHITEPUANH- | -1iT) pon-2-
eH-1-oHa, u o0Iee KOJIMYECTBO MPOAYKTOB pasyioskeHust coctasisieT 1,2% (macc./macc.) uim
meHee mocne xpaHeHus npu 0-30°C/oTHocurenpHON BiaxsHoctH 10-65% B TeueHuwe Mo
MEHBIIEH Mepe OAHOrO roja.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 MW300peTeHHs] MpeIoKeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyiabdonatHolt comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  19,27-23,27 wr
MUKPOKPUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jJakTosbl, 3,00-5,00 mr
KPOCTIOBUAOHA H 5,67-7,67 Mr rivuepwui-IuOereHara, mpuueM Hapa-TONyoJCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
WI)TIPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono|2,3-d|mupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB

pazioxenus cocrasisier 1,2% (Macc./Macc.) uim MeHee.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
78,13-82,13 wMr  napa-tonyoncynbonatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINUNepuauH- 1 -mn)npon-2-eH-1-ona,  19,27-23,27  mr
MHUKPOKPUCTAJUIMYECKON Leuntono3bl, 19,27-23,27 mr moHoruapara naaktossl, 3,00-5,00 mr
KPOCMOBUAOHA U 5,67-7,67 Mr riuuepui-auOereHara, mpuueM Hapa-ToNyoJCcyab(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-Me THIITUTIEpUANH- | -
WI)TPOT-2-eH-1-0Ha SIBJISIETCS] HEU3MENbYSHHOH, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUIUH- | -un)npon-2-eH-1-0Ha, u o0IIee KOJUYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
60°C/otHOoCcuTenbHOM BakHOCTH 10-40% B TeyeHHe Mo MeHbInel Mepe 28 CyTOoK.

B nmpyroMm BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
78,13-82,13 wmr  napa-tonyoncyibdonataoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  19,27-2327 wr
MUKPOKPUCTAIIMYECKON LEeJUTr0NI03bl, 19,27-23,27 Mr moHoruapara jgakTosbl, 3,00-5,00 mr
KPOCTIOBUAOHA U 5,67-7,67 Mr riuuepui-auOereHara, mpuueM Aapa-ToiyocyabpOoHaTHAS
COJIb 1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumMu ArH-4-111)aMIHO ) -2 -Me THIITUTIEPU U H- 1 -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCss HEM3MENbUEHHOH, U MpHU 3TOM Komnosuuus conepkut 0,7%
(Macc./macc.) wmu  menee aummepa  1-((2S,5R)-5-((7H-mmupposno|2,3-d|mupumunmun-4-
WJT)aMHUHO)-2-MeTHIIMUNIEPUINH- | -uT)pon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
pazioxenus cocrtaBiser 1,2% (macc./macc.) wWiM MeHee Tmocyie XpaHeHuss mpu  O-
30°C/otHOCcuTenbHOM BlakHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe IIeCTU MECSIIIEB.

B fapyroM BOIUIOIIEHWH HACTOSIIEr0 HW300pEeTEeHUs] TMpeUIokeHa CTaOWIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyiabdonaraoii comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHINH-4-1IT1)aMHUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-oHa,  19,27-23,27 wmr
MUKPOKPHUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jJakTosbl, 3,00-5,00 mr
KPOCIIOBUAOHA | 5,67-7,67 Mr rivuepwi-IiuOereHara, mpuueM Hapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%

(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-dmupumuann-4-
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WJT)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB
pasnoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHHss mpu O-
30°C/orHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue o MeHbIIeH Mepe OIHOTO roja.

B n1pyroM BOIIIOIEHMM HACTOSIIErO HM300peTeHHs MpemyioKeHa CTaOuIIbHAs
KOMITO3UILMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHeM B (opme karcyibl 13 HPMC, conepaxarmast
79,13-81,13 wmr  napa-tonyoncyiabdponatHoit  comu  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEPUANH- | -un)npon-2-eH-1-ova,  20,27-22.27  wmr
MUKPOKPUCTAIIMYECKON LesTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuaoHa u 6,17-7,17 Mr riuuepun-guOereHara, mpuueM Aapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMHUHO )-2-MeTHIITUTIEPUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbYEHHOH, U MpH 3TOM Komno3uuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -u)ripon-2-eH-1-0Ha, W o0Inee KOJNYECTBO MPOAYKTOB
pazioxenus cocraBisieT 1,2% (Macc./Macc.) Uiu MeHee.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeIokeHa CTaOMIIbHAS
KOMIIO3HIIHS ¢ HEMEIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkamast
79,13-81,13 wMr  napa-tonyoncyiabdonatoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-ova,  20,27-22.27 wr
MUKPOKPUCTAJUIMYECKON Leunono3el, 20,27-22,27 Mr MoHoruapara jaaktosbl, 3,50-4,50 mr
KpocnoBuaoHa u 6,17-7,17 mr rmuepun-gudereHara, npuueM Hapa-Tonyoncyib(hoHaTHAs
COJIb 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TIPOT-2-eH-1-0Ha SIBJISIETCS] HEU3MENbYSHHOHN, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|nupumuamnn-4-
WJT)aMUHO)-2-MEeTHIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Illee KOJUYECTBO MPOIYKTOB
pazioxkenus cocrtaBisier 1,2% (macc./macc.) wiM MeHee Tmocyie XpaHeHuss mpu O-
60°C/otHOoCcuTenbHOM BaskHOCTH 10-40% B TeyeHHe Mo MeHbInel Mepe 28 CyTOoK.

B gpyroM BOIUIOIIEHHH HACTOSIIETO W300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkamast
79,13-81,13 wmr  napa-tonyoncyiabdonaraoii  comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  20,27-22.27 wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuoHa u 6,17-7,17 Mr rnuuepun-guOereHara, mpuueM Aapa-ToNyoCyab(OHATHAS

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEM3MENbUEHHOH, U MpH 3TOM Komnoszuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuamnn-4-
WJI1)aMHHO)-2-METUIIUIIEPUINH- | -UT)IIpon-2-eH-1-0Ha, M 00llee KOJUYECTBO IPOAYKTOB
paznokeHust cocraBiusier 1,2% (macc./macc.) wuaM MeHee mTocie XxpaHenuss mpu  O-
30°C/oTHOCcHUTENnbHOI BaskHOCTH 10-75% B TeueHHe MO MEHbILEH Mepe [IeCTH MECSILIEB.

B fapyroM BOIUIOIIEHWH HACTOSILEr0 W300pEeTEeHUsl MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
79,13-81,13 wmr  napa-tonyoncyiabdponataoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEPUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuaoHa u 6,17-7,17 Mr rnuuepui-auOereHara, mpuueM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbYEHHOH, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIUNIEPUINH- | -un)pon-2-eH-1-0Ha, u o0IIee KOJWYECTBO MPOIYKTOB
paznoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHus: mpu O-
30°C/otHOCHUTENBbHOM BIAXKHOCTH 10-65% B TeyeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

B npyrom BOMIOIEHHMH HACTOALIEr0 H300peTEHUs NPEAJIOKeHa CTaOHIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
80,128 mr napa-tonyoncynsdponatroi comu 1-((2S,5R)-5-((7H-nuppomno|2,3-d|mupumunns-
4-W)1)aMHHO )-2-MeTHIITUIePUINH- | -11)pon-2-eH-1-0Ha, 21,269 Mr MUKPOKpPHCTALITHUECKOM
LeJUT0J103b1, 21,269 Mr moHOTUpaTa JakTo3bl, 4,000 Mr kpocnoBuaoHa U 6,667 Mr riIuuepu-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuIUH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -1T)porn-2-eH- 1 -oHa SBIIIETCS
HEU3MEJIbUEHHOM, W MTPH 3TOM KoMnosuius coaep:xkut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumunuH-4-1i1 )aMUHO )-2-METHIIITATIEPUANH- | -HIT)IIpOoTI-
2-eH-1-0Ha, 1 o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./mace.) uim
MEHee.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl i3 HPMC, conepkamast
80,128 mr napa-tonyoncynbponatHon conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunns-
4-11)aMHUHO )-2-MeTHIITUIePUANH- | -1uT)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHUECKON

LEeJUTE0JI03bL, 21,269 Mr moHOruapara jgakto3sl, 4,000 Mr xpocnoBuaoHa u 6,667 Mr riuuepu-
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nulereHara, mnpuyueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuIH-4-1IT)aMUHO)-2-MeTHIITHNIEPUANH- | -uT)npon-2-eH- 1 -oHa SABIIAETCS
HEU3MEJIbUEHHOM, U MPH 3TOM KoMno3unus coaepxut 0,7% (Macc./Macc.) uim MeHee TuMepa
1-((2S,5R)-5-((7TH-ntuppomno| 2,3 -d [mupumuanH-4-1i)aMHHO )-2 -METHIIIHIIEPUANH- | -1T)IporI-
2-eH-1-0Ha, 1 o01IEe KOJTMUECTBO MPOAYKTOB pasjokeHus cocrasisieT 1,2% (macc./macc.) uin
MeHee mociie xpaHenus npu 0-60°C/orHocuTenbHOl BiaakHocTH 10-40% B TedyeHHE IO
MeHbLIEH Mepe 28 CyTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIIEr0 W300peTeHHs] MpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
80,128 mr napa-tonyoncynbponarHoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-n1)aMHIHO )-2-MeTHIITUIEePUINH- | -run)pon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAILITHUECKON
LEeJUTI0JI03bL, 21,269 Mr moHOrUapata jJakto3bl, 4,000 Mr kpocnoBuaoHa U 6,607 Mr riuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIIH-4-11IT1)aMUHO)-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SIBIIIETCS
HEU3MEJIbUEHHOM, W MPH 3TOM KoMno3unus coaep:kut 0,7% (Macc./Macc.) Wi MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumuauH-4-1i)aMUuHO )-2-METHIIITUTIEPUANH- | -HIT)IpOTI-
2-eH-1-0Ha, 1 o01Iee KOJTUIECTBO MPOAYKTOB pa3jioxeHus cocrapisieT 1,2% (macc./mace.) uin
meHee mociie xpanenus npu 0-30°C/orHocutenbHoil BnakHoctu 10-75% B TedeHwe Mo
MEHBIIEH MEPE LIECTU MECSLIEB.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
80,128 mr napa-tonyoncynbponarnoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 )npon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTaLITHUECKON
LeJUTE0JI03b1, 21,269 Mr moHOTUpaTa JakTo3bl, 4,000 Mr kpocnoBuaoHa U 6,667 Mr riuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHIIH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa SBIIIETCS
HEU3MEJIbUEHHOW, W MPH 3TOM KoMno3unus coaep:xkut 0,7% (Macc./Macc.) uiiu MeHee TuMepa
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-METHIIITUTIEPUANH- | -HIT)IIpOTT-
2-eH-1-0Ha, u o0IIee KOJTUIECTBO MPOAYKTOB pa3jioxkeHus cocrapisieT 1,2% (macc./macce.) uim
meHee mociie xpanenuss npu 0-30°C/orHOCHTENnbHON BiakHOCTH 10-65% B TedyeHHe MO
MEHBIIEH Mepe OAHOrO rojaa.

B npyrom BOIUIOIEHMH HACTOALIET0 H300pETEHHs NPEAJIOKeHa CTaOMIbHAs

KOMIIO3HIIMSI ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
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78,13-82,13 wmr  napa-tonyoncynabdponatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-o1a,  19,27-2327 wr
MUKPOKPUCTAJUIMYECKON Leunono3el, 19,27-23,27 mr monoruapara naaktosbl, 3,00-5,00 mr
KpocroBHAOHa U 5,67-7,67 Mr riauuepui-gudereHara, npuueM Hapa-TonyoncyibhoHaTHas
COJIb 1-((2S,5R)-5-((7TH-ttupposno[ 2,3-dJnupumunuH-4-1i)aMUHO )-2-MeTHIITU e pUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actul Diy; 09) 290 MUKPOH, U TIPU 5TOM KOMIIO3ULIUS
cogepxkutr  0,7% (macc/macc.) wmum  Menee aummepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMUINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB Pa3JioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHMHM HACTOSIIETO MW300pETEeHHs] MpeUIokeHa CTaOWIbHAsS
KOMIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynsl 13 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyibdonataoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d|mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTNIEpUANH- | -in)npon-2-eH-1-oHa,  19,27-23,27 wr
MUKPOKPUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jgakTosbl, 3,00-5,00 mr
KPOCIIOBUAOHA | 5,67-7,67 Mr rivuepwi-IuOereHara, mpuueM Hapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3-d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U IPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wunu  Menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMunnH-4-1I1)aMUHO)-2-MeTUIIHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u obiee
KOJIMYECTBO MPONYKTOB pasyioxkeHust cocrasysier 1,2% (Mmacc./mMacc.) MIM MeHee Iocie
xpanenust pu 0-60°C/oTHOocuTenpHOI BiraxkHocTH 10-40% B TeueHue nmo MeHbInei mepe 28
CYTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIErO W300peTeHHs] MpeIokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyiabdonaraoii comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  19,27-23,27 wr
MUKPOKPUCTAIIMYECKON LEJUTr0I03bl, 19,27-23,27 Mr moHoruapara jJakTosbl, 3,00-5,00 mr
KPOCTIOBUAOHA H 5,67-7,67 Mr rivuepwui-IuOereHara, mpuueM Hapa-TONyoJCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc./macc.) wmmum  Menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMunnH-4-1I1)aMHUHO)-2-MeTHIITATNIEPUANH- | -un)npomn-2-eH- 1-oHa, U olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTEnpHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIUIOIIEHMH HACTOSILIEr0 W300pEeTEHUs IpeUIoKeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
78,13-82,13 ™mr  napa-tonyoncyiabponatHor  comu  1-((2S,5R)-5-((7H-mmppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEPUANH- | -un)npon-2-eH-1-ova,  19,27-23,27  wr
MUKPOKPUCTAIIMYECKON LEeJUTr0I03bl, 19,27-23,27 Mr moHoruapara jgakTosbl, 3,00-5,00 mr
KPOCTIOBUAOHA U 5,67-7,67 Mr riuuepusi-aiuOereHara, mpuueM Hapa-TONyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Diy; 09) 290 MUKPOH, U TIPU 5TOM KOMIIO3ULIUS
cogepxkutr  0,7% (macc/macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U olrmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneruss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B napyroM BOIUIOIIEHHMH HACTOSIIEr0 HW300pEeTEeHUs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
79,13-81,13 wMr  napa-tonyoncynbdonatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -un)npon-2-eH-1-o1a,  20,27-22.27 wr
MHUKPOKPUCTAJUINYECKON Lesutoo3bl, 20,27-22,27 Mr moHoruapata jgaktossl, 3,50-4,50 mr
KpocnoBuaoHa u 6,17-7,17 mr rauuepun-gudereHara, npuueM Hapa-Tonyoncyiab(hoHaTHAs
COJIb 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMUHO )-2-MeTHIITUTIEPUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actul Diy; 09) 290 MUKPOH, U TIPHU 5TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmm  wmenee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHuINH-4-1IT)aMUHO )-2-MeTHIITUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB Pa3sioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHHH HACTOSIIETO W300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIIO3HIIHSI ¢ HEMEIJICHHBIM BbICBOOOKAeHHEeM B (hopme karcynsl 13 HPMC, conepkammast
79,13-81,13 wmr  napa-tonyoncyibdonataoii comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-o1a,  20,27-22.27 wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuoHa u 6,17-7,17 Mr rnuuepun-guOereHara, mpuueM Aapa-ToNyoCyab(OHATHAS

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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wn)npon-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr 0,7% (macc./macc.) wmnu wmenee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1I1)aMUHO)-2-MeTUINHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u o0rmee
KOJIMYECTBO MPONYKTOB passioxkeHus: cocrasysier 1,2% (macc./mMacc.) MM MeHee Iocie
xpanenust pu 0-60°C/oTHocuTenpHOl BraxkHocTH 10-40% B TeueHue nmo MeHbIneil mepe 28
CYTOK.

B gpyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] TMpeiokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepskammas
79,13-81,13 wmr  napa-tonyoncyiabdponataolt comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr mMoHoruapara JakTosbl, 3,50-4,50 mr
KkpocrioBuaoHa u 6,17-7,17 Mr rnuuepun-auOereHara, mpuueM Hapa-TONyOICyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MHUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc./macc.) wmnum wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIIUTNIEPUANH- | -un)npon-2-eH- 1 -oHa, u o0rmee
KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
xpanenus npu 0-30°C/orHOcHTEnbHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIJIOIIEHWH HACTOSIIEr0 H300peTeHHs TNpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
79,13-81,13 wmr  napa-tonyoncyiabdponatHoit  comu  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wmr
MUKPOKPUCTAIIMYECKON LesTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuaoHa u 6,17-7,17 Mr rnuuepun-auOereHara, mpuyueM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMuINH-4-1IT)aMHUHO )-2-MeTHIINUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u ol0rmmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneHus npu 0-30°C/oTHOCHTENnBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe

OJHOIO rojaa.
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B ngpyroM BOIUIOIIEHHMH HACTOSIIEr0 HW300pETEHUs TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
80,128 mr napa-tonyoncynbponarHon conu 1-((2S,5R)-5-((7H-nuppono[2,3-d]mupumunus-
4-11)aMUHO)-2-MeTHIITUIEePUINH- | -1T)ipon-2-eH-1-0Ha, 21,269 Mr MUKPOKPHUCTAJUINYECKON
LEJUTI0103bl, 21,269 Mr moHoruapata naktossl, 4,000 Mr kpocnoBUAoOHa U 6,667 M rIULEepU-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1T1)aMUHO)-2-MEeTHIINUNIEPUANH- | -Wn)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM KoMmo3unusi coaep:xkut 0,7% (Macc./mMacc.) uim MeHee
aumepa  1-((2S,5R)-5-((7H-niuppono| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEeTHIITUTIEPUIAH- | -
wi)npon-2-eH-1-oHa, u oOIliee KOJIWYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) nim MeHee.

B nmpyroM BOIUIOIIEHMH HACTOSIIErO MW300pETEeHHs] TMpeIokeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMeJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl u3 HPMC, conepkammas
80,128 mr napa-tonyoncynbponarHoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-11)aMHHO )-2-MeTHIITUIEPUANH- | -run)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHYECKON
LEeJUT0J103b1, 21,269 Mr moHoruapara jgakto3sl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nulereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-11)aMUHO)-2-MEeTWIINUNIEPUANH- 1 -mn)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gacTu1 Dyy; 0,9] 290 MUKPOH, 1 TpU 3TOM KoMIo3uLus cofepkut 0,7% (Macc./mMacc.) Ui MeHee
aumepa  1-((2S,5R)-5-((7H-nuppoino[ 2,3-dJnupumunns-4-min)aMuHO)-2-MeTUINHNePUIUH- | -
wn)npon-2-eH-1-oHa, u oO0mee KOJIWYEeCTBO MPOAYKTOB pasjokeHus cocrasister 1,2%
(macc./macc.) mu Menee nocje xpanenust mpu 0-60°C/oTHocuTenbHO# BaakHoctH 10-40% B
T€UEHHE MO MEHbLIEH Mepe 28 CyTOK.

B japyroM BOIUIOIIEHHHM HACTOSIEr0 HW300pEeTEeHUsl TMpeIokeHa CTaOWIIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl 3 HPMC, conepkammas
80,128 mr napa-tonyoncynbponarHoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-n1)aMHIHO )-2-MeTHIITUIEPUINH- | -run)iporn-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHUECKON
LEeJUTH0J103b1, 21,269 Mr moHOoruapara jgakto3sl, 4,000 Mr kpocnoBuaoHa U 6,667 Mr riuuepu-
nuOereHara, mnpuueM napa-tonyoncynbponatHas comb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIIUNIEPUANH- | -ln)pon-2-eH-1-0Ha ~ UMeeT  pa3mep
yactull Dyy; 0,01 290 MEKpPOH, U Tipu 3TOM Kommo3utusi coaep:xkut 0,7% (Macc./macc.) uim MeHee
mumepa  1-((2S,5R)-5-((7H-timppono| 2,3-d JnupumMu ginH-4-11)aMIHO ) -2 -MEe THITITATIE U H- | -

wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%



90

(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOl BiakHoctu 10-75% B
TEYEHHUE 110 MEHbIIEH Mepe LIeCTH MECSLEB.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
80,128 mr napa-tonyoncynsdonatroi comu 1-((2S,5R)-5-((7H-nuppomno[2,3-d]|mupumunns-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 pon-2-eH-1-0Ha, 21,269 Mr MUKPOKpPHCTAITHUECKON
LeJUTE0J103b1, 21,269 Mr moHOoruapaTa jgakto3bl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nulereHara, mnpuueM napa-tonyosncynbponatHas comab  1-((2S,5R)-5-((7H-muppoino[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -lT)npon-2-eH-1-0oHa ~ uMeer  pa3mep
gactuil Diy; 0,01 290 MUKpPOH, U TTpu 3TOM Kommo3uiusi conaep:xkut 0,7% (Macc./macc.) uim MeHee
aumepa  1-((2S,5R)-5-((7H-timppoino| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEe THITTUTIEPU I H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOM BiaxkHoct 10-65% B
TEUECHHUE MO MEHBIIEH Mepe OJHOTO rofa.

B npyroM BOIUIOIIEHHHM HACTOSIIEr0 M300pETEHHs] MpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkammast
78,13-82,13 wmr  napa-tonyoncynabdonatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnuH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-ova,  19,27-2327 wr
MUKPOKPUCTAJUIMYECKON Leunono3el, 19,27-23,27 mr monoruapara naaktosbl, 3,00-5,00 mr
KpOCToBHAOHA U 5,67-7,67 Mr riamuepui-gudereHara, npuueM Hapa-TonyoncyibhoHaTHas
COJIb 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
win)npon-2-eH-1-oHa umeeT pasmep 4actul Dyy; 09; 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wimum  Menee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHUIIH-4-1T)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB Pa3JIoskeHus cocraisier 1,2% (Macc./Macc.) 1 MeHee.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEeHHs] MpeIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
78,13-82,13 wmr  napa-tonyoncyiabdonataoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-11)aMHUHO)-2-MeTHIINUTNIEpUANH- | -in)npon-2-eH-1-oHa,  19,27-23,27 wr
MUKPOKPHUCTAIIMYECKON LEeJUTI0NI03bl, 19,27-23,27 Mr moHoruapara jgakTosbl, 3,00-5,00 mr
KPOCIIOBUAOHA | 5,67-7,67 Mr rivuepwi-IiuOereHara, mpuueM Hapa-ToNyoJCyab(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIIEPUANH- 1 -

WI)porn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, M MPU 3TOM KOMIO3HLIUS
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cogepxxutr 0,7% (macc./macc.) wmnum wmenee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuIH-4-1I1)aMHUHO)-2-MeTUIITHNIEPUANH- | -un)npon-2-eH- 1-oHa, u o0rmee
KOJINYECTBO IPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WIM MeHee Iocie
xpanenust pu 0-60°C/oTHocuTenpHOI BiraxkHocTH 10-40% B TeueHue mo MeHbIneil mepe 28
CYTOK.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
78,13-82,13 wMr  napa-ronyoncyiabponaroit  comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTNIEPUANH- | -mn)npon-2-eH-1-ova,  19,27-23,27 wr
MHUKPOKPUCTAJUIMYECKON Le/utrono3el, 19,27-23,27 mr monoruapara naktossl, 3,00-5,00 mr
KPOCTIOBUAOHA | 5,67-7,67 Mr riuuepui-IiuOereHara, mpuueM Hapa-TONyOoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)Tporn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0.9) 300,5 MUKPOH, ¥ MPH 3TOM KOMIIO3HLIUS
cogepxxutr 0,7% (macc./macc.) wmmm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMHUHO)-2-MeTHIITUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, u olrmee
KOJIMYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (Macc./macc.) WiaM MeHee Iocie
xpanenuss npu 0-30°C/oTHOcHTENnpHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIIECTH MECSILIEB.

B npyroM BOMJIOLIEHMH HACTOSIIEr0 M300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyibl 13 HPMC, conepakarmast
78,13-82,13 wmr  napa-tonyoncyiabdponatHoit  comu  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -un)npon-2-eH-1-ona,  19,27-23,27 wr
MUKPOKPUCTAIIMYECKON LEeJUTr0103bl, 19,27-23,27 Mr moHoruapara jaktosbl, 3,00-5,00 mr
KPOCTIOBUAOHA | 5,67-7,67 Mr riuuepusi-IiuOereHara, mpuueM Hapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i)aMHUHO )-2-MeTHIITUTIEpUANH- | -
WI)porn-2-eH-1-oHa uMeeT pasmep 9actull Diy; 097 300,5 MUKPOH, ¥ MPU 3TOM KOMIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1IT)aMUHO )-2-MeTHIITUTNIEPUANH- | -iT)npomn-2-eH- 1 -oHa, U olrmmee
KOJINYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpanerus npu 0-30°C/otHOCHTENnBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TO/1a.

B npyroM BOIUIOIIEHHHM HACTOSLIETO HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS

KOMIIO3HIIMSI ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
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79,13-81,13 wMr  napa-tonyoncyiabdonatHoit comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-o1a,  20,27-22.27 wr
MUKPOKPUCTAJUIMYECKON Leunono3el, 20,27-22,27 Mr mMoHoruapara jaaktosbl, 3,50-4,50 mr
KpocnoBuaoHa u 6,17-7,17 mr rauuepun-gudereHara, npuueM Hapa-ToNyoNcyib(hoHaTHas
COJIb 1-((2S,5R)-5-((7TH-ttupposno[ 2,3-dJnupumunuH-4-1i)aMUHO )-2-MeTHIITU e pUANH- | -
wn)npon-2-eH-1-oHa umeeT pasmep 4actull Dyy; 09] 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wmum  Menee aummepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMUINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB Pa3JioskeHus cocraisier 1,2% (Macc./Macc.) min MeHee.

B gpyroM BOIUIOIIEHMHM HACTOSIIETO MW300pETEeHHs] MpeUIokeHa CTaOWIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammast
79,13-81,13 wmr  napa-tonyoncyiabdonataoii comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-o1a,  20,27-22.27 wr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr moHoruapara JakTosbl, 3,50-4,50 mr
kpocrioBuaoHa u 6,17-7,17 Mr riuuepun-guOereHara, mpuueM Hapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3-d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
Wn)nporn-2-eH-1-oHa umeet pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HMLIUS
cogepxxutr  0,7% (macc/macc.) wunu  Menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMunnH-4-1I1)aMUHO)-2-MeTUIIHNIEPUANH- | -uin)npon-2-eH- 1-oHa, u obiee
KOJIMYECTBO MPONYKTOB pasyioxkeHust cocrasysier 1,2% (Mmacc./mMacc.) MIM MeHee Iocie
xpanenust pu 0-60°C/oTHOocuTenpHOI BiraxkHocTH 10-40% B TeueHue nmo MeHbInei mepe 28
CYTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIErO W300peTeHHs] MpeIokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepkammas
79,13-81,13 wmr  napa-tonyoncyiabdonaraoii  comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-ova,  20,27-22.27  wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr mMoHoruapara JakTosbl, 3,50-4,50 mr
KkpocrioBuaoHa u 6,17-7,17 Mr rnuuepun-auOereHara, mpuueM Hapa-TONyOoNICyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
WI)nporn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0.9) 300,5 MUKPOH, ¥ MPH 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc./macc.) wmmum  Menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMunnH-4-1I1)aMHUHO)-2-MeTHIITATNIEPUANH- | -un)npomn-2-eH- 1-oHa, U olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiaM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTEnpHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
79,13-81,13 mr  napa-tonyoncyiabponatHor  comu  1-((2S,5R)-5-((7H-mppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHINUNIEPUANH- | -un)npon-2-eH-1-ona,  20,27-22.27  wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 20,27-22,27 Mr MoHoruapara JakTosbl, 3,50-4,50 mr
kpocroBuaoHa u 6,17-7,17 Mr rnuuepui-guOereHara, mpuYeM Hapa-TONyOICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
WwI)nporn-2-eH-1-oHa uMeeT pasmep 9actull Dyy; 09; 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wimm wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U olrmee
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneruss npu 0-30°C/oTHOCHTENBHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B gpyroM BOIUIOIIEHHHM HACTOSIIEr0 W300pETEHHs] MpeIokeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMeIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas
80,128 mr napa-tonyoncynbponarnoi conu 1-((2S,5R)-5-((7H-nuppono[2,3-d]mupumunus-
4-11)aMHIHO)-2-MeTHIITUIIEPUANH- | -1)pon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITNYECKON
LEJUTI0J103bl, 21,269 Mr moHoruapaTa gakTo3sl, 4,000 Mr kpocnoBUAOHA U 6,667 MT IIULEpUII-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppoio[2,3-
d]mupuMHINH-4-1IT1)aMUHO )-2-MEeTHIINUNIEPUANH- | -un)npon-2-eH-1-oHa ~ uMeeTr  pa3mep
yactul Dyy; 0,9) 300,5 MuUKpOH, U mpu 3TOM KoMnoszuuusi conepxkur 0,7% (macc./macc.) wim
MeHee auMepa 1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -um)pon-2-eH-1-0Ha, W o0Iee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUSI
cocrasysiet 1,2% (Macc./macc.) win MeHee.

B napyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeUIoKeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHBIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammast
80,128 mr napa-tonyoncynbponatHoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-n1)aMHIHO )-2-MeTHIITUIEePUANH- | -iun)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKPHCTAITHUECKON
LEeJUT0J103b1, 21,269 Mr moHOoruapara jgaktossl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nuOereHara, mnpuueM napa-tonyosncynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-

d]mupumMuIH-4-11)aMHUHO)-2-MEeTHIINUNIEPUANH- | -mn)npon-2-eH-1-0Ha ~ UMeeTr  pa3mep



94

gactul] Dyy; 0,9) 300,5 MukpoH, 1 mpu 3ToM komnozuuus coxepxkur 0,7% (macc./macc.) wu
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMunH-4-11)aMUHO ) -2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBiser 1,2% (macc./macc.) uiam MeHee mocie XpaHeHus npu 0-60°C/OTHOCHTENBHOM
BiaxxHocT 10-40% B TedeHue 1o MeHblel Mepe 28 CyTok.

B gapyroM BOIUIOIIEHHHM HACTOSIIIEr0 HW300peTeHHs] TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
80,128 mr napa-tonyoncynbponarnoi conu 1-((2S,5R)-5-((7H-muppono[2,3-d|mupumunus-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -in)ipon-2-eH-1-0Ha, 21,269 Mr MUKpOKpPHCTAITHYECKON
LeJUT0J103b1, 21,269 Mr moHoruapara jgakto3sl, 4,000 Mr kpocnoBuaoHa u 6,667 Mr riuuepu-
nuOereHara, mnpuueM napa-tonyoincynbponatHas conb  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHINH-4-1T1)aMHUHO)-2-MEeTHIINUTNIEPUANH- | -lT)npon-2-eH-1-0Ha ~ UMeeTr  pa3mep
gacTul Dyy; 0,97 300,5 MuKpoH, 1 mpu 3ToM KoMnozuuus conepxkur 0,7% (macc./macc.) wum
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-1I1)aMUHO ) -2 -
METUJINHIIEPUANH- | -um)pon-2-eH-1-oHa, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiaxkHocTu 10-75% B TeueHHE MO MEHbIIEH Mepe ECTH MECSILIEB.

B npyroM BOIUIOIIEHHH HACTOSILIErO HW300pETEHUs IpeIoKeHa CTaOMIIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
80,128 mr napa-tonyoncynsdponatroi comu 1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumunus-
4-W)1)aMHHO )-2-MeTHIITUIePUINH- | -11)pon-2-eH-1-0Ha, 21,269 Mr MUKPOKpPHCTALITHUECKOM
LeJUT0J103b1, 21,269 Mr moHOoTrUpata jJakto3bl, 4,000 Mr kpocnoBuaoHa U 6,667 Mr riuuepu-
nubereHara, mnpuueM napa-tonyosicynbponatHas conab  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUIUH-4-1IT1)aMUHO)-2-MEeTHIIUNIEPUANH- | -WT)npon-2-eH-1-0oHa ~ uMeeTr  pa3mep
gacTul Dyy; 0,97 300,5 MuKpOH, U mipu 3ToM KoMnoszuuusi coxepxkur 0,7% (macc./macc.) wim
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) mnu MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BOmiomeHny HaCTOSIIEro H300peTeHus PEAJIO’KeHa CTabrIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kraas 158,26-162,26 mMr  napa-
tonyoscyiabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-

METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 ML MHUKPOKPHUCTAIIUYECKOU
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ueuroiossl, 40,54-44,54 mr monorunpara jaktossl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rimuepui-guderenarta, mpu 3ToM kommo3uuus copepxur 0,7% (macc./macc.) win
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO )-2-
METWINUNEPUAH- 1 -im)pon-2-eH-1-oHa, ¥ o0Iee KOJMYECTBO MPOAYKTOB Pa3JIOKEHHs
cocraBysiet 1,2% (Macc./macc.) uim MeHee.

B npyrom BOMIOLIEHUH HACTOSIIIErO H300pEeTEeHUs IPEANIOKeHa CTabrIbHas TabieTKa
C  HEMEMJIEHHBIM  BBICBOOOKIECHUEM, cozepralas 158,26-162,26 mr  napa-
tonyoscyibponaTtHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-oHa, 40,54-44,54 Ml  MHUKPOKPHUCTAINYECKOU
nesurosio3sl, 40,54-44,54 mr moHorunpara jakto3bl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rmuepui-audereHata, mpu 3ToM kommosuuus coxep:xur 0,7% (macc./mace.) wuiu
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) unm MeHee mocie xpaHeHus npu 0-60°C/oTHocuTenbHON
BiaxkHoCcTU 10-40% B TedyeHUe MO MeHblIel Mepe 28 CyTOK.

B npyrom BomjiomeHny HacTOSIIEro H300peTeHus peasioskeHa cTabuiIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepaKalnas 158,26-162,26 mMr  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- 1 -un)npon-2-eH-1-oHa, 40,54-44,54 MI  MHUKPOKPHUCTAIIMYECKOU
nenonossl, 40,54-44,54 mr monoruapara jaktosbl, 7,00-9,00 mr kpocrnoBugoHa u 12,33-
14,33 mr rimuepun-gudereHara, mpu 5ToM Komnosunus copepxkut 0,7% (macc./macc.) win
MeHee nuMepa 1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -uT)pon-2-eH-1-0Ha, U o0Ilee KOJIUYECTBO MPOAYKTOB PA3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mnocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHoCcTU 10-75% B TeUeHHE MO MEHbIIEH Mepe MECTH MECSIIEB.

B npyrom BOMIOIIEHUN HACTOSIIErO H300pEeTEeHUs NPEAJIOKeHa CTa0MIIbHAsT TabeTKa
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kramas 158,26-162,26 mMr  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIINYECKOU
uesmoio3sl, 40,54-44,54 mr moHoruapara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rimuepui-guOerenata, mpu 3ToM kommo3uuus copepxur 0,7% (macc./mace.) wim
MeHee auMepa 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d|mupumMuanH-4-11)aMUHO )-2-

METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
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coctaBnsier 1,2% (macc./macc.) unmu MeHee mocie xpaHeHus npu 0-30°C/oTHocutenbHON
BiakHOCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BomiomeHnn HacTOSIIEro H300peTeHus peasIoskeHa cTabuiIbHast TabneTka
C  HEeMeUIeHHbIM  BbICBOOOXeHHWeM,  comepxamas — 159,26-161,26  wmr  napa-
TosyodacynsdpoHatHoi comu  1-((2S,5R)-5-((7H-nuppono[2,3-d Jnupumunus-4-min)aMuHO)-2-
METHINUNEPUIUH- 1 -uim)nporn-2-eH-1-oHa, 41,54-43,54 Ml MUKPOKPUCTAIINYECKOU
uesmosio3sl, 41,54-43,54 mr moHorunpara jaktosbl, 7,50-8,50 mr kpocnoBunoHa u 12,83-
13,83 mr rmuepui-audereHarta, mpu 3ToM kommosuuus comepxur 0,7% (macc./mace.) wuiu
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUIHIIEPUANH- | -uT)ripon-2-eH-1-0Ha, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUS
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B npyrom BOIMJIOIIEHUN HACTOSIIErO H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepsramas 159,26-161,26 mr  napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 Ml  MHUKPOKPHUCTAIIUYECKOU
nesuroio3sl, 41,54-43,54 mr monoruapara jaktossl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr rimuepwi-guderenarta, mpu 3tToM kommo3uuus copepxur 0,7% (macc./mace.) wim
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMunH-4-11)aMUHO ))-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBisier 1,2% (macc./macc.) uiam MeHee mocie XpaHeHus npu 0-60°C/OTHOCHTENBHOM
BiaxxHocT 10-40% B TedeHue 1o MeHbluel Mepe 28 CyTok.

B npyrom BOIMJIOLIEHUH HACTOSIIIErO H300peTeHUs PEAJIOKeHa CTabrIbHas TabieTKa
C  HEMEMIEHHBIM  BBICBOOOKIECHUEM, cozepralas 159,26-161,26 mr  napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUJINHIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 Ml  MHUKPOKPHUCTAIINYECKOU
nesurosio3sbl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr rmuepui-audereHata, mpu 3ToM kommosunus coxepxkur 0,7% (macc./mace.) wiu
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-1I1)aMUHO ) -2 -
METUJINHIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) unm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiakHoCTU 10-75% B TeUeHHE MO MEHbIIEH Mepe ECTH MECSIIEB.

B npyrom BomiiomeHny HacTOSIIEro H300peTeHus peasioskeHa cTabuiIbHast TabneTka

C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepKalas 159,26-161,26  mMr  napa-



97

tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METUJINUIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 ML MHUKPOKPHUCTAIIUYECKOU
ne/uroio3sl, 41,54-43,54 mr monoruapara jaxktosbl, 7,50-8 50 mr kpocnosunoHa u 12,83-
13,83 mr rmuepui-gubereHara, npu 3ToM kommosuuus copepskut 0,7% (macc./macc.) win
MeHee numepa 1-((2S,5R)-5-((7TH-ntuppomno| 2,3 -d | mupumuans-4-uia)aMuHO)-2-
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0lee KOJUYECTBO MPOAYKTOB Pa3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wim MeHee mnocie xpaHenus npu 0-30°C/oTHocUTENBHON
BiaxHoCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAsT TabeTKa
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 mr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7TH-muppo:no[ 2,3 -d JnupuMunuH-4-1i1)aMuHO ) -2-METHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH uemtono3el, 42,539 wmr
MOHOTHIpaTa JakTo3bl, 8,000 mr kpocnoBuaoHa u 13,333 Mr ruuepui-nuOereHara, mpu 3TOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO1ee KOJIMYeCTBO MPOAYKTOB pasioskeHust cocraisieT 1,2% (Macc./mMacc.) uiin MeHee.

B npyrom BomjiomeHnr HacTOSIIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEIUIEHHbIM BBICBOOOXKIEHMEM, conepskamas 160,256 mr napa-Tonyoncyinb(pOoHATHON
conu 1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumMu ArH-4-111)aMIHO ) -2 -Me THIITUTIEPU U H- 1 -
wimnporn-2-eH-1-ona, 42,539 Mr MHKPOKPUCTAIIMUECKON weunosiosbl, 42,539 wmr
MOHOTHpaTta JakTo3bl, 8,000 Mr kpocroBuaoHa 1 13,333 Mr runepui-guOereHara, mpu 3ToM
komnozummst  comepxkut 0,7% (macc./macc.) wniu Mmenee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1T)pon-2-eH- 1 -oHa, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (mMacc./mMace.) uim MeHee 1mociie
xpanenus npu 0-60°C/otHocuTenpHOl BraxkHoctu 10-40% B TeyeHue no MeHbluel mepe 28
CYTOK.

B npyrom BOIMJIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAs TabieTKa
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 Mmr napa-tonyoncyib(pOHATHON
colu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH wemtono3el, 42,539 wr
MOHOTHIparta JakTo3bl, 8,000 mr kpocmoBuaoHa u 13,333 Mr rimuepui-nuOereHara, mpu STOM
komno3unmst  comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d jmupumMuanH-4-1n)aMuHO)-2-MeTUITUIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
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oOI1ee KOJIMYeCTBO MPONYKTOB pasyioskeHust cocrapisieT 1,2% (mMacc./mMace.) wii MeHee 1mociie
xpanenus npu 0-30°C/orHOcuTenbHON BiakHOCTH 10-75% B TeueHHe Mo MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMEeMJICHHBIM BbICBOOOXKAEHUeM, conepxkamas 160,256 mr napa-tomyoncynbhOHATHOH
coJu 1-((2S,5R)-5-((7TH-muppo:o[ 2,3 -d jnupuMunuH-4-1i1)aMHUHO )-2-MeTUIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MHUKPOKPUCTAJUIMYECKOH Uetono3br, 42,539  wmr
MOHOTHIpaTa JakTo3bl, 8,000 Mr kpocnoBuaoHa u 13,333 Mr ruuepui-nuOereHara, mpu 3TOM
xomno3urmst - comepxkut 0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i1)aMUHO ))-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
o0I1ee KOJTMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (Macc./mMace.) wim MeHee 1mociie
xpaneruss npu 0-30°C/otHOcHTENnpHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyrom BOIUIOIIEHNH HACTOSIIETO M300pETEHHsI peaio’keHa cTabuibHast TabieTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kramas 158,26-162,26 mMr  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nmmppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIIUYECKOU
ueuroio3sl, 40,54-44,54 mr monoruapara jaktossl, 7,00-9,00 mr kpocnosunoHa u 12,33-
14,33 mr riuuepui-guberenara, npudeM napa-ronyoincynbponaraas conb 1-((2S,5R)-5-((7H-
nuppodo|2,3-dmupumuauH-4-1)aMUHO)-2-MeTHIIITUITEPUANH- | -uiT)Tpon-2-eH- 1 -oHa
SIBJISIETCSI HEM3MEJIbYEHHOH, 1 P 5TOM KoMro3unus conepxut 0,7% (macc./mMacc.) nim MeHee
aumepa  1-((2S,5R)-5-((7H-nupposo| 2,3-d jnupumMu guH-4-11 )aMIUHO ) -2 -Me THIITUTIEpU I H- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO TNPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) uim MeHee.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs IPEAJIOKeHa CTabrIbHAs TabeTKa
C  HEMEMIEHHBIM  BBICBOOOKICHUEM, cozep:raas 158,26-162,26 mMr  napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIINYECKOU
ueuroiossl, 40,54-44,54 mr moHorunpara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rauuepun-quderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupuMuaH-4-1in)aMuHO)-2-MeTHIITUIEPUANH- | -1 ) ipon-2-eH- 1 -oHa
SIBJISIETCSl HOM3MEJIbYSHHO!, U IPU 3TOM KoMno3unust conepkut 0,7% (Macc./Macc.) uiu MeHee

mumepa  1-((2S,5R)-5-((7H-nimppoio| 2,3-d jnupumu grH-4-11 )aMIHO ) -2 -Me THIITUTIE U H- | -
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wi)nporn-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
(macc./macc.) i Menee nocie xpanenust pu 0-60°C/otHocuTenbHol Biaknoctu 10-40% B
TEUEHHE N0 MEHBIIENH Mepe 28 CyTOK.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C  HEeMeUIeHHbIM  BbICBOOOXIeHHWeM,  coxepxamas — 158,26-162,26 wmr  napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d JnupumunuH-4-uin)aMuHO)-2-
METUJIHIIEPUANH- | -ui1)npon-2-eH- 1-oHa, 40,54-44,54 Ml MHUKPOKPUCTAINYECKOU
nesurosiossl, 40,54-44,54 mr moHorunpara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rauuepun-quderenata, npudeM #apa-TosyoncyisponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupuMuaiH-4-1i1)aMUHO )-2-MeTHIITUIEPUANH- | -1T)iporn-2-eH- 1 -oHa
SIBJISIETCS] HEM3MENIbYSHHO!, U IPU 3TOM KoMmo3unus conep:kut 0,7% (Macc./Macc.) uiu MeHee
aumepa  1-((2S,5R)-5-((7H-nimppoio| 2,3-d jnupumu quH-4-11 )aMIHO ) -2 -Me THIITUTIEpU T H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) wm menee nocie xpanenust mpu 0-30°C/otHocuTenbHOM BiakHoct 10-75% B
TEYEHHUE 110 MEHBIIEH Mepe LIeCTH MECSLIEB.

B npyrom BomiomeHny HaCTOSIIEro H300PETeHNs PeAsIOskeHa CTabniIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepaKalnas 158,26-162,26 mMr  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- 1 -un)npon-2-eH-1-oHa, 40,54-44,54 MI  MHUKPOKPHUCTAIIMYECKOU
uesutoso3sbl, 40,54-44,54 mMr moHoruapara jaktosbl, 7,00-9,00 mr kpocrnoBunoHa u 12,33-
14,33 mr rauuepui-qudereHata, npudeM Hapa-TonyoncyisponatHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUIEPUANH- | -1 )Ipon-2-eH- 1 -oHa
SIBJISIETCS] HEM3MEJIbYEHHO!, U MPU 3TOM KoMmo3unus coaep:kut 0,7% (Macc./Macc.) uiiu MeHee
aumepa  1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumMu guH-4-11 )aMIHO ) -2 -Me THIITUTIEpU U H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/oTHocuTenbHOM BiaxkHoct 10-65% B
TEUEHHUE MO MEHBIIEH Mepe OJHOTO roja.

B npyrom BOIUIOIIEHNH HACTOSIIETO H300PETEHHsI TPeAio’keHa cTabuibHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kramas 159,26-161,26 mr  napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 Ml  MHUKPOKPHCTAIIUYECKOU
nesuroio3sl, 41,54-43,54 mr monorunpara jaktossl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-

13,83 mr rauuepun-guderenara, npudeM #apa-TonyoncyisponarHas coib 1-((2S,5R)-5-((7H-
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nupposo| 2,3 -d JmupumMuaH-4-1n)aMuHO)-2-MeTUITUIIEPUANH- | -1T)ipon-2-eH- 1 -oHa
SIBJIIETCS] HOM3MEJIbYEHHOH, U IPU 3TOM KoMno3unus conaepkut 0,7% (mMacc./Macc.) uiu MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumuans-4-1m)aMUHO )-2-MeTUIIITUITEpUIUH- | -
wn)npon-2-eH-1-oHa, u oOInee KOJIMYECTBO MPOAYKTOB pas3jioskeHus coctasisier 1,2%
(Macc./macc.) unu MeHee.

B npyrom BOMJIOLIEHUH HACTOSIIIErO H300pEeTEeHUs PEANIOJKeHa CTabriIbHas TabieTKa
C  HEMEMJIEHHBIM  BBICBOOOKIEHUEM, cozepralas 159,26-161,26 mr  napa-
tonyoscyibponaTtHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-oHa, 41,54-43,54 Ml  MHUKPOKPHUCTAINYECKOU
nesuroio3sbl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr ranuepun-quderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupuMuaH-4-1i)aMUHO )-2-MeTHIITUIIEPUANH- | -1T)iporn-2-eH- 1 -oHa
SIBJISIETCS. HEM3MENIbYSHHO!, U IPU 3TOM KoMmo3unus conep:kut 0,7% (Macc./Macc.) uiiu MeHee
aumepa  1-((2S,5R)-5-((7H-nimppoio| 2,3-d jmupumu guH-4-11 )aMIHO ) -2 -Me THIITUTIEpU T H- | -
wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisier 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-60°C/otHocuTenbHol Biaknoctu 10-40% B
TEUEHHE MO MEHBLIENH Mepe 28 CYTOK.

B npyrom BomjiomeHnn HacTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C  HEMEIJIEHHbIM  BBICBOOOKIEHHEM, cozepKalnas 159,26-161,26  mMr  napa-
TojayosacynspoHatHoi comu 1-((2S,5R)-5-((7H-nuppono[2,3-d Jnupumunus-4-mi)aMuHO)-2-
METHINUNepuauH-1-un)npon-2-eH-1-ona,  41,54-43,54 ~Mr  MUKpPOKPHUCTAJUIMYECKOU
nesutosio3sl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8,50 mr kpocnoBunoHa u 12,83-
13,83 mr rauuepun-quderenata, mpudeM #apa-TonyoncyisponarHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUIEPUANH- | -11)ipon-2-eH- 1 -oHa
SIBJISIETCS] HEM3MEJIbYEHHO!, U IPU 3TOM KoMmo3unus conep:kut 0,7% (Macc./Macc.) uiiu MeHee
aumepa  1-((2S,5R)-5-((7H-niuppoio| 2,3-d jnupumu quH-4-11 )aMIHO ) -2 -Me THIITUTIEpU U H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHoOl BiakHoct 10-75% B
TEYEHHUE 110 MEHBIIEH Mepe LIeCTH MECALEB.

B npyrom BOmIomeHnn HaCTOSIIEro H300PETeHNs PEAJIO’KeHa CTabrIbHast TabneTKa
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kraas 159,26-161,26  mr  napa-
tonyoscyiabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-

METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 ML MHUKPOKPHUCTAIIUYECKOU
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nesuroio3sl, 41,54-43,54 mr monoruapara jaktossl, 7,50-8 50 mr kpocnoBunoHa u 12,83-
13,83 mr rauuepun-guderenarta, npudeM #apa-TonyoncyiasponarHas coib 1-((2S,5R)-5-((7H-
nupposno| 2,3 -d JmupumMuaH-4-ui)aMuHO)-2-MeTUITUIIEPUANH- | -1 )ipon-2-eH- 1 -oHa
SIBJISIETCS HEU3MEJIbUEHHOM!, U IPU STOM KoMmo3uuusi conep:kut 0,7% (macc./macc.) unu MeHee
aumepa  1-((2S,5R)-5-((7H-nupposno[ 2,3-dJnupumunnH-4-min)aMuHO)-2-MeTHIITH e pUIUH- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO NPOAYKTOB pasjioxeHus cocrapisieT 1,2%
(macc./macc.) mu Menee nocie xpanenust pu 0-30°C/oTHocuTenbHOMN BaakHocTH 10-65% B
TEUEHHUE MO MEHBILIEH Mepe OJTHOTO roja.

B npyrom BOIUIOIIEHNH HACTOSIIETO M300pETEHHs peaiokeHa crabuibHast TabieTka
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 mr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7TH-muppo:no[ 2,3 -d JnupuMunuH-4-1i1)aMuHO ) -2-METHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH uemtono3el, 42,539 wmr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 Mr rmuepui-guOereHara, npuiemM
napa-TonyoncynbhOHaTHAS COJlb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunns-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUINH- | -1T)ITpon-2-eH-1-0Ha SBISsIeTCs] HEW3MEJbUEHHOH, W TpHU
3ToM Kommo3uiusi comepxkut 0,7% (macc./macc.) mnn menee aumepa 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i)aMuHO)-2-MeTUITUIIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oO1ee KOJIMIeCTBO MPOAYKTOB pasiioskeHust cocrasisieT 1,2% (Macc./macc.) uiin MeHee.

B npyrom BOMJIOIIEHHH HACTOALIErO N300peTeHNs peiioxkeHa crabuibHas TabieTka
C HEMEeMJICHHBIM BbICBOOOXKAEHUeM, conepxamas 160,256 mr napa-tomyoncynb(OHATHOM
conu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH UeTroso3br, 42,539  wmr
MoHoruzpara JakTo3bl, 8,000 mr kpocroBunona u 13,333 mr rimuepun-gudereHara, npuiemMm
napa-ToyoncynbGhOHaTHAS COJlb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunus-4-
WJT)aMHHO)-2-MEeTUJITUIIEPUINH- | -WT)[Tpon-2-eH-1-0OHa  SIBISIeTCS] HEW3MEJbUeHHOH, W TpHU
3ToM Kommo3uiusi comepkut 0,7% (macc./macc.) min menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d jmupumMuaH-4-1i)aMuHO ))-2-MeTHIITUNIEPUANH- | -1uT)pon-2-eH- 1 -0Ha, u
oOI1ee KOJTMYeCTBO MPONYKTOB pasyioskeHus coctapisieT 1,2% (Macc./Mace.) wim MeHee 1mociie
xpanenus: ipu 0-60°C/oTHocuTenbHON BiaxkHOCTH 10-40% B TeueHue mo MeHbIned mepe 28
CYTOK.

B npyrom BomsiomeHny HacTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C HEMEIUICHHbIM BBICBOOOXKIEHHMEM, conepskamas 160,256 mr napa-tonyoncyibpOHATHON

conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH uemmono3el, 42,539 wr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 mr rmuepui-guOereHara, npuiemM
napa-TonyosncynbpoHaTHAS COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d Jnupumunus-4-
WJ1)aMHHO)-2-METUIIUIIEPUINH- | -UT)ITpon-2-eH-1-0Ha SABJISIETCS HEW3MEJIbUEHHOH, U IpHU
sToM Kommosuiusi copepxkut 0,7% (macc./macc.) wnu menee aumepa 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTUITUNEPUANH- | -11)pon-2-eH- 1 -0Ha, u
oOI1ee KOJMYeCTBO MPONYKTOB pasyioskeHust coctapisieT 1,2% (mMacc./mMace.) Wi MeHee 1mociie
xpanenusi npu 0-30°C/oTHocutenpHON BrnaxkHocTH 10-75% B TeyeHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BoOmIomeHnn HaCTOSIIEro H300peTeHus PEAJIO’KeHa CTabrIbHast TabieTKa
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 Mmr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7TH-nimppoio| 2,3-d jnupumMu guH-4-11 )aMIHO ) -2 -Me THIITUTIEPU T H- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MHUKPOKPHUCTAJUIMYECKOH wemtono3el, 42,539 wmr
MoHoruzpara nakTo3sl, 8,000 mr kpocrioBuznona u 13,333 mMr rmuepui-guOereHara, npuiemM
napa-TonyoncynbpoHaTHAS COJlb 1-((2S,5R)-5-((7TH-nuppomnol[ 2,3-d Jmupumunns-4-
WJT)aMHHO)-2-MEeTUIIUIIEPUINH- | -UT)ITpon-2-eH-1-0Ha SBJIsIeTCS HEW3MEJNbUEHHOH, U TpHU
3ToM Kommo3uiusi copepxxut 0,7% (macc./macc.) mnun menee aumepa 1-((2S,5R)-5-((7H-
nupposno| 2,3 -d JmupumMuanH-4-1n)aMuHO)-2-MeTUITUIIEPUANH- | -1 )Ipon-2-eH- 1 -0Ha, u
o011ee KOJIMUECTBO MPOAYKTOB pas3sioskeHus cocrasiser 1,2% (Macc./mMacc.) Uil MeHee 1oce
xpaneHuss npu 0-30°C/oTHOCUTENBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rofia.

B npyrom BomiomeHn: HACTOSIIEro H300peTeHus MpeayIoskeHa CTa0IbHas Ta0neTKa
C  HEMEMIEHHBIM  BBICBOOOKIECHUEM, cozepralas 158,26-162,26 mr  napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUJINHIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIINYECKOU
nesurosio3sl, 40,54-44,54 mr monorunpara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr ranuepun-quderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupuMuanH-4-1i1)aMUHO ))-2-MeTHIIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pa3mep yactull Dy, 0,9] 290 MUKpOH, ipu 3TOM KoMmo3unmst copepxut 0,7% (macc./macce.) nunu
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUS

cocraBysiet 1,2% (Macc./macc.) win MeHee.
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B npyrom BomiiomeHny HaCTOSIIEro H300peTeHus peAsIoskeHa cTabuiIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepKkalnas 158,26-162,26 mMr  napa-
tonyoscyiabponaTHol comu 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-uin)aMuHO)-2-
METUINUIepUAnH-1-unnpon-2-eu-1-ona,  40,54-44,54 ~Mr  MHUKpPOKPUCTAJUTMYECKOMN
uesutoso3sbl, 40,54-44.54 mMr monoruapara jaktosbl, 7,00-9,00 mr kpocrnoBugoHa u 12,33-
14,33 mr rauuepui-qudereHata, mpudeM Hapa-TonyoncyibponatHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JnupumMuanH-4-1i1)aMUHO )-2-MeTHIITUNEPUAUH- | -1uT)porn-2-eH-1-0Ha  uMeeT
pa3mep yactul Dy, 0,9] 290 MUKPOH, pu 3TOM KoMmo3uLmst coaep:xut 0,7% (macc./macc.) nnm
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUIHIIEPUANH- | -uT)ripon-2-eH-1-0Ha, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unm MeHee mocie xpaHeHus npu 0-60°C/oTHocuTEnbHON
BiaxxHocTU 10-40% B TeyeHUe o MeHblell Mepe 28 CyTOK.

B npyrom BOMmIOmEeHNN HACTOSIIIEro H300pEeTEeHUs PEANIO’KeHa CTabrIbHast TabneTka
C  HEMENJIEHHBIM  BBICBOOOKICHUEM, cozep:Kramas 158,26-162,26 mr  napa-
tonyosicynbponaTHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 ML  MHUKPOKPHUCTAIIMYECKOU
ueuroio3sl, 40,54-44,54 mr monoruapara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr ranuepun-gudereHarta, npudeM #apa-TonyoncyiasponarHas coib 1-((2S,5R)-5-((7H-
nupposno|2,3-d JmupumMuanH-4-1i)aMuHO)-2-MeTHIITUNEPUANH- | -1 )pon-2-eH-1-0Ha  uMeeT
pasmep gactur Dyy: 0,91 290 MukpoH, npu 3ToM koMmnozuuust cogaepxxut 0,7% (macc./macc.) unu
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmupposno[ 2,3-dJnupumunuH-4-uin)aMuHO)-2-
METUJIHIIEPUINH- | -uT)pon-2-eH-1-0Ha, U o0lee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mnocie xpaHenus npu 0-30°C/oTHocUTENBHON
BiakHocTu 10-75% B TeyeHHE MO MEHbIIEH Mepe MECTH MECSIIEB.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs IPEAJIOKeHa CTabrIbHAs TabeTKa
C  HEMEMIEHHBIM  BBICBOOOKICHUEM, cozep:raas 158,26-162,26 mMr  napa-
tonyoscyibponatHor comu  1-((2S,5R)-5-((7TH-nmuppono| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIINYECKOU
ueuroiossl, 40,54-44,54 mr moHorunpara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rauuepun-quderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuaH-4-1i)aMUuHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pa3mep yactull Dy, 0,9) 290 MUKPOH, pu 3TOM KoMno3unusi coaepxut 0,7% (macc./macce.) unu

MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO ) -2-
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METUJIHUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-30°C/oTHocutenbHON
BiaxHOCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BOIMJIOIIEHHH HACTOSIIETO N300peTeHns pesioxkeHa crabunbHas TabieTka
C  HEeMeUIeHHbIM  BbICBOOOXEeHHWeM,  comepxamas — 159,26-161,26  wmr  napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d JnupumunuH-4-uin)aMuHO)-2-
METUJIHIIEPUANH- | -ui1)npon-2-eH- 1-oHa, 41,54-43,54 Ml MHUKPOKPUCTAINYECKOU
uesuroiossl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8,50 mr kpocnoBunoHa u 12,83-
13,83 mr rauuepun-quderenarta, mpudeM #apa-TosyoscyisponarHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuanH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  uMeeT
pasmep yactull Dy, 0,9] 290 MUKPOH, pH 3TOM KOoMIo3uLus coaepxut 0,7% (macc./macce.) nnm
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus PeAJIOskeHa CTabriIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kralas 159,26-161,26  mMr  napa-
tonyoscyabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 MI  MHUKPOKPHUCTAIIMYECKOU
neuroio3sl, 41,54-43,54 mr monoruapara jaktossl, 7,50-8,50 mr kpocnosunoHa u 12,83-
13,83 mr riuuepuin-guberenaTa, npudeM napa-ronyoincynbdonaraas conb 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUIITUNEPUAUH- | -1T)porn-2-eH-1-0Ha  uMeeT
pa3mep dactuil Dyy: 0,91 290 MUKPOH, MPH 3TOM KOMITO3uLus coaep:kut 0,7% (Macc./macc.) uiu
MeHee nuMepa 1-((2S,5R)-5-((7H-ntuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0Iee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocraBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-60°C/oTHocuTenpbHON
BiaxkHocTU 10-40% B TedyeHue 1o MeHblueil Mepe 28 CyTOK.

B npyrom BOIMJIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAs TabieTKa
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepramas 159,26-161,26  mMr  napa-
tonyoscynbponaTHor comu  1-((2S,5R)-5-((7TH-nmuppomno| 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 Ml  MHUKPOKPHUCTAINYECKOU
nesuroio3sl, 41,54-43,54 mr moHorunpara jaktossl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr ranuepun-guderenarta, npudeM #apa-TonyoncyisponarHas coib 1-((2S,5R)-5-((7H-

nupposo| 2,3 -d JmupumuanH-4-1i)aMuHO)-2-MeTHIINTUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
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pa3mep yactull Dyy: 0,9] 290 MEKpPOH, mpu 5TOM KoMmo3uuust coaep:kut 0,7% (Macc./macc.) uiu
MeHee auMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMunH-4-11)aMUHO ) -2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBiser 1,2% (macc./macc.) uiam MeHee mocie xpaHeHus npu 0-30°C/oTHOCHTENBHOM
Bi1axxHOCTH 10-75% B TeueHue 1o MeHbllel Mepe LIeCTH MeCsLEB.

B npyrom BOMmJIOLIEHUH HACTOSIIIErO W300peTeHNUs PEAJIOKeHa CTabriIbHas TabieTKa
C  HEMEMJIEHHBIM  BBICBOOOKIECHUEM, cozepralas 159,26-161,26 mr  napa-
tonyoscyibponaTtHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1in)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-oHa, 41,54-43,54 Ml  MHUKPOKPHUCTAINYECKOU
nesuroio3sbl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr ranuepun-quderenata, mpudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMUHO )-2-MeTHIIITUNEPUANH- | -1T)pon-2-eH-1-0Ha  nMeeT
pa3mep yactull Dyy: 0,91 290 MUKPOH, MPH 3TOM KoMIo3uLus coaep:kut 0,7% (Macc./macc.) uiu
MeHee nuMepa 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupumMuinH-4-1I1)aMUHO ) -2 -
METUJINHIIEPUANH- | -um)pon-2-eH-1-oHa, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B TeUeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B npyrom BomiomeHny HacTOSIIEro n300peTeHus peasioskeHa cTabuiIbHast TabneTka
C HEMEMJICHHBIM BbICBOOOXKAEHUeM, conepxammas 160,256 mr napa-tomyoncynb(OHATHOI
conu 1-((2S,5R)-5-((7TH-ttuppo:o[ 2,3 -djnupuMunuH-4-1i1 )aMHUHO ) -2 -MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MHUKPOKPUCTAJUIMYECKOH UeIroso3br, 42,539  wr
MoHoruzpara JakTo3bl, 8,000 mr kpocroBunona u 13,333 mr rimuepun-gudereHara, npuuemM
napa-Tonyoacy b OHaTHAS COJlb 1-((2S,5R)-5-((7TH-muppo:no[2,3-d |mupumunns-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -iin)ipon-2-eH-1-oHa umeer pasmep dactul Div, 09 290
MHKPOH, TP 3TOM KOMIO3ULus conepkut 0,7% (Macc./macc.) mim menee numepa 1-((2S,5R)-
5-((7TH-nmuppoino| 2,3-d |mupumMunuH-4-1i1)aMuHO )-2-MeTHIITUTNIEPUANH- | -ut)porn-2-eH- 1 -0Ha,
U o011Iee KOIMYECTBO MPOAYKTOB pa3jioxkeHus cocTaBisier 1,2% (Macc./mMace.) uiu MeHee.

B npyrom BOMIOIIEHUN HACTOSIIIErO H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTKa
C HEMEIUICHHbIM BBICBOOOXKIEHHMEM, conepskamas 160,256 mr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d JnupumMunuH-4-1i1)aMuHO )-2-MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH uemmono3el, 42,539 wmr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 mr rmuepun-guOereHara, npuiemM

napa-TonyosncynbpoHaTHAS COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d Jmupumunus-4-
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WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa uMeer pasmep dacTul Div; 09 290
MHKPOH, IIPU 3TOM KOMIOo3u1us conepkut 0,7% (macc./macc.) nnu menee numepa 1-((2S,5R)-
5-((7TH-nuppomno| 2,3-d | mupumMunuH-4-1i1)aMruHO )-2-MeTHIITUIIEpUANH- | -un)nporn-2-eH- 1-0Ha,
U o0Inee KOJUYECTBO MPOAYKTOB passioskeHHsi coctasisier 1,2% (Macc./macc.) Wi MeHee
nocyie xpanenus npu 0-60°C/otHocurenbHOM BiaxaocTh 10-40% B TeUeHHe 1O MeHbLIel Mepe
28 CcyTOK.

B npyrom BomiomeHnn HaCTOSIIEro H300peTeHus PeAJIolKeHa CTabriIbHast TabieTka
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 Mr napa-tonyoncyibpOHATHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH Uetono3el, 42,539  wmr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 Mr rmuepui-guOereHara, npuiemM
napa-TonyoncynbGhoHaTHAS COJlb 1-((2S,5R)-5-((7TH-nuppomnol[ 2,3-d Jmupumunus-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -iiT)ipon-2-eH-1-0oHa uMmeer pasmep dacTul Div, 09 290
MHKPOH, TIPY 3TOM KoMIo3uius conepkut 0,7% (macc./macc.) mu menee numepa 1-((2S,5R)-
5-((7TH-mmppoino| 2,3-d |mupumMunuH-4-1i1)aMuHO )-2-MeTHIITUIIEpUANH- | -1ut)npon-2-eH- 1 -0Ha,
u oOllnee KOJMYECTBO MPONYKTOB paszjiokeHuss coctavisier 1,2% (mMacc./macc.) Uim MeHee
nocJye xpanerus npu 0-30°C/oTHocuTenbHOM BraxkHocTH 10-75% B TeueHne o MeHbIIei Mepe
IIIECTH MECSILIEB.

B npyrom BOMJIOIIEHHH HACTOALIErO N300peTeHNs peiioxkeHa crabuibHas TabieTka
C HEMEeMJICHHBIM BbICBOOOXKAEHUeM, conepxamas 160,256 mr napa-tomyoncynb(OHATHOM
conu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH UeTroso3br, 42,539  wmr
MoHoruzpara JakTo3bl, 8,000 mr kpocroBunona u 13,333 mr rimuepun-gudereHara, npuiemMm
napa-ToyoncynbGhOHaTHAS COJlb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunus-4-
WJI)aMHHO)-2-MEeTUJIUIIEPUANH- | -iin)ipon-2-eH-1-oHa umeer pasmep dHactun Div, 09 290
MHKPOH, IIPU 3TOM KOMIO3uLus conepkut 0,7% (Macc./macc.) mm menee numepa 1-((2S,5R)-
5-((7TH-nmuppoino| 2,3-d |mupumMunuH-4-1i1)aMuHO )-2-MeTHIITUNIEpUANH- | -1ut)nipon-2-eH- 1 -0Ha,
u ollee KOJIMYECTBO MPONYKTOB paszyiokeHus coctavisier 1,2% (Macc./macc.) Uiu MeHee
nocye xpanerus npu 0-30°C/oTHocuTeNnbHOM BraxkHocTH 10-65% B TeueHHe o MeHbIIEH Mepe
OIHOTO rofa.

B npyrom BomiomeHny HaCTOSIIEro H300peTeHus PEAJIO’keHa CcTabuiIbHast TabneTka
C  HEMEMJIEHHBbIM  BBICBOOOKICHUEM, cozep:Kalas 158,26-162,26 mr  napa-

tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppono|[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
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METUJINHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIIUYECKOU
uesuroio3sl, 40,54-44,54 mr monoruapara jaktossl, 7,00-9,00 mr kpocnosunoHa u 12,33-
14,33 mr rauuepun-gudereHarta, npudeM #apa-ToyoncyiabponarHas coib 1-((2S,5R)-5-((7H-
nuppodo[2,3-d nupumuauH-4-m)aMuHO)-2-MeTHIITUIIEPUANH- | -1T)Ipon-2-eH-1-oHa  MeeT
pasmep vactur Dy 0,09) 300,5 MukpoH, npu 3ToM Kommo3uuusi coaepxxut 0,7% (macc./macc.)
wii  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumMuanH-4-11)aMUuHoO)-2-
METUIHIIEPUINH- | -um)pon-2-eH-1-0Ha, W o0lee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B npyrom BOIIIOIIEHUN HACTOSIIIErO H300pETEHUs PEAJIOKeHa CTabrIbHAsT TabeTKa
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kralas 158,26-162,26 mMr  napa-
tonyoscynbponatHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d JnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIIUYECKOU
uesuroiossl, 40,54-44,54 mr moHorunpara jakto3bl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr rauuepun-quderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMUHO )-2-MeTHIIITUNEPUANH- | -iuT)pon-2-eH-1-0Ha  nMeeT
pasmep yactull Dyy; 09) 300,5 MukpoH, npu 3ToM Kommnozunust coaepxkut 0,7% (macc./macc.)
wim  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumuans-4-1mi)aMuHo)-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOIlIee KOJWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-60°C/oTHocuTenbHOMN
BiaxxHocTH 10-40% B TedeHue 1o MeHblIel Mepe 28 CyTOoK.

B npyrom BOIJIOIIEHHM HACTOALIErO N300pETeHNs pesiokeHa crabuibHas TabieTka
C  HEMEMIEHHBIM  BBICBOOOKIECHUEM, cozepraias 158,26-162,26 mr  napa-
tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d jnupumunuH-4-1in)aMuHO)-2-
METUINHIEPUANH- | -nin)npon-2-eH-1-0Ha, 40,54-44,54 Ml  MHUKPOKPHUCTAIINYECKOU
nesuirosiossl, 40,54-44,54 mr moHorunpara jaktosbl, 7,00-9,00 mr kpocnoBunoHa u 12,33-
14,33 mr ranuepun-quderenata, mpudeM #apa-ToryoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pasmep yactull Dy, 09) 300,5 MukpoH, npu 3ToM Kommosunust copepxut 0,7% (macc./macc.)
wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuans-4-1mi)aMuHO)-2-
METUJIHIIEPUANH- | -um)pon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) mnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON

BiakHOCTU 10-75% B TeUeHHE MO MEHbIIEH Mepe IECTH MECSLIEB.
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B npyrom BomomeHny HacTOSIIEro H300peTeHus peasIoskeHa cTabuiIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozepKkalnas 158,26-162,26 mMr  napa-
tonyoscyiabponaTHol comu 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-uin)aMuHO)-2-
METUINUIepUAnH-1-unnpon-2-eu-1-ona,  40,54-44,54 ~Mr  MHUKpPOKPUCTAJUTMYECKOMN
uesutoso3sbl, 40,54-44.54 mMr monoruapara jaktosbl, 7,00-9,00 mr kpocrnoBugoHa u 12,33-
14,33 mr rauuepui-qudereHata, mpudeM Hapa-TonyoncyibponatHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JnupumMuanH-4-1i1)aMUHO )-2-MeTHIITUNEPUAUH- | -1uT)porn-2-eH-1-0Ha  uMeeT
pa3mep yactull Dyy; 09) 300,5 MukpoH, npu 3ToM kommosunust coaepxkut 0,7% (macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMuHO)-2-
METUIHIIEPUANH- | -uT)ripon-2-eH-1-0Ha, U o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unm MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbIIEH MePe OJTHOTO roja.

B npyrom BOmIomeHnn HaCTOSIIEro H300peTeHUs PeAsIO’keHa CTabrIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kramas 159,26-161,26  mMr  napa-
tonyosicynbponaTHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 ML  MHUKPOKPHUCTAIIMYECKOU
Lesuroio3sl, 41,54-43,54 mr monoruapara jaktossl, 7,50-8,50 mr kpocnoBunoHa u 12,83-
13,83 mr rauuepun-guderenara, npudeM #apa-TonyoncyisponarHas coib 1-((2S,5R)-5-((7H-
nupposno|2,3-d JmupumMuanH-4-1i)aMuHO)-2-MeTHIITUNEPUANH- | -1 )pon-2-eH-1-0Ha  uMeeT
pasmep yactur Dy 0,09) 300,5 MukpoH, npu 3ToM Kommozuuusi coaepxxut 0,7% (macc./macc.)
wii  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMuHO)-2-
METUJIHIIEPUINH- | -uT)pon-2-eH-1-0Ha, U o0lee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocraBysiet 1,2% (Macc./macc.) uim MeHee.

B npyrom BOIJIOIIEHUN HACTOSIIIErO N300pEeTEeHUs PEAJIO’KeHa CTabrIbHAs TabeTKa
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:ramas 159,26-161,26 mr  napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 Ml  MHUKPOKPHUCTAIIUYECKOU
nesuroio3el, 41,54-43,54 mr moHorunpara jaktosbl, 7,50-8, 50 mr kpocnoBunoHa u 12,83-
13,83 mr ranuepun-guderenata, npudeM #apa-TonyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMUHO ))-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pasmep yactull Dyy; 09) 300,5 MukpoH, npu 31oM Kommo3uuust cogepxkut 0,7% (macc./macc.)
wm  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumuanH-4-1mi)aMuHo)-2-

METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
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coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-60°C/oTHocuTenbHON
BiaxxHOCTU 10-40% B TeyeHHe MO MeHblIEl Mepe 28 CyTOK.

B npyrom BomjiomeHun HacTOSIIIEro H300peTeHus IPeAsIoskeHa cTabuIbHast TabneTka
C  HEeMeUIeHHbIM  BbICBOOOXeHHWeM,  comepxamas — 159,26-161,26  wmr  napa-
tonyoscyiabponaTtHor comu  1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumuguH-4-1i)aMuHO)-2-
METHINUNEPUIUH- 1 -uim)nporn-2-eH-1-oHa, 41,54-43,54 Ml MUKPOKPUCTAIINYECKOU
uesuirosio3sl, 41,54-43,54 mr monorunpara jaktosbl, 7,50-8,50 mr kpocnoBunoHa u 12,83-
13,83 mr rauuepun-quderenata, mpudeM 1apa-TosyoncyibponarHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pa3mep yactull Dyy; 09) 300,5 MukpoH, npu 3ToM Kommosunust copepxkut 0,7% (macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-1)aMuHO)-2-
METUJIHIIEPUANH- | -um)ripon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) unu MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiaxkHoCTU 10-75% B TeUeHHE MO MEHbIIEH Mepe ECTH MECSILIEB.

B npyrom BomiomeHny HaCcTOSIIEro H300peTeHus peAsIoskeHa CcTabuiIbHast TabneTka
C  HEMEMJIEHHBIM  BBICBOOOKICHUEM, cozep:Kralas 159,26-161,26  mMr  napa-
tonyoscyabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-
METUJINUIIEPUANH- | -nin)npon-2-eH-1-0Ha, 41,54-43,54 MI  MHUKPOKPHUCTAIIMYECKOU
neuroio3sl, 41,54-43,54 mr monoruapara jaktossl, 7,50-8,50 mr kpocnosunoHa u 12,83-
13,83 mr rauuepun-qudereHata, mpudeM Hapa-ToayoncyisponatHas coib 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumuaH-4-1i1)aMUHO )-2-MeTUIITUNEPUAUH- | -1T)porn-2-eH-1-0Ha  uMeeT
pa3mep yactull Dyy; 09) 300,5 MukpoH, npu 3ToM kommosuuus coaepxkut 0,7% (macc./macc.)
wim  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumMuanH-4-11)aMuHo)-2-
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0Iee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
cocraBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbINIEH Mepe OJTHOTO roja.

B npyrom BOmIOIIEHUN HACTOSIIErO H300pEeTEeHUs NPEAJIO’KeHa CTabrIbHasT TabneTKa
C HEMEIUICHHbIM BBICBOOOXKIEHHEM, conepskamas 160,256 Mmr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7H-timppono[ 2,3-d JnupumMu giuH-4-11 )aMIHO ) -2 -ME THITTUATIEpUTAH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MUKPOKPUCTAJUIMYECKOH wemtono3el, 42,539 wmr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 mMr rmuepui-guOereHara, npuiemM
napa-TonyoncynbpoHaTHAS COJlb 1-((2S,5R)-5-((7TH-muppomno[2,3-d |mupumunns-4-

WJI)aMHHO)-2-MEeTUIIUIIEPUANH- | -ni)ripon-2-eH-1-oHa umeer pasmep udactun Diy; o9 300,5
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MHKPOH, IIPU 3TOM KoMIo3uius conepkut 0,7% (macc./macc.) nnu meHee numepa 1-((2S,5R)-
5-((7TH-nuppomno| 2,3-d | mupumMunuH-4-1i1)aMruHO )-2-MeTHIITUNIEpUANH- | -un)nporn-2-eH- 1-0Ha,
u o0111ee KOJIMYECTBO MPOAYKTOB pa3iioxkeHus cocTasisier 1,2% (macc./macc.) uiu MeHee.

B npyrom BOIJIOIIEHHH HACTOALIErO N300pETeHNs pesioxkeHa crabuibHas TabieTka
C HEMEeMJICHHBIM BbICBOOOXKAEHUeM, conepxkamas 160,256 mr napa-tomyoncynbhOHATHOH
coJu 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i)aMUHO )-2-MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MHUKPOKPUCTAJUIMYECKOH Uetono3br, 42,539  wmr
MoHoruzpara akTo3bl, 8,000 mr kpocrioBunona u 13,333 mr rimuepun-gudereHara, npuiemM
napa-TonyoicynbGhoHaTHAS COJlb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunms-4-
WJT)aMHHO)-2-MEeTUIIHIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MUKPOH, TIpH 3TOM Kommo3uus conepskut 0,7% (macc./macc.) win meHee numepa 1-((2S,5R)-
5-((7TH-muppoino| 2,3-d |mupumMunuH-4-1i)aMuHO )-2-MeTHIITUNIEPUANH- | -1ut)npon-2-eH- 1 -0Ha,
u ollee KOJIMYECTBO MPONYKTOB paszyiokeHuss coctaBisier 1,2% (mMacc./macc.) Uiam MeHee
nocJye xpanerus npu 0-60°C/oTHocuTenbHOM Brnaxkaoctr 10-40% B TeueHHe 0 MeHbIIEH Mepe
28 cyTOK.

B npyrom BomjiomeHny HacTOSIIEro H300peTeHus peasioskeHa cTabuiIbHast TabneTka
C HEMEeIUICHHbIM BBICBOOOXKIEHHMEM, conepskamas 160,256 mr napa-tonyoncyiab(pOHATHON
conu 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
wimnporn-2-eH-1-ona, 42,539 Mr MHKPOKPUCTAIIMYECKON weyunosio3bl, 42,539 wmr
MoHoruzapara jakrossl, 8,000 Mr kpocroBuaoHa 1 13,333 Mr rmnepun-gudereHara, mpuuem
napa-Toiyoicynb(pOoHaTHAS COJIb 1-((2S,5R)-5-((TH-muppo:no|[ 2,3-d [ nupumuann-4-
WJI)aMHHO)-2-MeTUJIHUIIEPUINH- | -1iT)ipon-2-eH-1-oHa uMmeer pasmep 4dactul Diy; 09 300,5
MHKPOH, TIPU 3TOM KOMIO3uLus conep:kut 0,7% (macc./macc.) miu menee numepa 1-((2S,5R)-
5-((7TH-nmupposo| 2,3-d JmupumMunuH-4-1i1)aMHuHO )-2-MeTHIITUNIEPUANH- | -11)npon-2-eH- 1 -0Ha,
u ollee KOJMYECTBO MPONYKTOB paszyiokeHust coctaBisier 1,2% (Macc./macc.) Uiu MeHee
nocJe xpanerus npu 0-30°C/oTHocuTenbHOM Biaxkaoctr 10-75% B TeueHne 1o MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyrom BOIMIOIIEHUN HACTOSIIIEr0 H300pEeTEeHUs PEAJIO’KeHa CTabrIbHast TabneTka
C HEMEIUICHHbIM BBICBOOOXKIEHHMEM, conepskamas 160,256 mr napa-tonyoncyib(pOHATHON
conu 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
wnnpon-2-eH-1-oHa, 42,539 Mr MHUKPOKPHUCTAJUIMYECKOH uemmono3el, 42,539 wr
MoHoruzpara nakTo3bl, 8,000 mr kpocrioBuznona u 13,333 mr rmuepun-guOereHara, npuiemM

napa-TonyosucynbpoHaTHAS COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d Jmupumunus-4-
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WJI)aMHHO)-2-MEeTUIITUIIEPUINH- | -ni)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHKPOH, IIPU 3TOM KOMIOo3u1us conepkut 0,7% (macc./macc.) nnu menee numepa 1-((2S,5R)-
5-((7TH-nuppomno| 2,3-d | mupumMunuH-4-1i1)aMruHO )-2-MeTHIITUIIEpUANH- | -un)nporn-2-eH- 1-0Ha,
U o0Inee KOJUYECTBO MPOAYKTOB passioskeHHsi coctasisier 1,2% (Macc./macc.) Wi MeHee
nocne xpanenus npu 0-30°C/otHocurenbHON BiaxHocTH 10-65% B TeUeHNe 1O MeHbLIel Mepe
OJTHOTO TO/Ia.

B japyroM BOIUIOIIEHHHM HACTOSILIEr0 HW300peTeHHs] MpeIokeHa CTaOWJIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepskammas
158,26-162,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMIINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPUCTAIMYECKON Lesuto03bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocnoBuaoHa u 12,33-14,33 Mr rimuepun-gudereHarta, mpyU 3TOM KOMIO3HMLHUS COAEPIKUT
0,7% (macc./macc.) wimm menee ammepa 1-((2S,5R)-5-((7H-nmuppono|2,3-d]mupumuann-4-
WJT)aMUHO)-2-MeTHIIMUNIEPUINH- | -un)ipon-2-eH-1-0Ha, u o0IIee KOJWYEeCTBO MPOIYKTOB
pazioxenus cocraBisieT 1,2% (Macc./Macc.) uiu MeHee.

B napyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEHUs] TMpeIoKeHa CTaOMIIbHAS
KOMIIO3HIIHS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkammas
158,26-162,26 wmr napa-tonyoncynbponatHo comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMuINH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -un)npon-2-eH-1-oHa,  40,54-44,54  wmr
MHUKPOKPUCTAININYECKON Lemtono3bl, 40,54-44,54 mr monoruapara jgaktossl, 7,00-9,00 mr
KpocrioBuaoHa u 12,33-14,33 mr ramuepun-gudereHara, nNpu 3TOM KOMIIO3HLIUSL CONEPIKUT
0,7% (macc./macc.) wnmu menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]nupumuamnn-4-
WJT)aMUHO)-2-MeTHIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Illee KOJUYECTBO MPOIYKTOB
paznoxenusi cocrtaBiser 1,2% (macc./macc.) wiu MeHee Tmocyie XpaHeHuss mpu  O-
60°C/otHOoCcuTenbHOM BaskHOCTH 10-40% B TeyeHue Mo MeHbInel Mepe 28 CyTOoK.

B napyroM BOIUIOIIEHHHM HACTOSIIEr0 HW300pEeTEeHUsl TMpeUIokeHa CTaOWIIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
158,26-162,26 wmr napa-tonyoncynbpoHatHoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1IT1)aMHUHO)-2-MeTHIINUTNIEpUANH- | -ln)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPHUCTAIMYECKON Lesutro103bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocnioBuaoHa u 12,33-14,33 Mr romuepui-gudereHarta, npyU 3TOM KOMIO3HLUS COAEPIKUT
0,7% (macc./macc.) wiu menee aumepa 1-((2S,5R)-5-((7H-nmuppono[2,3-d]nupumuann-4-

WJI)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M 00Inee KOJMYECTBO IPOAYKTOB
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pasnoxenusi cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu O-
30°C/orHOCcuTeNnbHOM BaxkHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe [IeCTU MECSIIIEB.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
158,26-162,26 wmr napa-tonyoncynbponatoir comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -un)npon-2-eH-1-ova,  40,54-44,54  wr
MUKPOKPUCTATMYECKON 1esutr003bl, 40,54-44,54 Mr moHoruapara jgaktosbl, 7,00-9,00 mr
kpocnoBuaoHa u 12,33-14,33 mr riuuepui-gudereHarta, mpu 3TOM KOMIO3HLHUS COAEPIKUT
0,7% (macc./macc.) wiu menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]nupumuann-4-
WJT)aMUHO)-2-MeTHIMUNIEPUIUH- | -un)nipon-2-eH-1-0Ha, u o0IIee KOJUYEeCTBO MPOIYKTOB
pasnoxkenus: cocrtaBiser 1,2% (macc./macc.) wid MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCHUTENBHOM BAXKHOCTH 10-65% B TeyeHue Mo MeHbIIEH Mepe OTHOTO roja.

B nmpyroMm BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOMIIbHAS
KOMIIO3UIIHS ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkammast
159,26-161,26 wmr napa-tonyoncynbponataoit comu  1-((2S,5R)-5-((7H-uppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54 wr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr monoruapara jgaktosbl, 7,50-8,50 mr
kpocnoBunoHa u 12,83-13,83 mr rimuepun-gudereHarta, npyu 3TOM KOMIO3HMLUS COAEPIKUT
0,7% (macc./macc.) wnu menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-
WJT)aMHHO)-2-MEeTUIMUIEPUINH- | -u)ripon-2-eH-1-0Ha, ¥ 00Iee KOJUYECTBO MPOAYKTOB
paznosxenust cocrasisier 1,2% (macc./mace.) uim MeHee.

B f1pyroM BOIUIOIIEHWH HACTOSIIIEr0 W300peTEeHUsl TMpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl 3 HPMC, conepkammas
159,26-161,26 wmr napa-tonyoncynbponatHoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54  wr
MUKPOKPUCTAIIMYECKON LesuTro03bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocnoBuaoHa u 12,83-13,83 mr rimuepui-gudereHarta, mpyu 3TOM KOMIO3HLHUS COAEPIKUT
0,7% (macc./macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]nupumuann-4-
WJT)aMHHO)-2-MEeTUIITUIIEPUINH- | -u)ripon-2-eH-1-0Ha, W o0Inee KOJMYECTBO MPOAYKTOB
pazioxkenust cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu  O-
60°C/otHOocuTenbHOM BaxkHOCTH 10-40% B TeyeHue Mo MeHbInel Mepe 28 CyTOoK.

B npyroM BOIUIOIIEHHHM HACTOSIIET0 HW300pETEHHs] MpeIokeHa CTaOMIIbHAs

KOMIIO3HIIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl u3 HPMC, coneprkamas
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159,26-161,26 wmr napa-tonyoncynbponatHoir comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54 wmr
MUKPOKPUCTAJUIMYECKON Leunonosel, 41,54-43,54 mr monoruapara naktosbl, 7,50-8,50 mr
kpocrioBraoHa u 12,83-13,83 mr ramuepun-nudereHara, Npu 3TOM KOMIO3HLIUSL CONEPIKUT
0,7% (macc./macc.) mnu menee aumepa 1-((2S,5R)-5-((7H-nuppomno(2,3-d|nmupumunmnn-4-
WJT)aMHUHO)-2-MeTHIUNIEPUINH- | -uT)pon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
paznoxkenus cocrtaBiser 1,2% (macc./macc.) wWiM MeHee Tmocyie XpaHeHuss mpu  O-
30°C/otHOCcuTeNnbHOM BakHOCTH 10-75% B TeueHUe Mo MeHbIIeH Mepe IIeCTU MECSIIIEB.

B fpyroM BOIUIOIIEHHHM HACTOSIIETO W300pETEeHHs] MpeUIoKeHa CTaOWIbHAsS
KOMTIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
159,26-161,26 wmr napa-tonyoncynbpoHatHoir comu  1-((2S,5R)-5-((7H-uppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTNIEPUANH- | -un)npon-2-eH-1-oHa,  41,54-43,54 wr
MUKPOKPHUCTAIMYECKON LesuTro103bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocnioBuaoHa u 12,83-13,83 mr rimuepun-gudereHara, mpyu 3TOM KOMIO3HLHUS COAEPIKUT
0,7% (macc./macc.) wmm menee ammepa 1-((2S,5R)-5-((7H-nmuppono|2,3-d]nupumuann-4-
WJI)aMHHO)-2-MEeTUIIUIIEPUINH- | -u)rIpon-2-eH-1-0Ha, M 00Inee KOJNYECTBO IPOAYKTOB
paznoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHuss mpu O-
30°C/orHOCHUTENnbHOM BIAXKHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OHOTO roja.

B npyroM BOMJIOLIEHMH HACTOSIIEr0 M300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMIIO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B opme karcyibl 13 HPMC, conepakarmast
160,256 mr napa-tonyoncynbponatroit conu 1-((2S,5R)-5-((7TH-nupposno[2,3-d jnupumuais-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 )pon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTaITHUECKOH
LeJutroJio3bl, 42,539 Mr moHorugparta JjakTtodbl, 8,000 mMr kpocmoBumoHa u 13,333 wmr
rIUepuI-nuoereHarTa, nmpu 3ToM KoMmno3uiws coaepxkut 0,7% (Macc./Macc.) Ui MeHee
aumepa  1-((2S,5R)-5-((7H-nuppoio| 2,3-d jnupumu guH-4-11 )aMIHO ) -2 -Me THIITUTIEpU T H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) nim MeHee.

B fapyroM BOIUIOIIEHHH HACTOSIIETO HW300pETEeHHs] TMpeUIoKeHa CTaOMIIbHAS
KOMTIIO3UIIHSI ¢ HEMEJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl u3 HPMC, conepkamas
160,256 mr napa-tonyoncynbponatrHoit conu 1-((2S,5R)-5-((7TH-nuppono| 2,3-d | mupumunms-
4-n1)aMHIHO )-2-MeTHIITUIEPUANH- | -1un)iporn-2-eH-1-0Ha, 42,539 Mr MUKpOKpPHCTAITHUECKON
LeJuIroJio3bl, 42,539 Mr moHorugpara jaktosbl, 8,000 Mr kpocnoBumoHa u 13,333 wmr

TIULepuI-nuoeresara, nmpu 3ToM KoMmno3uiws copepxut 0,7% (Macc./Macc.) UM MeHee
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mumepa  1-((2S,5R)-5-((7H-timppoino| 2,3-d JnupumMu giH-4-11)aMIHO ) -2 -MEe THIITATIEPU A H- | -
wi)nporn-2-eH-1-oHa, u oOmee KOJIMYeCTBO NPOAYKTOB pasjioxkeHus cocrasisier 1,2%
(macc./macc.) i Menee nocie xpanenust pu 0-60°C/orHocuTenbHol BiaxkHoctu 10-40% B
TE€UEHUE N0 MEeHbLIeH Mepe 28 CyTOK.

B npyroM BOIUIOIIEHMHM HACTOSINErO H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, coneprkaimas
160,256 mr napa-tonyoncynsponarnoit conu 1-((2S,5R)-5-((7H-nuppono[2,3-d [nupumuans-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1n)ipon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTAJLTHUECKON
LeJUr0J103bl, 42,539 Mr moHorugparta JjakTto3bl, 8,000 Mr kpocmoBumoHa u 13,333 wmr
TIUIepuI-Tu0ereHaTa, nmpu 3ToM KoMmo3uiws copep:xkut 0,7% (Macc./Macc.) Ui MeHee
aumepa  1-((2S,5R)-5-((7H-timppoino| 2,3-d JnupumMu guH-4-11)aMIHO ) -2 -MEe THITTUTIEPU I H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOM BiakHoct 10-75% B
TEYEHHUE 110 MEHBIIEH Mepe LIECTH MECALIEB.

B n#pyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMIIO3UIIHS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkammast
160,256 mr napa-tonyoncynbponarroi conu 1-((2S,5R)-5-((7H-nuppono[ 2,3-dnupumuans-
4-11)aMHUHO )-2-MeTHIITUIEPUANH- | -1)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITNUECKON
LeJuroio3bl, 42,539 Mr moHoruapara jakTtodbl, 8,000 Mr kpocnmoBumoHa u 13,333 mr
raMuepuI-auderesaTa, npu 3ToM Kommosuims coxepxut 0,7% (Macc./mMacc.) Win MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumuanH-4-11)aMUHO ) -2 -Me TUIITITHITEpUIUH- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) wm Menee nocie xpanenust pu 0-30°C/oTHocuTenbHOMN BiakHocTH 10-65% B
TEUEHHUE MO MEHBILIEH Mepe OJTHOTO roja.

B fapyroM BOIUIOIIEHHHM HACTOSIIEr0 MW300pETEeHHs] MpeUIokeHa CTaOWIIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
158,26-162,26 wmr napa-tonyoncynbponarHo comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMHUHO)-2-MeTHIINUTIEpUANH- | -in)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPUCTAIMYECKON Lesuto103bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr riuuepui-nuoereHara, mpuieM Hapa-ToNyOJICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-MeTHIIITUATIEPUANH- | -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%

(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuamnn-4-
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WJT)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB
pazioxenus cocrasisieT 1,2% (Macc./Macc.) uinm MeHee.

B ngpyroM BOIUIOIIEHMM HACTOSILIEr0 HW300pETEHHs] IpeUIokeHa CTaOMIIbHAs
KOMITO3HULMsI ¢ HEMEIJICHHBIM BBICBOOOXKIeHHEM B (opme karcybl 13 HPMC, conepaxarmast
158,26-162,26 wmr napa-tonyoncynbponataoir comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -un)npon-2-eH-1-ova,  40,54-44,54  wr
MUKPOKPUCTATMYECKON 1esutr003bl, 40,54-44,54 Mr moHoruapara jgaktosbl, 7,00-9,00 mr
kpocroBuaoHa u 12,33-14,33 mr riuuepu-nubereHara, mpuueM Hapa-ToNyoJCyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d JnupumunuH-4-1i1)aMIUHO )-2-MeTHIITUTIEPUANH- | -
WI)TIPOT-2-eH-1-0Ha SBJISIETCS] HEU3MENbYEHHOH, U MpH 3TOM Komno3uuusi conepkut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -uT)ipon-2-eH-1-0Ha, u o0Inee KOJNUYEeCTBO MPOIYKTOB
pasnoxkenus: cocraBisier 1,2% (macc./macc.) WM MeHee Tmociie XpaHeHuss mpu  O-
60°C/otHOCuTenbHOM BakHOCTH 10-40% B TeyeHHe 1Mo MeHbInel Mepe 28 CyTOoK.

B ngpyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeIokeHa CTaOMIIbHAS
KOMIIO3HIIHS ¢ HEMEIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl 13 HPMC, conepkamast
158,26-162,26 wmr napa-tonyoncynbponatHot comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTWIINUNIEpUANH- 1 -mn)npon-2-eH-1-oHa,  40,54-44,54  wmr
MHUKPOKPUCTAININYECKON Lemtomno3bl, 40,54-44,54 mr monoruapata jgaktossl, 7,00-9,00 mr
KpocnioBuaoHa U 12,33-14,33 mr riuuepui-audereHara, npuueM Aapa-ToinyoicyibGOHaTHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppo:no[ 2,3-d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TIPOT-2-eH-1-0Ha SIBJISIETCS] HEU3MENbYSHHOHN, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|nupumuamnn-4-
WJT)aMUHO)-2-MEeTHIMUNIEPUINH- | -un)npon-2-eH-1-0Ha, W o0Illee KOJUYECTBO MPOIYKTOB
pazioxkenus cocrtaBisier 1,2% (macc./macc.) wiM MeHee Tmocyie XpaHeHuss mpu O-
30°C/otHOCUTenbHOM BlakHOCTH 10-75% B TedeHUe MO MeHbIIeH Mepe IIeCTU MECSIIIEB.

B fapyroM BOIUIOIIEHWH HACTOSIIETO HW300pETEHUs] TMpeUIoKeHa CTaOMIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkamast
158,26-162,26 wmr napa-tonyoncynbpoHatHot comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1IT1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPUCTAIIMYECKON Lesutro03bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr rimuepui-nuoereHara, mpuieM Hapa-TonyoJiCyIbGOHATHAS

COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEPUANH- 1 -
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WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEM3MENbUEHHOH, U MpH 3TOM Komnoszuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-dnupumuamnn-4-
WJT)aMHUHO)-2-MeTHIIUNIePUINH- | -un)ipon-2-eH-1-0Ha, u o0IIee KOJWYECTBO MPOIYKTOB
paznokeHust cocraBiusier 1,2% (macc./macc.) wuaM MeHee mTocie XxpaHenuss mpu  O-
30°C/oTHOCcHuTENnbHOI BaskHOCTH 10-65% B TeueHHe Mo MEHbILEH Mepe OTHOrO roAa.

B fapyroM BOIUIOIIEHWH HACTOSILEr0 W300pEeTEeHUsl MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAeHHeM B (hopme karcynbl u3 HPMC, conepskammas
159,26-161,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIIUTNIEPUANH- | -un)npon-2-eH-1-oHa,  41,54-43,54  wr
MUKPOKPUCTAIIMYECKON LesuTro103bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr rnuuepun-nubereHara, mpudeM Hapa-TONyOJCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS HEU3MENbYEHHOH, U MpH 3TOM Komnosuuusi conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO)-2-MeTHIIUNIEPUINH- | -un)pon-2-eH-1-0Ha, u o0IIee KOJWYECTBO MPOIYKTOB
pazioxenus cocrasisier 1,2% (Macc./Macc.) uin MeHee.

B ngpyroM BOIUIOIIEHHMHM HACTOSIIEr0 HW300pETEHHs] TMpeIokeHa CTaOMIIbHAs
KOMIIO3UIMS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcyssl 3 HPMC, coneprkamas
159,26-161,26 wmr napa-tonyoncynbponatHot comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINUNepuauH-1 -mn)npon-2-eH-1-ona,  41,54-43,54  wmr
MUKPOKPUCTAJUIMYECKON Le/unono3bl, 41,54-43,54 mr moHoruapara naktossl, 7,50-8,50 mr
kpocrioBuaoHa u 12,83-13,83 mr rnuuepun-nubereHarta, mpuueM #apa-ToNyoJCyibhOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -dJnupumunuH-4-1i1)aMHUHO )-2-MeTHIITU e PUANH- | -
WI)TPOT-2-eH-1-0Ha SBJISIETCS] HEU3MENbYSHHOH, U MpH 3TOM Komnoszuuusi conepkut 0,7%
(macc./macc.) wm wmenee gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuamnn-4-
WJT)aMUHO)-2-MeTHIUNIEPUINH- | -un)npon-2-eH-1-0Ha, u o0IIee KOJUYEeCTBO MPOIYKTOB
pasnoxkenus: cocraBiser 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHuss mpu  O-
60°C/otHOoCcuTenbHOM BakHOCTH 10-40% B TeyeHUe 1Mo MeHbInel Mepe 28 CyTOoK.

B napyroM BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOWIIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHBIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, conepkamast
159,26-161,26 wmr napa-tonyoncynbponatHoit comu  1-((2S,5R)-5-((7H-uppono[2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54 wmr

MUKPOKPUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr monoruapara jgaktosbl, 7,50-8,50 mr
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kpocrioBuaoHa u 12,83-13,83 mr rimuepui-nudereHara, mpuueM Hapa-ToNyoJiCyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
WI)TIPOTI-2-€H-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpHU 3TOM Komnosuuus conepkut 0,7%
(Macc./macc.) wumu  menee ammepa  1-((2S,5R)-5-((7H-nmuppomno[2,3-d | mupumunmn-4-
WJT)aMUHO)-2-METWINHIEPUANH- | -um)ipon-2-eH-1-oHa, U o0Iee KOJIMYECTBO NPOAYKTOB
pazioxenusi cocraBiser 1,2% (macc./macc.) WM MeHee Tmocyie XpaHeHuss mnpu  O-
30°C/otHOCuTeNnbHOM BaKHOCTH 10-75% B TedeHUe Mo MeHbIIEH Mepe IIECTU MECSIIIEB.

B fapyroM BOIUIOIIEHWH HACTOSIIEr0 HW300pEeTEeHUsl MpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
159,26-161,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTIEPUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54 wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocrioBuaoHa u 12,83-13,83 mr riuuepun-nudereHarta, mpuueM Hapa-TONyOJICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUTIEpUANH- | -
WI)TPOT-2-€H-1-0Ha SBJISIETCS HEU3MENbUEHHOH, U MpH 3TOM Komnosuuus conepkut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|nupumuann-4-
WJI)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M 00Inee KOJNYECTBO IPOAYKTOB
pasnoxenust cocraBisier 1,2% (macc./macc.) wiu MeHee Tmociie XpaHeHHss mpu  O-
30°C/otHOCHuTENnBHOM BIAXKHOCTH 10-65% B TedeHue 1Mo MeHbIIeH Mepe OHOTO roja.

B npyroM BOIJIOLIEHWH HACTOSILIEr0 H300peTeHHs TpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
160,256 mr napa-tonyoncynbponatroit conu 1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumuais-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 pon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTaJLTHUECKOH
LeJutroJio3bl, 42,539 Mr moHorugpara JjakTto3bl, 8,000 Mr kpocnoBumoHa u 13,333 wmr
rIunepwI-quoereHara, npuyeM —napa-tonyoicynbgonatHas  conb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUIIEPUANH- | -1T)Ipon-2-eH- 1 -oHa
SIBJIIETCS] HEM3MENIbYSHHO!, U IPU 3TOM KoMmo3unus conep:kut 0,7% (Macc./Macc.) uiu MeHee
aumepa  1-((2S,5R)-5-((7H-nuppoio| 2,3-d jnupumu guH-4-11 )aMIHO ) -2 -Me THIITUTIEpU U H- | -
wi)npon-2-eH-1-oHa, u oOlee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(Macc./macc.) nim MeHee.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHHs] MpeIokeHa CTaOMIIbHAS
KOMIIO3HIIHS ¢ HEMEIJICHHbIM BbICBOOOXKAeHHEM B (hopme karcysbl u3 HPMC, coneprkamas

160,256 mr napa-tonyoncynsponatroi conu 1-((2S,5R)-5-((7H-nuppono[ 2,3-dnupumuans-
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4-n1)aMHIHO )-2-MeTHIITUIEPUANH- | -1un)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITHNUECKON
LeJuTroJIo3bl, 42,539 Mr moHoruaparta jakto3bl, 8,000 Mr kpocnoBumoHa u 13,333 wmr
ruLepuiI-nudereHata, npudeM rapa-tonyoicyibponatHas conb  1-((2S,5R)-5-((7H-
nuppodo|2,3-dmupumuauH-4-1i)aMruHO)-2-MeTHIIITUIEPUANH- | -uiT)Tpon-2-eH- 1 -oHa
SIBJISIETCS HEU3MEJIbUEHHOM!, U IPU STOM KoMmo3uuusi conep:kut 0,7% (macc./macc.) uiu MeHee
mumepa  1-((2S,5R)-5-((7H-nmuppono[ 2,3 -d|mupumuann-4-1m1)aMUHO))-2-Me TUIIITHITEpUIUH- | -
wi)npon-2-eH-1-oHa, u oOllee KOJIMYECTBO TNPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i Menee nocie xpanenust pu 0-60°C/oTHocuTenbHOl BiaskHocTH 10-40% B
TEUECHHUE MO MEHbLIENH Mepe 28 CYTOK.

B gpyroM BOIUIOIIEHMHM HACTOSIIEr0 W300pETEeHHs] TMpeUIokeHa CTaOWIIbHAsS
KOMTIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
160,256 mr napa-tonyoncynsponarnoit conu 1-((2S,5R)-5-((7H-tuppono[ 2,3-d[nmupumuans-
4-11)aMHIHO )-2-MeTHIITUIEPUINH- | -ium)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITHUECKON
LeJU0J103bl, 42,539 Mr moHorugparta Jjaktosbl, 8,000 Mr kpocmoBumoHa u 13,333 wmr
rIunepuI-quoereHara, npuyeM napa-tonyoicynbgonatHas —comb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1T)ipon-2-eH- 1 -oHa
SIBJISIETCS] HEM3MEJIbYSHHOH, U IPU 3TOM KoMno3unus conep:kut 0,7% (Macc./Macc.) uiu MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumuans-4-1mi)aMUHO )-2-MEeTUIIITUIIEpUIUH- | -
wn)npon-2-eH-1-oHa, u oOIee KOJIUYEeCTBO MPOAYKTOB pas3iokeHus cocrasiser 1,2%
(macc./macc.) unn MeHee nocne xpaHenus npu 0-30°C/oTHocutenbHOM BiaaxkHOCTH 10-75% B
TEYEHHUE M0 MEHBIIEH Mepe LIECTH MECSLEB.

B napyroM BOIUIOIIEHHHM HACTOSILIEr0 W300peTeHHs] MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAEeHHeM B (hopme karcynbl u3 HPMC, conepkaimas
160,256 mr napa-tonyoncynsponarnoit conu 1-((2S,5R)-5-((7H-tuppono[2,3-d [nupumuanH-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1T)iporn-2-eH-1-0Ha, 42,539 Mr MUKPOKpPHCTAJLTHUECKON
LeJUr0JI03bl, 42,539 Mr moHorugparta JjakTto3bl, 8,000 mr kpocmoBumoHa u 13,333 wmr
rIUnepuI-quoereHara, npuyeM —napa-tonyoicynbgonatHas conb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupuMuaH-4-1i)aMuHO )-2-MeTHIITUIIEPUANH- | -1T)ipon-2-eH- 1 -oHa
SIBJISIETCS] HEM3MENIbYSHHO!, U IPU 3TOM KoMnozunwust conep:kut 0,7% (Macc./Macc.) uiu MeHee
aumepa  1-((2S,5R)-5-((7H-nimppoino| 2,3-d JnupumMuginH-4-11)aMIHO ) -2 -MEe THITITATIEPUTAH- | -
wi)npon-2-eH-1-oHa, u oOmee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisier 1,2%
(macc./macc.) i menee nocie xpanenust pu 0-30°C/otHocuTenbHOM BiakHoct 10-65% B

TEUEHHUE MO MEHBIIEH Mepe OJHOIO roja.
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B npyroM BOIUIOIIEHHMHM HACTOSILIEr0 HW300pETEHHs] TMpeIoKeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
158,26-162,26 wmr napa-tonyoncynbponatHoi comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINUNnepuauH- 1 -mn)npon-2-eH-1-ona,  40,54-44,54  mr
MHUKPOKPUCTAJUIMYECKON Leunono3bl, 40,54-44,54 mr monoruapara naktossl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr rnuuepui-nubereHata, mpuueM #apa-TonyoJCcyibhOHATHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-Me THIITUTIEpUANH- | -
wn)npon-2-eH-1-oHa umeer pasmep 4actull Diy; 09) 290 MUKPOH, U TIPU 5TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmm Menee ammepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMHIIH-4-11IT)aMUHO)-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB pa3sioskeHus cocraisieT 1,2% (Macc./Macc.) 1iin MeHee.

B nmpyroM BOIUIOIIEHMH HACTOSIIETO W300pETEeHHs] TMpeUIokeHa CTaOWIbHAS
KOMIIO3UIIHSI ¢ HEMeJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl i3 HPMC, conepkammast
158,26-162,26 wmr napa-tonyoncynbponatHot comu  1-((2S,5R)-5-((7H-uppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPHUCTAIMYECKON Lesutro103bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr rimuepui-nuoereHara, mpuieM Hapa-TonyoJiCyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
WI)porn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U IPU 3TOM KOMIIO3ULIUS
comepxkur  0,7% (macc/macc.) wmm MmeHee aummepa 1-((2S,5R)-5-((7H-muppomo[2,3-
d]mupuMHUINH-4-1IT)aMUHO)-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obee
KOJIMYECTBO MPOAYKTOB pa3jiokeHus cocrapisier 1,2% (Mmacc./macc.) WM MeHee Mocie
xpanenus npu 0-60°C/oTHOcuTenpHON BrakHocT 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeUIokeHa CTaOWIIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
158,26-162,26 wmr napa-tonyoncynbponatHoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMHUHO)-2-MeTHIINUTIEpUANH- | -in)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPUCTAIMYECKON Lesutro103bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr riuuepui-nuoereHara, mpuieM Hapa-ToNyOJICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U IPU 3TOM KOMIIO3ULIUS

cogepxxutr  0,7% (macc./macc.) wmnu Menee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
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d]mupumMuIH-4-1I1)aMUHO)-2-MeTHIIUNIEPUANH- | -un)npomn-2-eH-1-0Ha, u o0rmee
KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) Wiam MeHee Iocie
xpaneHus npu 0-30°C/orHOcuTenbHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, coneprkaimas
158,26-162,26 wmr napa-tonyoncynbdonatnoir comu  1-((2S,5R)-5-((7H-nuppoo[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIIUNIEPUANH- | -un)npon-2-eH-1-oHa,  40,54-44,54  wr
MUKPOKPUCTAIMYECKON Lesutro03bl, 40,54-44,54 mMr moHoruapara jgaktosbl, 7,00-9,00 mr
kpocroBuaoHa u 12,33-14,33 mr riuuepui-nudereHara, mpuueM Hapa-ToNyoCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wnnpon-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPHU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmmm wmenee ammepa 1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIIH-4-1IT1)aMUHO)-2-MeTHIIITUTIEPUANH- | -uT)npomn-2-eH- 1 -oHa, u olrmee
KOJIMYECTBO MPOAYKTOB pa3iiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpaneHuss npu 0-30°C/oTHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TO/1a.

B npyroM BOIUIOIIEHMH HACTOSILIErO HW300pETEHUs IpeIokeHa CTaOMIIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
159,26-161,26 wmr napa-tonyoncynsponataoir comu  1-((2S,5R)-5-((7H-mmuppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTUINUNIEPUANH- | -un)npon-2-eH-1-oHa,  41,54-43,54  wr
MUKPOKPUCTAIIIMYECKON LesTroo3bl, 41,54-43,54 Mr moHoruapara jnaktosbl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr riuuepu-nubereHarta, mpuueM Hapa-TONyoJICyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-MeTHIITUTIEpUANH- | -
wnnporn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1IT1)aMHUHO )-2-MeTHIIUTNIEPUANH- | -uT)porn-2-eH- 1 -oHa, U olrmee
KOJINYECTBO MPOAYKTOB pa3sIoskeHus cocraisieT 1,2% (Macc./Macc.) 1iin MeHee.

B napyroM BOIUIOIIEHHH HACTOSIIETO HW300pETEHHs] TMpeUIokeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEM B (hopme karcynsl 13 HPMC, conepkamast
159,26-161,26 wmr napa-tonyoncynbdonatnoit comu  1-((2S,5R)-5-((7TH-mupposno|2,3-
d]mupumMunnH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54 wmr

MUKPOKPUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr monoruapara jgaktosbl, 7,50-8,50 mr
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kpocrioBuaoHa u 12,83-13,83 mr rimuepui-nudereHara, mpuueM Hapa-ToNyoJiCyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
WI)nporn-2-eH-1-oHa umeer pasmep 4actul Div; 09) 290 MUKPOH, U IPU 3TOM KOMIIO3ULIUS
comepxkur  0,7% (macc./macc.) wnum wmeHee aumepa 1-((2S,5R)-5-((7H-mmppono[2,3-
d]mupumMunnH-4-11)aMHUHO)-2-MeTHIINHIePUIUH- | -1t )ipon-2-eH- 1 -0Ha, u obee
KOJIMYECTBO MPOAYKTOB pa3jiokeHusi cocrapisier 1,2% (macc./macc.) WM MeHee Mocie
xpanenust npu 0-60°C/oTHOcuTenpHOI BrakHocT 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B npyroM BOIUIOIIEHHHM HACTOSIIErO W300pETEeHHs] TMpeIokeHa CTaOWIbHAs
KOMTIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
159,26-161,26 wmr napa-tonyoncynbponatHor comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1T1)aMHUHO)-2-MeTHIINUTNIEPUANH- | -un)npon-2-eH-1-oHa,  41,54-43,54 wr
MUKPOKPUCTAIIMYECKON LesuTro103bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr riuuepun-nudereHara, mpuueM Hapa-TONyOJICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITHIEPUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc./macc.) wnum Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuIH-4-1I1)aMHUHO)-2-MeTUIINTHNIEPUANH- | -uin)npomn-2-eH- 1-oHa, u o0rmee
KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WIM MeHee Iocie
xpanenust npu 0-30°C/otHOcHuTenpHON BnaxkHocTH 10-75% B TeueHHMe MO MeHbLIEH Mepe
IIECTH MECSILIEB.

B fapyroM BOIUIOIIEHHHM HACTOSILErO HW300pETEeHHs] MpeiokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMENJIEHHbIM BbICBOOOKAEeHHeM B (hopme karcynbl u3 HPMC, conepkaimas
159,26-161,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMUHO)-2-MeTHIINUTIEpUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54  wr
MUKPOKPUCTAIIMYECKON LesuTron03bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocrioBuoHa u 12,83-13,83 mr riuuepun-nubereHarta, mpuueM Hapa-TONyOJCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i)aMiuHO )-2-MeTHIITUTIEpUANH- | -
wn)nporn-2-eH-1-oHa umeer pasmep 4actull Div; 09) 290 MUKPOH, U TIPU 3TOM KOMIIO3ULIUS
cogepxxutr  0,7% (macc/macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-nmuppomno[2,3-
d]mupumMuInH-4-11I1)aMHUHO)-2-MeTHIIITUTNIEPUANH- | -uT)npomn-2-eH- 1-oHa, u olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

B npyroM BOIUIOIIEHMH HACTOSILIETO W300pETEeHUs IpeUIokeHa CTaOMIIbHAs
KOMITO3ULMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEeM B (opme karcyiibl 13 HPMC, conepaxarmast
160,256 mr napa-tonyoncynsdonarnoit comu 1-((2S,5R)-5-((7H-mupposno[2,3-d | nupumuans-
4-WJ1)aMHIHO )-2-MeTHIITUIePUINH- | -1 )pon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTAITHUECKOH
eJurosi03bl, 42,539 Mr moHorugpara JjakTto3bl, 8,000 mMr kpocmoBumoHa u 13,333 wmr
rIunepwi-quoereHarta, npuueM —napa-tonyodcynbgonatHas conb  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupumMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pasmep gactull Diy; 09) 290 MuKpOH, U Tipu 3ToM Komno3zuuus conepxkut 0,7% (macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-1)aMuHO)-2-
METUJIHIIEPUANH- | -um)ripon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B ngpyroMm BOIUIOIIEHHMH HACTOSIIET0 M300pETEHHs] TMpeUIoKeHa CTaOMIIbHAS
KOMIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl u3 HPMC, comepkamast
160,256 mr napa-tonyoncynsponarroit conu 1-((2S,5R)-5-((7H-nuppono| 2,3-d[nupumuans-
4-11)aMHIHO )-2-MeTHIITUIePUANH- 1 -1un)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITNUECKON
LeJUTr0JI03bl, 42,539 Mr moHorugpara jakto3bl, 8,000 Mr kpocnoBumoHa u 13,333 mr
rMuepwiI-gudereHaTa, npudeM napa-toayoscynbponatHas  comb  1-((2S,5R)-5-((7H-
nuppodo[2,3-dnupumMuauH-4-11)aMuHO)-2-MeTHIIITUIIePUANH- | -iT)ipon-2-eH-1-oHa  uMeer
pasmep ygacturl Dyy; 09) 290 MUKpOH, 1 Tipu 3TOM Komnosunus copepxut 0,7% (macc./macc.)
wim  MeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumMuanH-4-11)aMuHo)-2-
METUJIHIIEPUANH- | -uT)pon-2-eH-1-0Ha, U o0Ilee KOJIUYECTBO MPOAYKTOB PA3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-60°C/oTHocuTenbHON
BiaxkHocTu 10-40% B TedueHue o MeHblel Mepe 28 CyTOK.

B napyroM BOIUIOIIEHHHM HACTOSILIErO HW300pEeTEeHUs] MpeIokeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
160,256 mr napa-tonyoncynsponarroit conu 1-((2S,5R)-5-((7H-tuppono[2,3-d [ mupumuans-
4-11)aMHUHO )-2-MeTHIITUIEPUINH- | -iun)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITHUECKON
LeJUr0JI03bl, 42,539 Mr moHorugparta JjakTtosbl, 8,000 Mr kpocnoBumoHa u 13,333 wmr
runepu-quoereHara, npuueM napa-tonyoicynbgonatHas comb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumuanH-4-1i)aMuHO )-2-MeTHIIITUNEPUANH- | -1T)pon-2-eH-1-0Ha  nMeeT

pasmep gactur] Dyy; 09 290 MukpoH, u npu 3ToM Komnoszuuus conepxkut 0,7% (macc./macc.)
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wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-nuppono[2,3-d|mupumuans-4-1mi)aMuHo)-2-
METUJIUIIEPUANH- | -um)pon-2-eH-1-oHa, U oOlee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-30°C/oTHocutenbHOMN
BiaxkHocTH 10-75% B TeueHHe MO MeHbLIEH Mepe MeCTH MECSILIEB.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, coneprkaimas
160,256 mr napa-tonyoncynsponarnoit conu 1-((2S,5R)-5-((7H-nuppono[2,3-d [nupumuans-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1n)ipon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTAJLTHUECKON
LeJUr0J103bl, 42,539 Mr moHorugparta JjakTto3bl, 8,000 Mr kpocmoBumoHa u 13,333 wmr
rIUnepwI-quoereHara, npuueM —napa-tonyoicynbgonatHas conb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMUHO ))-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  uMeeT
pasmep gactur] Dyy; 09 290 MuKpOH, U Tipu 3ToM Komno3zuuus conepkut 0,7% (macc./macc.)
wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-muppono[2,3-d|mupumuans-4-1mi)aMuHo)-2-
METUJINHIIEPUANH- | -um)rpon-2-eH-1-oHa, W o0mee KOJWYEeCTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnu MeHee mocie xpaHenus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B TeUeHHE MO MEHbINEH Mepe OTHOIO roja.

B ngpyroM BOIUIOIIEHHMHM HACTOSIIEr0 HW300pETEHHs] TMpeIokeHa CTaOMIIbHAs
KOMIIO3UIMS ¢ HEMEJICHHBIM BbICBOOOXKAeHHEM B (hopme karcyssl 3 HPMC, coneprkamas
158,26-162,26 wmr napa-tonyoncynbponatHo comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTHINUNnepuauH- 1 -mn)npon-2-eH-1-ona,  40,54-44,54  wmr
MHUKPOKPUCTAJUIMYECKON Leunono3bl, 40,54-44,54 mr monoruapara naktossl, 7,00-9,00 mr
kpocrioBuaoHa u 12,33-14,33 mr rnuuepun-nubereHarta, mpuueM Hapa-ToNyoJCyibhOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppo:o[ 2,3 -d JnupuMunuH-4-1i1)aMHUHO )-2-MeTHIIITUTIEPUANH- | -
wn)nporn-2-eH-1-oHa umeeT pasmep 4actull Dyy; 097 300,5 MUKPOH, ¥ MPHU 3TOM KOMIO3HLIUS
cogepxkutr  0,7% (macc./macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuIIH-4-1IT)aMUHO )-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB pa3sioskeHus cocraisieT 1,2% (Macc./Macc.) miin MeHee.

B napyroM BOIUIOIIEHHH HACTOSIIErO HW300pETEeHHs] TMpeUIokeHa CTaOMIIbHAS
KOMTIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
158,26-162,26 wmr napa-tonyoncynbponatHon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-1I1)aMUHO)-2-MeTHIIIUTNIEpUANH- | -mn)npon-2-eH-1-oHa,  40,54-44,54  wmr
MUKPOKPUCTAIIMYECKON Lesutr0103bl, 40,54-44,54 mMr monoruapara jgaktosbl, 7,00-9,00 mr

kpocroBuaoHa u 12,33-14,33 mr riuuepui-nuoereHara, mpuieM Hapa-TonyoJiCyIbGOHATHAS



124

COJIb 1-((2S,5R)-5-((7TH-nuppo:no[ 2,3 -d jnupumMunuH-4-1i1)aMuHO ) -2-METHIIITUTIEPUANH- | -
Wn)nporn-2-eH-1-oHa uMeet pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIO3HLIUS
cogepxxutr  0,7% (macc./macc.) wunu wmenee aumepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupuMHINH-4-1T)aMUHO )-2-MeTUIIUTIEPUANH- | -UT)porn-2-eH- 1 -oHa, u obree
KOJIMYECTBO MPONYKTOB passioxkeHus: cocrasisier 1,2% (Mmacc./mMacc.) MM MeHee Iocie
xpanenust npu 0-60°C/oTHOcuTenpHOI BrakHocT 10-40% B TeyeHue Mo MeHbluel mepe 28
CYTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIIEr0 W300peTeHHs] MpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
158,26-162,26 wmr napa-tonyoncynbponatHo comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIIUTIEpUANH- | -in)npon-2-eH-1-oHa,  40,54-44,54  wr
MUKPOKPUCTAIMYECKON Lesutro03bl, 40,54-44,54 mMr moHoruapara jgaktosbl, 7,00-9,00 mr
KkpocrioBuaoHa u 12,33-14,33 mr rnuuepui-nudereHara, mpuueM Hapa-ToNyOJCyTb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUTIEpUANH- | -
WI)Tporn-2-eH-1-oHa uMeeT pazmep dactul] Dyy; 0.9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wmmum  Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuIH-4-1I1)aMUHO)-2-MeTWIINHNIEPUANH- | -uT)npomn-2-eH-1-0Ha, u olrmee
KOJIMYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (Macc./macc.) WIM MeHee Iocie
xpanenus npu 0-30°C/orHOcuTenbHON BiakHOCTH 10-75% B TeueHue MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIJIOLIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAEeHHEeM B (hopme karcynbl 3 HPMC, conepskammas
158,26-162,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUTNIEPUANH- | -mn)npon-2-eH-1-oHa,  40,54-44,54  wr
MUKPOKPUCTATMYECKON Lesutro03bl, 40,54-44,54 Mr monoruapara jgaktosbl, 7,00-9,00 mr
kpocroBuaoHa u 12,33-14,33 mr rnuuepui-nudereHarta, mpuueM Hapa-ToNyOJCyIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol| 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEPUANH- | -
WI)Tpon-2-eH-1-oHa uMeeT pazmep dactull Dyy; 0.9; 300,5 MUKPOH, ¥ MPH 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wmum Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuInH-4-1I1)aMUHO )-2-MeTHIIUTIEPUANH- | -un)npomn-2-eH- 1 -oHa, u olrmee
KOJINYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (macc./macc.) WM MeHee Iocie
xpaneHuss npu 0-30°C/oTHOcHTENnpHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe

OJHOIO roga



125

B ngpyroM BOIUIOIIEHMHM HACTOSILIEr0 W300pETEHHs] TMpeIokeHa CTaOMIIbHAsS
KOMIIO3UIMS ¢ HEMEJICHHbIM BbICBOOOXKAeHHEeM B (hopme karcysbl 3 HPMC, coneprkamas
159,26-161,26 wmr napa-tonyoncynbponatHoi comu  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMunnH-4-nn)aMuHO)-2-MeTUINUNepuauH- 1 -mn)npon-2-eH-1-ona,  41,54-43,54  wmr
MHUKPOKPUCTAJUIMYECKON Le/unono3bl, 41,54-43,54 mr monoruapara naktossl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr rnuuepun-nubereHarta, mpuueM #apa-ToNyoJCyibhOHATHAS
COJIb 1-((2S,5R)-5-((7TH-ntuppono[ 2,3 -d JnupumunuH-4-1i1)aMUHO )-2-Me THIITUTIEpUANH- | -
wn)nporn-2-eH-1-oHa umeeT pasmep 4actull Dyy; 097 300,5 MUKPOH, ¥ MPU 3TOM KOMIIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wmm Menee ammepa 1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupuMHIIH-4-11IT)aMUHO)-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJINYECTBO MPOAYKTOB pa3sioskeHus cocraisieT 1,2% (Macc./Macc.) 1iin MeHee.

B nmpyroM BOIUIOIIEHMH HACTOSIIETO W300pETEeHHs] TMpeUIokeHa CTaOWIbHAS
KOMIIO3UIIHSI ¢ HEMeJICHHbIM BbICBOOOKAeHHEM B (hopme karcynbl i3 HPMC, conepkammast
159,26-161,26 wmr napa-tonyoncynbponatHoit comu  1-((2S,5R)-5-((7H-uppomno[2,3-
d]mupumMuInH-4-11)aMUHO)-2-MeTHIINUTNIEpUANH- | -in)npon-2-eH-1-oHa,  41,54-43,54 wmr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr monoruapara jgaktosbl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr riuuepui-nudereHara, mpuueM Hapa-TonyoJiCyIbGOHATHAS
COJIb 1-((2S,5R)-5-((7TH-nuppomno[ 2,3-d jnupumunuH-4-1i)aMiuHO))-2-MeTHIITUIEpUANH- 1 -
WI)Tporn-2-eH-1-0Ha uMeeT paszmep dactul] Dyy; 0,9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIO3ULIUS
comepxkur  0,7% (macc/macc.) wmm MmeHee aummepa 1-((2S,5R)-5-((7H-muppomo[2,3-
d]mupuMHUINH-4-1IT)aMUHO)-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obee
KOJIMYECTBO MPOAYKTOB pa3jiokeHus cocrapisier 1,2% (Mmacc./macc.) WM MeHee Mocie
xpanenus npu 0-60°C/oTHOcuTenpHON BrakHocT 10-40% B TeyeHue mo MeHbluel mepe 28
CYTOK.

B fapyroM BOIUIOIIEHHHM HACTOSIIETO HW300pETEeHHs] MpeUIokeHa CTaOWIIbHAsS
KOMTIIO3UIIHSI ¢ HEMEIJICHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl i3 HPMC, conepkammas
159,26-161,26 wmr napa-tonyoncynbponatHoit comu  1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMuINH-4-1IT1)aMHUHO)-2-MeTHIINUTIEpUANH- | -in)npon-2-eH-1-oHa,  41,54-43,54 wr
MUKPOKPHUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr monoruapara jgaktosbl, 7,50-8,50 mr
kpocrioBuaoHa u 12,83-13,83 mr riuuepui-nudereHara, mpuueM Hapa-TONyOJICYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3 -d jnupumunuH-4-1i1)aMiuHO ) -2-MeTHIITUIEpUANH- | -
wn)nporn-2-eH-1-oHa umeeT pazmep dactul] Dyy; 0,9) 300,5 MUKPOH, ¥ MPU 3TOM KOMIO3HLIUS

cogepxxutr  0,7% (macc/macc.) wnu Menee aummepa 1-((2S,5R)-5-((7H-nmuppono[2,3-
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d]mupumMuIH-4-1I1)aMUHO)-2-MeTHIIUNIEPUANH- | -un)npomn-2-eH-1-0Ha, u o0rmee
KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) Wiam MeHee Iocie
xpaneHus npu 0-30°C/orHOcuTenbHON BiakHOCTH 10-75% B TeueHHe MO MeHbIIEH Mepe
IIECTH MECSILIEB.

B npyroM BOIJIOIIEHMHM HACTOSIIEr0 M300peTeHHs TpeUIokeHa CTaOMIIbHAs
KOMIIO3HIIMSI ¢ HEMEJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, coneprkaimas
159,26-161,26 wmr napa-tonyoncynbponataon comu  1-((2S,5R)-5-((7H-muppoino[2,3-
d]mupuMUINH-4-1IT1)aMUHO)-2-MeTHIINUNIEPUANH- | -mn)npon-2-eH-1-oHa,  41,54-43,54  wmr
MUKPOKPUCTAIIMYECKON LesuTr0103bl, 41,54-43,54 Mr moHoruapara jgaktosbl, 7,50-8,50 mr
kpocroBuaoHa u 12,83-13,83 mr riuuepun-nubereHarta, mpuueM Hapa-TONyOJCYIb(OHATHAS
COJIb 1-((2S,5R)-5-((7TH-nmuppomno[ 2,3 -d jnupumunuH-4-1i1)aMiuHO )-2-MeTHIITUTIEpUANH- | -
WI)nporn-2-eH-1-oHa uMeeT pazmep dactul] Dyy; 09) 300,5 MUKPOH, ¥ MPH 3TOM KOMIO3HLIUS
cogepxxutr  0,7% (macc/macc.) wmmm wmenee ammepa 1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupumMuIIH-4-1IT1)aMUHO)-2-MeTHIIITUTIEPUANH- | -uT)npomn-2-eH- 1 -oHa, u olrmee
KOJIMYECTBO MPOAYKTOB pa3iiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
xpanenus npu 0-30°C/oTHocuTenpHON BiakHOCTH 10-65% B TeueHHe MO MEHbIIEH Mepe
OJTHOTO TO/1a.

B gpyroM BOIUIOIIEHMHM HACTOSILIErO HW300pETEHHs] IpeUIoKeHa CTaOMIIbHAs
KOMITO3HUIIMsI ¢ HEMEJICHHBIM BBICBOOOXKIeHHEM B (opme karcyibl 13 HPMC, conepakariast
160,256 mr napa-ronyoncynsdonarnoit comu 1-((2S,5R)-5-((7H-mupposno[2,3-d | nupumuans-
4-W)1)aMHHO )-2-MeTHIITUIePUINH- | -1 )pon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTAITHUECKOM
LeJutroJio3bl, 42,539 Mr moHorugpara JjakTto3bl, 8,000 mMr kpocmoBumoHa u 13,333 wmr
rIunepwI-quoereHara, npuueM —napa-tonyoicynbdonatHas  conb  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  uMeeT
pa3mep gactuil Dyy; 09 300,5 MukpoH, u mpu 3ToM kommosutus coneps:kut 0,7% (macc./macc.)
wm  MmeHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-11)aMuHO)-2-
METUJIHIIEPUANH- | -um)rpon-2-eH-1-0Ha, U o0mee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
cocraBysiet 1,2% (Macc./macc.) win MeHee.

B napyroM BOIUIOIIEHHH HACTOSIIEr0 HW300pETEHHs] TMpeUIoKeHa CTaOWIIbHAsS
KOMIIO3UIIHSI ¢ HEMENJICHHbIM BbICBOOOKAeHHEM B (hopme karcysbl i3 HPMC, conepkamast
160,256 mr napa-tonyoncynsponatroi conu 1-((2S,5R)-5-((7H-ntuppono[ 2,3-d[nupumuans-
4-n1)aMHUHO )-2-MeTHIITUIEPUANH- | -1un)ipon-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTAITHUECKON

LeJuIroJIo3bl, 42,539 Mr moHorugparta jaktosbl, 8,000 Mr kpocnoBumoHa u 13,333 wmr
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rIunepu-quoereHara, npudeM —napa-tonyoicynbgonatHas  comb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i)aMuHO)-2-MeTHIITUNEPUANH- | -1T)pon-2-eH-1-0Ha  UMeeT
pa3mep yactull Dyy: 0,9) 300,5 MukpoH, u npu 3ToM komnozuuus coaepxxut 0,7% (macc./macc.)
wii  Mmenee  ammepa  1-((2S,5R)-5-((7H-nuppomno[2,3-d | nupuMuans-4-uia)aMuHO)-2-
METWINUNEPUANH- 1 -1m)pon-2-eH-1-oHa, ¥ o0Iee KOJMYECTBO NPOAYKTOB Pa3JIOKEHHS
coctaBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-60°C/oTHOCUTENHHOMN
BiaxkHoctu 10-40% B TeueHue o MeHbleil Mepe 28 CyTOK.

B japyroM BOIUIOIIEHHHM HACTOSIIIEr0 W300peTeHHs] MpeIokeHa CTaOWIbHAs
KOMIIO3UIIMSI ¢ HEMEIJIEHHbIM BbICBOOOKAeHHEeM B (hopme karcynbl u3 HPMC, conepkammas
160,256 mr napa-tonyoncynsponarroit conu 1-((2S,5R)-5-((7H-tuppono[ 2,3-d[nupumuans-
4-n1)aMHIHO )-2-MeTHIITUIEPUINH- | -iun)iporn-2-eH-1-0Ha, 42,539 Mr MUKpOKPHCTALITHUECKON
LeJUT0J103bl, 42,539 Mr moHorugparta Jjaktosbl, 8,000 Mr kpocnoBumoHa u 13,333 wmr
rIUnepuI-quoereHara, mnpuyeM —napa-tonyoicynbgonatHas comb  1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMUHO ))-2-MeTHIITUNEPUANH- | -1T)pon-2-eH-1-0Ha  uMeeT
pasmep vactull Dyy: 09) 300,5 MukpoH, u npu 3ToM komnoszuuus coaepxut 0,7% (macc./macc.)
wm  MeHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuans-4-1mi)aMuHo)-2-
METUJINUIIEPUANH- | -um)pon-2-eH-1-oHa, W oOmee KOJWYECTBO MPOAYKTOB PA3JIOKEHUS
coctaBnsier 1,2% (macc./macc.) unu MeHee mnocie xpaHeHus npu 0-30°C/oTHocurenbHOMN
BiaxkHoctH 10-75% B TeueHHe MO MEHbLIEH Mepe MeCTH MECSIIEB.

B npyroM BOIJIOIIEHWH HACTOSIIEr0 H300peTeHHs TNpeiokeHa CTaOMIIbHAs
KOMITO3HLIMSI C HEMEIUIEHHBIM BBICBOOOXKIeHNEM B (opme karcyisl u3 HPMC, coneprkaimas
160,256 mr napa-tonyoncynsponarnoit conu 1-((2S,5R)-5-((7H-nuppono[2,3-d [nupumuans-
4-W1)aMHIHO )-2-MeTHIITUIePUINH- | -1 pon-2-eH-1-0Ha, 42,539 Mr MUKPOKPHCTaJLTHUECKOH
LeJUTr0J103b1, 42,539 Mr moHorugparta JjakTto3bl, 8,000 mMr kpocmoBumoHa u 13,333 wmr
rIunepwI-quoereHara, npuyeM —napa-tonyodcynbgonatHas conb  1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JmupuMuaH-4-1i1)aMUHO )-2-MeTHIITUNEPUANH- | -1uT)pon-2-eH-1-0Ha  nMeeT
pasmep gactull Dyy: 09) 300,5 MukpoH, 1 nipu 3ToM Komnozuuus coaepxut 0,7% (Macc./macc.)
wm  meHee  gumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumMuanH-4-1i)aMuHo)-2-
METUJINHIIEPUANH- | -um)rpon-2-eH-1-0Ha, W o0mee KOJIWYECTBO MPOAYKTOB PA3JIOKEHUs
coctaBnsier 1,2% (macc./macc.) nnm MeHee mocie xpaHeHus npu 0-30°C/oTHocuTenbHON
BiakHOCTU 10-65% B Te€UeHHE MO MEHbIIEH Mepe OJTHOTO roja.

B napyrom BOIUIOIIEHWH HACTOSINErO0 H300PETeHUs MPEIJIONKEH CIOCO0 JieUeHUs

UMMYHHOT'O, 8y TOUMMYHHOT'0 HJIH BOCTIAJIUTEIBHOTO PACCTPONCTBA Y CYOBEKTA, BKIIFOUAFOIIUI
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BBE/ICHUE CYOBEKTY, HY)KIAIOIIEMYCsl B TAKOM JIEUEHUH, JIFOOON M3 CTaOUIIBHBIX KOMIIO3ULIUI
C HEMEJIEHHBIM BBICBOOOKIEHHNEM, OIMCAHHBIX B JAHHOMH 3asBKe. B yacTHOCTH, CTaOMIIbHBIE
KOMITO3UIIMM C HEMEAJIEHHBIM BBICBOOOXKIEHIEM, OIMCAHHbIE B JAHHOW 3as1BKE, MOTYT OBIThH
UCTIONIB30BAHBI JUIS JICUSHHUS] THE3HOM aJIoNelny, BUTUINTO, BOCIAIUTEILHOTO 3200 IeBaHHs
KUIIEYHUKA, CHHAPOMA DPa3ApakKeHHOro KuineyHuka, OonesHn KpoHa, sI3BEHHOro KOJHTA,
PEeBMATOMIHOIO apTPUTA, OCTEOAPTPHUTA, FOBEHWJIBHOIO HIAMONATHYECKOrO apTpPUTa,
NICOPHATHYECKOTO apTPUTA, AHKHJIO3HMPYIOMIErO CIOHIWINTA, TICOpUas’a, OJSIIKOBUIHOTO
NICOpHA3a, AJUIEPrHYECKOro JepMaTHTa, THOMHOTO THAPAJACHUTA, BOJYAHOYHOTO HepUTa M
CHUCTEMHOUN KPACHOW BOJIYAHKHU.

B apyrom BOIUIOIIEHHMM HACTOSIIErO0 H300pEeTeHUs MPEIJIOKEH CIOCO0 JieueHUs
THE3HOH aJIONelnyy, BUTHIINIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIPOMA
pa3Ipa’keHHOro KHIIeyHHKa, Oosne3nn KpoHa, sSI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTE0apTPUTa, IOBEHWJIBHOTO WAMONATUYECKOrO apTpUTa, IICOPUATUYECKOrOo apTpUTa,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO IICOPHA3a, aJUIEPTHYECKOTrO
JIepMaTuTa, THOMHOTO THUAPAIACHUTA, BOJYAHOYHOrO HeppHTa WM CHCTEMHOH KPacHOM
BOJIYAHKHU Y CYOBEKTa, BKIIIOYAOIINN BBEACHHE CyOBEKTY, HY KIAIOIIEMYCsl B TAKOM JICYEHUH,
TaOJETKHU WM KaTCyJbl, cofepkaiieil nmpumepHo 15-67% napa-tonyoncynabspoHaTHOI conu 1-
((2S,5R)-5-((7TH-tuppomno| 2,3 -d [mupuMuanH-4- 11 )aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 )mpomn-2-
eH-1-ona, npumepHo 12-40% MUKPOKPUCTAJUIMYECKON LEJUIOI03bI, mpumMepHo 12-40%
MOHOTHIpaTa JIAaKTO3bl, npuMepHo 2-4% kpocmnoBuaoHa, u npumepHo 3-10% raunepu-
nubereHara, mpu 3ToM Kommnosunusi comepxut 0,7% (macc./macc.) wnu MeHee numepa |-
((2S,5R)-5-((7TH-mmuppoino| 2,3 -d [mupuMuauH-4- 11 )aMUHO )-2 -MeTHJIITUITEPUAUH- | -1 ) porn-2-
eH-1-0Ha, u ollIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./macc.) wiu
MeHee mociie xpanenus npu 0-30°C/orHOocuTenbHOl BinakHocTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO rojaa.

B napyrom BOIUIOIIEHMM HACTOSINEr0 H300pETeHUs MPEIJIONKEH CIOCO0 JieUueHuUs
THE3HOH aJIoNelyy, BUTHIIMIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHHKA, CHHIPOMA
pa3pa’keHHOro KHIIeyHHKa, Oosne3nn KpoHa, sI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTE0apTPUTa, IOBEHWJIBHOTO WAMONATUYECKOTO apTpUTa, I[ICOPUATUYECKOrO apTpHTa,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJISIIKOBUAHOIO ICOPHA3a, aJUIEPTHYECKOrO
AepMaTuTa, THOMHOTO THUAPAZCHUTA, BOJYAHOYHOrO HeppHTa WM CHCTEMHOH KpacHOM
BOJIYAHKHU Y CYOBEKTa, BKIIIOUAOIINN BBEACHNE CYOBEKTY, HY KJAIOIIEMYCsl B TAKOM JICUEHHH,

TabJIETKU WM KaIICYJbl, COAep:Kalieil npumepso 58-62% napa-tonyosncyinb$hoHaTHON cou 1-
) YOIcCy.
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((2S,5R)-5-((TH-ttuppomno| 2,3 -d [mupumuauH-4-11)aMHAHO ) -2 -Me TUJIITUITePUANH- | -1JT)Ipon-2-
eH-1-oHa, npumepHo 14-18% MUKPOKpUCTATNINYECKON LEJUI0JI03bl, HpumepHO 14-18%
MOHOTHJIpaTa JaKTO3bl, NpUMepHO 2-4% KpocmoBUAOHA, U mpumepHo 3-8% rauuepui-
aubereHata, mpu 3TOM Kommo3uims copepxxut 0,7% (macc./macc.) uiam MeHee aumepa 1-
((2S,5R)-5-((7TH-muppomno[ 2,3 -d |mupruMuanH-4-111)aMUHO ) -2-MeTHIITHIIepUANH- | -pt)porn-2-
eH-1-oHa, u o0IIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) wiu
MeHee mociie xpanenus npu 0-30°C/orHOcuTenbHON BirakHocTH 10-65% B TedyeHHe IO
MEHBIIEH Mepe OAHOrO roja.

B apyrom BOIUIOIIEHHMM HACTOSIIErO0 H300pEeTeHUs MPEIJIOKEH CIOCO0 JIeUeHUs
THE3THOH aJIONelHy, BUTIJIUTO, BOCHAIUTENILHOrO 3a00JieBaHHMs KHUINEYHUKA, CHHIpPOMA
pa3pa’keHHOro KHIIeyHHKa, Oone3nn KpoHa, sI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTE0apTPUTa, IOBEHWJIBHOTO HAMONATUYECKOrO apTpUTa, IICOPUATUYECKOrO apTpUTa,
AHKWJIO3UPYIOIIETO CHOHAMINTA, ICOpHa3a, OJSIIKOBUAHOIO TMCOpHAa3a, ajUIEPTHYECKOrO
JIepMaTuTa, THOMHOTO THAPAIACHUTA, BOJYAHOYHOrO HeppHTa WM CHCTEMHOH KPacHOM
BOJIYAHKHU Y CYOBEKTa, BKIIIOYAOIINN BBEACHHE CyOBEKTY, HY KIAIOIIEMYCsl B TAKOM JICYEHUH,
TaOJIETKHU WM KaTICyJIblL, CoAep kaliei mpuMepHo 55-67% napa-ronyoncynbdoHaTHOM comn 1-
((2S,5R)-5-((7TH-ttuppomno| 2,3 -d [mupuMuinH-4-11)aMUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa, npumepHo 12-18% MUKpPOKpUCTATNINYECKON LEJI0N03bl, HpuMmepHO 12-18%
MOHOTHIpaTa JIaKTO3bl, NMpUMepHO 2-4% kpocmoBupoHa, u npuMmepHo 3-10% raunepun-
aubereHara, mpu 3ToM Kommnosunusi comepxkut 0,7% (macc./macc.) wnu MeHee numepa 1-
((2S,5R)-5-((7H-iuppomno| 2,3 -d JnuprumugiH-4-11)aMHHO ) -2 -MeTHIITUIIePU AN H- | -1JT)Tpor-2-
eH-1-oHa, u olIlee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) uiu
meHee mociie xpaHenuss mnpu 0-30°C/orHOocuTenbHOl BinakHOCcTH 10-65% B TedyeHHe IO
MEHBIIEN Mepe OAHOrO roja.

B apyrom BOIUIOIIEHHMM HACTOSIIErO0 H300pEeTeHUs MPEIJIOKEH CIOCO0 JieUeHUs
THE3HOH aJIONelyy, BUTHIINIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIPOMA
pa3Ipa’keHHOro KHIIeyHHKa, Oosne3nn KpoHa, S3BEHHOro KOJIMTA, PEBMATOMIHOTO aAPTPHTA,
OCTE0apTPUTa, IOBEHWJIBHOTO WAMONATUYECKOrO apTpUTa, ICOPUATUYECKOrOo apTpUTa,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO ICOPHA3a, aJUIEPTHUYECKOTrO
AepMaTuTa, THOMHOTO THAPAIACHHUTA, BOJNYAHOYHOrO He(pPHUTAa WIM CHCTEMHON KpacHOH
BOJIYAHKHU Y CYOBEKTa, BKIIIOYAOIINN BBEACHHE CyOBEKTY, HY KIAOIIEMYCsl B TAKOM JICYEHUH,
TaONeTKN WM KarcyJibl, coaepskatieit 58-62% napa-ronyoncynbponarsoit comu 1-((2S,5R)-

5-((7TH-nmmppomno| 2,3-d |mupumMunuH-4-1i1)aMruHO )-2-MeTUITUNIEpUANH- | -1t npon-2-eH- 1 -0Ha,
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14-18% Mukpokpucrtamaudeckoi nemwmonossl, 14-18% Monoruzapara nakrtosel, 2-4%
KpocroBuoHa, u 3-8% rinuepwi-nuOereHara, mpu 3ToM Kommosuiusi comepxutr 0,7%
(macc./macc.) wmm  wMmenee gumepa  1-((2S,5R)-5-((7H-nuppono|2,3-d|nupumuann-4-
WJT)aMHUHO)-2-METWINHIEePUANH- | -u)ripon-2-eH-1-oHa, U oO0Iee KOJIMYECTBO MPOIYKTOB
pasnoxenust cocraeimsier 1,2% (macc./macc.) unaM  MeHee mocie XpaHeHus npu  O-
30°C/otHOCHUTENBbHOM BlakHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OIHOTO roja.

B apyrom BOIUIOIIEHMM HACTOSINErO0 HM300pPETeHUs MPEIJIONKEH CIOCO0 JIeUeHUs
THE3HOH aJIONelWHy, BUTHJINIO, BOCHAIUTEIBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIPOMA
pa3paskeHHOro KHIIeyHHKa, Oone3nn KpoHa, sI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTEOAPTPHUTA, IOBEHIJIBHOTO HMIUOMATHYECKOTO apTPUTa, ICOPUATUYECKOTO AapTPUTA,
AHKWJIO3UPYIOIIETr0 CHOHIMIINTA, ICOpHa3a, OJSIIKOBUAHOIO ICOPHA3a, ajUIePrHYECKOro
AepMaTuTa, THOMHOTO THAPAIACHUTA, BOJYAHOYHOrO He(ppHTa WM CHCTEMHOH KPacHOM
BOJIYAHKHU Y CYOBEKTa, BKIIOUAOIINY BBEICHNE CYOBEKTY, HYKIAOIIEMYCsl B TAKOM JICUCHHUH,
no3sl 30 Mr B ¢opme TaONeTKH WM Karcyunbl, comepxkameit 46,08-50,08 wmr napa-
tonyosicynbponaTHor comu  1-((2S,5R)-5-((7TH-nmuppomno|[ 2,3 -d jnupumunuH-4-nin)aMuHO)-2-
METUJIHIEPUANH- | -nin)npon-2-eH-1-0Ha, 10,76-14,76 ML  MHUKPOKPHUCTAIIMYECKOU
nesuroJio3sl, 10,76-14,76 mr monoruapara jaktossl, 1,40-3,40 mr kpocnosuaona u 3,00-5,00
MI' TIuLepui-gudereHara, mnpudeM hapa-tonayoncyibponatHas conb 1-((2S,5R)-5-((7H-
nupposno| 2,3 -d JmupuMuanH-4-1i)aMuHO)-2-MeTUITUIEPUANH- | -1 )ipon-2-eH- 1 -oHa
SIBJISIETCS HEM3MEJIbUE€HHOM, U ITPU STOM KoMmo3uuus conep:kut 0,7% (macc./macc.) uiu MeHee
mumepa  1-((2S,5R)-5-((7H-nmuppono[2,3-d|mupumuanH-4-11)aMUHO ))-2-MEe TUJITHIIEPUIIH- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO NPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) wm Menee nocie xpanenust pu 0-30°C/oTHocuTenbHOMN BiakHocTH 10-65% B
TEUEHHUE MO MEHBILIEH Mepe OJTHOTO roja.

B apyrom BOIUIOIIEHHMM HACTOSIIErO0 H300pEeTeHUs MPEIJIOKEH CIOCO0 JieUeHUs
THE3HOH aJIONelyy, BUTHIINIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIPOMA
pa3pa’keHHOro KHIIeyHHKa, Oone3nn KpoHa, sSI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTEOApTPHUTA, IOBEHIJIBHOTO HMIUOMATHYECKOrO apTPHUTa, MCOPHATHYECKOTO AapTPHUTAa,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO ICOPHA3a, aJUIEPTHUYECKOTrO
AepMaTuTa, THOMHOTO THUIPAIEHHWTA, BOJYAHOYHOrO He(pHUTa WM CHCTEMHOW KpacHOH
BOJIYAHKHU Y CYOBEKTa, BKIIIOYAOIINN BBEACHHE CyOBEKTY, HY KIAOIIEMYCsl B TAKOM JICYEHUH,
omHOW wmiu Oosee 4eM ONHOW Kamcyibl no3oi 30 wmr, conmepkameidr 48,077 mr napa-

tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppono|[ 2,3 -d jnupumunus-4-nin)aMuHO)-2-



131

METIIUNEPUInH- 1 -un)nporn-2-eH-1-ona, 12,762 Mr MHUKpPOKPUCTAJUIHYECKON MEJUTIOJIO3bI,
12,762 mr moHoruzapara jakto3bl, 2,400 mr kpocrioBuaoHa u 4,000 mMr raunepusi-quoereHara,
npudeM napa-tonyoncyibponatHas conb 1-((2S,5R)-5-((7H-nuppono[2,3-dnupumuann-4-
WJI1)aMHHO)-2-MEeTUIIUIIEPUNH- | -uiT)ripon-2-eH-1-0oHa umeer pasmep 4dactull Diy; 09) 300,5
MHKPOH, U INpU 3TOM Komnosuuus copepxkut 0,7% (macc./macc.) wian MeHee aumepa 1-
((2S,5R)-5-((7TH-uppoino| 2,3 -d JnupruMugiH-4- 11 )aMHHO ) -2 -MeTHIITUIePU I H- | -1J1)Tpor-2-
eH-1-oHa, u olIIee KOJMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./Macc.) uiu
meHee mociie xpanenus npu 0-30°C/orHOocuTenbHOl BinakHOocTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO roaa.

B apyrom BOIUIOIIEHMM HACTOSINErO0 H300pPETeHUs NPEIJIONKEH CIOCO0 JieUueHUs
THE3HOH aJIONelnyy, BUTHIINIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIPOMA
pa3Ipa’keHHOro KHIIeyHHKa, Oosne3nn KpoHa, sSI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTEOAPTPHUTA, IOBEHIJIBHOTO MIUOMATHYECKOTO apTPUTa, IICOPHUATUYECKOTO AapTPUTA,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO IICOPHA3a, aJUIEPTHYECKOTrO
JIepMaTuTa, THOMHOTO THUAPAIACHUTA, BOJYAHOYHOrO HeppHTa WM CHCTEMHOH KPacHOM
BOJIYAHKHU Y CyOBEKTa, BKIIIOUAOIINN BBEICHNE CYOBEKTY, HY KIAIOIIEMYCsl B TAKOM JICUEHUH,
no3sl 50 Mr B ¢opme TabnmeTku WM Karcynbl, comepxkameit 78,13-82,13 wmr napa-
tonyoscyibponaraoit comu 1-((2S,5R)-5-((7H-nmuppono| 2,3-d | mupumunus-4-min)aMuHO)-2-
METIIUNEPUINH- | -uin)porn-2-eH-1-oHa, 19,27-23,27 MI MUKPOKPHUCTAIINYECKON
1esuto03sl, 19,27-23,27 mr moHoruapara naktossl, 3,00-5,00 Mr kpocnioBugona u 5,67-7,67
MI' TJMLEepuI-AudereHara, mpu 3TOM KoMnosuuus conepxxut 0,7% (Macc./macc.) uim MeHee
mumepa  1-((2S,5R)-5-((7H-nuppono[ 2,3 -d|mupumMuans-4-1m1)aMUHO ) -2 -Me TUIITITHITEpUIUH- | -
wi)npon-2-eH-1-oHa, u oOliee KOJIMYECTBO TNPOAYKTOB pasjioxkeHus cocrapisieT 1,2%
(macc./macc.) i Menee nocie xpanenust pu 0-30°C/oTHocuTenbHOM BiaskHocTH 10-65% B
TEUECHHUE N0 MEHBILIEH Mepe OJTHOTO roja.

B napyrom BOIUIOIIEHMH HACTOSINEr0 H300pPETeHUs MPEIJIONKEH CIOCO0 JieueHuUs
THE3HOH aJIoNelyy, BUTHIIMIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEUHHKA, CHHIPOMA
pa3pa’keHHOro KHIIeyHHKa, Oosne3nn KpoHa, sSI3BEHHOrO KOJIMTA, PEBMATOUIHOTO apTPHTA,
OCTEOAPTPHUTA, IOBEHIJIBHOTO MIUOMATHYECKOrO apTPUTa, IICOPHUATUYECKOrO AapTPUTa,
AHKWJIO3UPYIOIIEr0 CHOHAMIINTA, IICOpHa3a, OJISIIKOBUAHOIO ICOPHA3a, aJUIEPTHYECKOrO
AepMaTuTa, THOMHOTO THUAPAZCHUTA, BOJYAHOYHOrO HeppHTa WM CHCTEMHOH KpacHOM
BOJIYAHKHU Y CyOBEKTa, BKIIIOUAIOIINN BBEICHNE CYOBEKTY, HY KIAOIIEMYCsl B TAKOM JICUEHHH,

omHON miu Oonee 4yeM OOHOM Kamcyisl o030 50 wr, conmepskamei 80,128 mr napa-
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tonyoscyiabponatHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METHIINUNEepUInH- 1 -un)npon-2-eH-1-ona, 21,269 Mr MHUKpPOKPUCTAJUIHYECKON LEJUTIOIO03bI,
21,269 mr moHoruzapara jgakTo3sl, 4,000 Mr kpocroBuaoHa U 6,607 Mr TIMLEpIII-THOereHaTa,
npuueM napa-tonyoncyibdonarHas coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumuamnn-4-
WJT)aMHUHO)-2-MeTHIINHIEePUANH- | -um)ipon-2-eH-1-oHa uMeer pasmep 4actull Diy; o9 300,5
MHUKpPOH, U NPH 3TOM KoMmmo3unus copepxut 0,7% (macc./macc.) wim MeHee numepa -
((2S,5R)-5-((7TH-uppomno| 2,3 -d JnupruMuginH-4-1i1)aMIHO ) -2 -MeTHIITUIePU I H- | -11)Tpor-2-
eH-1-0Ha, u olIIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./mMacc.) wiu
meHee mociie xpanenus npu 0-30°C/orHOcuTenbHOlN BhnakHocTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO rojaa.

B napyrom BOIUIOIIEHHWH HACTOSINErO0 H300pPETeHUs MPEIJIOKEH CIOCO0 JieueHUs
THE3HOH aJIoNelyy, BUTHIIMIO, BOCHAJUTENBHOrO 3a00JIeBaHMS KHIIEYHHKA, CHHIAPOMA
pa3paskeHHOro KHIeyHHKa, Oone3nn KpoHa, S3BEHHOro KOJMTA, PEBMATOMIHOTO APTPUTA,
OCTEOAPTPHUTA, IOBEHIJIBHOTO MIUOMATHYECKOrO apTPHUTa, MCOPHATHYECKOTO AapTPHUTAa,
AHKWJIO3UPYIOIIETO CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO ICOPHA3a, aJUIEPTrHYECKOrO
JIepMaTuTa, THOMHOTO THUAPAZECHNUTA, BOJYAHOYHOIO He(pUTa WM CHUCTEMHON KpacHOMH
BOJIYAHKHU Y CyOBEKTa, BKIIIOUAOIINN BBEIEHNE CYyOBEKTY, HY KIAIOIIEMYCsl B TAKOM JICUEHUH,
no3sl 100 mr B ¢Qopme TabneTku wiM Karcynbl, coxepskamed 158,26-162,26 mr napa-
tonyoscyiabponaTHol comu  1-((2S,5R)-5-((7TH-nuppono[2,3-d jnupumunus-4-uin)aMuHO)-2-
METUINUIepUAnH-1-unnpon-2-eH-1-ona,  40,54-44,54 ~Mr  MHUKpPOKPUCTAJUTMYECKOMN
nesutono3sbl, 40,54-44,54 mMr moHoruapara jaktosbl, 7,00-9,00 mr kpocnoBugoHa u 12,33-
14,33 mr riuuepui-aubOereHata, mpu 3ToM kommo3uuus copepxut 0,7% (macc./mace.) uiu
MeHee nuMepa 1-((2S,5R)-5-((7H-ntuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO ) -2 -
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0Ha, W o0Iee KOJUYECTBO MPOAYKTOB PA3JIOKEHUsI
coctaBnsier 1,2% (macc./macc.) wnm MeHee mocie xpaHenus npu 0-30°C/oTHocuTenpHON
BiakHOCTU 10-65% B T€UeHHE MO MEHbINIEH Mepe OJTHOTO roja.

B napyrom BOIUIOIIEHHMH HACTOSIIErO0 H300pPETeHUs MPEIJIONKEH CIOCO0 JieueHUs
THE3HOH aJIoNelnyy, BUTHIIMIO, BOCHAJUTENIBHOrO 3a00JIeBaHMS KHIIEUHUKA, CHHIAPOMA
pa3IpaskeHHOro KHIIeyHHKa, Oone3nn KpoHa, S3BEHHOTO KOJUTA, PEBMATOHIHOTO aPTPUTA,
OCTEOApTPHUTA, IOBEHIJIBHOTO MIUOMATHYECKOrO apTPHUTa, IMCOPHATHYECKOTO AapTPHUTAa,
AHKWJIO3UPYIOIIErO CHOHAMIINTA, IICOpHa3a, OJSIIKOBUAHOIO IICOPHA3a, ajUIePTrHYECKOrO
JIepMaTuTa, THOMHOTO THUAPAZCHUTA, BOJYAHOYHOrO He(ppHUTa MM CHUCTEMHOW KpacHOMH

BOJIYAHKHU Y CYOBEKTa, BKIIIOUAOIINN BBEIEHHE CYyOBEKTY, HY KIAOIIEMYCsl B TAKOM JICUEHUH,
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omHON mim Oosnee yem ofmHOW Kamcynbel B no3e 100 mr, comepskameit 160,256 mr napa-
tonyoscyabponaTHor comu  1-((2S,5R)-5-((7TH-nuppomno[ 2,3 -d Jnupumunus-4-nin)aMuHO)-2-
METIINUNEepUInH- 1 -un)nporn-2-eH-1-ona, 42,539 Mr MUKpPOKPUCTAJUIHYECKON LEJUTIOIO3bI,
42,539 mr moHoruapara jakTo3bl, 8,000 Mr kpocnoBuaona u 13,333 Mr rinuepui-audereHara,
npuueM napa-tonyoncyibdonarHast coib 1-((2S,5R)-5-((7H-nuppono|2,3-d|mupumunamun-4-
WJI)aMHHO)-2-MeTUIMUIIEPUINH- | -uiT)ripon-2-eH-1-oHa umeer pasmep dactul Diy; 09 300,5
MHUKpPOH, U TNpPH 3TOM KoMmmo3unms copepxkut 0,7% (macc./macc.) wim MeHee numepa -
((2S,5R)-5-((7TH-tmuppoino| 2,3 -d [mupuMuauH-4 -1t )aMUHO ) -2 -MeTHJIITUITePUAUH- | -1 ) porn-2-
eH-1-oHa, u olIlIee KOJIMYECTBO MPOAYKTOB pasyioskeHus: coctasisier 1,2% (macc./mMacc.) wiu
meHee mociie xpanenus npu 0-30°C/orHOcHTenbHON BhnakHocTH 10-65% B TedyeHHe MO
MEHBIIEN Mepe OAHOrO roja.

TepmuH «IPUMEPHOY», UCTIOIB30BAHHBINA B JAHHOM OMHUCAHHUH, O3HA4YaeT + 2,5.

TepmuH «npruemieMble KPUTEPUN», UCTIOIb30BAHHBIA B JAHHOM ONMHCAHUH, O3HAYAET,
YTO MpUEMIIEMOe KOJIMUeCTBO auMepa coctasisiet 0,7% (macc./mace.), a nmpuemiieMoe odree
KOJINYECTBO MPOAYKTOB pasjoxeHus cocraBmser 1,2% (macc./macc.), mpu 3TOoM oOImee
KOJINYECTBO 0OPA3YIOLIMXCs MPOAYKTOB PA3JIOKEHHs BKIIFOYAET KOJNIECTBO AUMEPA.

Tepmunr «wmarepuanocOeperaroimas TabiaeTupoBaHHass Kommosunus» win «MST
kommnozummsy, win «MST Ttabnerka», wmm «maptuss 16-002785», wmiu «16-002785y,
UCTIONIb30BAaHHBIE B JaHHOM ONMCAaHUM, 0003HadaeT TaONeTKU WIM KOMIIO3HLHIO,
ucronb3oBaHHble B (¢aze I wmccnenosanuii, comepxkamue: 16,05% PF-06651600-15 (c
Koynm4ecTBOM akTuBHOrO BemectBa 10,00%); 53,30% MUKPOKPUCTAJUTUYECKON LEJUTIOJIO3bI,
26,65% nukanmbrimiipocdara, 3,00% HaTpus kpaxmana raukoista (dkcruiorada), u 1,00%
creapara maraus. MST Tabnerka B no3e 100 mr cogepxkana: 16,051 mr PF-06651600-15 (10
mr API); 53,299 Mr MHUKpPOKpPUCTAJUTMYECKOH HEJUTr0JIo3bl, 26,650 mr nukamprmiidocdara,
3,000 Mr Hatpusi kpaxmana rimkojsita (3kcruiorada);, 0,500 BHyTpHUrpaHYJSPHBIH cTeapar
maruust, u 0,500 skctparpanynsapHsiii creapar marHus. MST rtabnetka B mose 500 wmr
cogepkana: 80,257 mr PF-06651600-15 (50 mr API); 266,543 Mr MUKpOKpHUCTAJUIMYECKON
nemwnosio3el; 133,200 mr pmkameiuiipocdara, 15,000 Mr Hatpus Kpaxmaia TIIHKOJATA
(3kcrmorada); 2,500 BHyTpUrpaHyJSIpHBIA creapar Maraus;, W 2,500 skcTparpaHyssipHBINA
cTeapar MarHusl.

Tepmuna «PF-06651600», win «aKkTUBHBIN», WIN «aKTUBHBIA (hapMaleBTHUECKHUIT
areHT», Wi «API», nnm «roroBast nekapcTBeHHast (opmMay, HCIOJNb30BAHHBIA B JTAHHOM

OTMCAHUH, O3Ha4aeT 1-((2S,5R)-5-((7TH-ITuppono[ 2,3 -d [mupumMuanH-4-11)aMUHO)-2-
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METUJINHIIEPUANH- | -um)pon-2-eH-1-0oH 1 BkiIO4aeT B cels o0y  (dapMaleBTHUECKH
NPUEMIIEMYIO KPUCTAJUIMYECKYIO WM aMOpHYI0 (GopMy, B TOM YHCIIE THAPATHI, COJNBBATHL,
COKpPHUCTAJUIBL, CONM M uUX KomOuHanmu. Hexkoropele (GopMBl MOXKHO MOJNYYHTb, CIERYs
SKCHEePUMEHTAIbHBIM MeToaukaM, onucanHbiM B W02015/083028 u Thorarensen et al., J.
Med. Chem., 2017, 60, 1971-1993, oba 3Tu AOKyMEHTa BKJIOYEHbI B JaHHOE OIHUCAHHE
MOCPEICTBOM CCBUIKH BO BCEH CBOEH MOJIHOTE.

Tepmun «PF-06651600-15», uCnoNb30BaHHBIN B TAaHHOM OINMUCAHWH, O3HAYaeT napa-

TonyoscyibpoHaTHyr0 conb 1-((2S,5R)-5-((7TH-nmuppono[2,3-d jnupumunuH-4-1in)aMuHO)-2-

METUJIHIIEPUANH- | -UT)IIpon-2-eH-1-0Ha, UMEIOIYI0 CTPYKTYPY
U BKO4YaeT B cebs moOyro (apManeBTUYECKH MPUEMJIEMYIO KPHCTAJUTHYECKYH) WJIH
amopdryr0 QopMy, B TOM YHCIIE THAPATHI, COJBBATHI, COKPUCTAIUIBI U WX KOMOWHAIIMH.
Hekotopeie Qopmbl  napa-tonyoncynsponatHor comu  1-((2S,5R)-5-((7H-nuppomno[2,3-
d]mupumMuIIH-4-1IT1)aMUHO)-2-MeTHIIITUNIEPUANH- | -WT)porn-2-eH-1-0Ha  MOJKHO — TIOJIYYHTb,
crenysi SKCIEPUMEHTAIbHBIM METOAMKAM, OITMCAHHBIM B TaHHOM 3asBKke U B USSN (cepuiiHblii
Homep B CIIIA) 62/748628 u PCT/IB2019/058940, 0ba 3Ti JOKyMEHTa BKJIFOUYEHBI B TAHHOE
OMNMCAHUE IOCPEICTBOM CCBUIKM BO BCEHW CBOEH MOJHOTE. B KOMMO3MLMAX, ONMCAHHBIX B
JaHHOM 3asiBKe, MpUOIM3uTeapbHO 62,4% (Macc./Macc.) COIM COCTABISIET aKTHBHBIN areHT PF-
06651600.

Tepmun «PF-06757444» wunu «aumep», HCMOJb30BAaHHBIH B JAHHOM OIUCAHUH,
o3Hagaer  1-((2S,5R)-5-((1-(3-((2S,5R)-5-((7H-niuppono[2,3-d | mupuMuanH-4-11)aMUHO -2 -
MeTUINHIEpUanH- 1 -ui)-3-okconponn)- | H-mupposo[ 2,3 -d |nupumunus-4-muin)aMuHO)-2-

METUJIHIIEPUANH- | -uiT)npon-2-eH- 1-oH, UMEIO NN CTPYKTYPY

4G
s B4 >, &

B MST Ttabnerkax siBisiercst mumep. Creayer MOHUMATh, YTO ONpENeIeHNne TuMepa, Kak OHO

. bpu1o ONpeneneHo, YT0 OCHOBHBIM MPOAYKTOM Pa3JIOKEHUS

UCTIOJIb30BAHO B IAHHOM ONHCAaHUH, BKIFOUaeT oauH wim 6osnee numepos 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d jmupumuanH-4-1i1)aMuHO ))-2-MeTHIITUNIEpUANH- | -1t pon-2-eH- 1 -oHa.

Hanpumep, mokasaHHble HIKE TPU CTPYKTYpPbI TaKKe IMPEACTABISAIOT COOOW aumeps! 1-
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((2S,5R)-5-((TH-ttuppomno| 2,3 -d [mupumuiuH-4-11)aMHUHO ) -2 -Me TUJIITUITePUANH- | -1JT) Ipon-2-

B
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B yacTHOCTH, TEPMUH «TUMEP», UCIIOJIB30BAHHbBII B JAHHOM ONUCAHWH, BKIIFOYAET OUH WU
Oonee TUMEPOB 1-((2S,5R)-5-((7TH-nmuppono[ 2,3 -d|mupuMuinH-4-11)aMUHO )-2 -
METUJIHIIEPUANH- | -um)pon-2-eH-1-oHa.

Tepmur  «craOunbHasy, WM «CTaOWJIbHAS KOMIIO3MLIMS C  HEMEIJICHHBIM
BBICBOOOXKICHUEMY, WM «CTA0MJIbHAs KOMIIO3HLIMS C HEMEIJICHHbIM BBICBOOOKICHHUEM B
¢dopme TabneTKnY, MIIN «CTaOMIIbHASI KOMITO3ULIHS C HEMEIJICHHBIM BBICBOOOKACHNEM B (hOpMe
karicynbl u3 HPMC», ucnonp30BaHHBIM B AAHHOM OIMMCAHWU, O3HAYAET, YTO KOJUYECTBO
o0pa3oBaBIIero quMepa B KOMIO3HLINHU ¢ HEMEIJIEHHbIM BBICBOOOXKAeHHEM cocTasisieT 0,7%
(Macc./macc.) unu MeHee, a olliee KOJMYECTBO OOpPa30BAaBIIMXCS MPOAYKTOB PAa3JIOKEHUS,
BKJTIOYAsi AUMeEpP, B KOMITO3ULIMHU cocTaBiisieT 1,2% (Macc./mMace.) Wiu MeHee, 9TO OTPEAeIIsIOT
IPY KOHKPETHBIX 3HAYEHUSAX TEMIIEPATyPhl, OTHOCUTEIBHOMN BJIA)KHOCTH U IEPUOJIOB BPEMEHHU.
Hanpumep, ¢paza «npu 3TOoM comepkaHue oOpasoBaHHOro aumepa cocrasisier 0,7% wunu
MeHee, U ofliee conepkanne oOpa3OBaHHBIX MPOAYKTOB Pa3JIOKeHHs COCTaBisieT 1,2% wu
menee npu 0-30°C/oTHOCUTENbHOM BaxkHOCTH 10-65% B TeueHHe MO MEHbLISH Mepe OTHOTO
rofia», UCMOJb30BAHHAS B JAHHOM OITMCAHUM, O3HAYAET, YTO YPOBEHb OOpa3OBaHUs JUMEpa
cocrasysiet 0,7% (Macc./macc.) uinu MeHee B yeioBusx xpaHeHus npu 0-30°C/0THOCUTENBHOM
BiaaxkHOCTH 10-65% B TedyeHHe MO MeHbIIEH Mepe OMHOro roma, a oollee KOJIMYECTBO
NPOAYKTOB PA3JIOKEHUs], BKJIIOUYas aumep, cocrasisier 1,2% (macc./macc.) win MeHee B
ycnoBusix Xxpanenusi npu 15-30°C/orHocuTenbHo# BiaskHocTr 10-65% B TeYeHHe MO MeHbIIEH
Mepe OHOTO rojia.

TepMuHBI «CYOBEKT», WM MALMEHTY», WIH «MHIUBUA», KOTOPBIE HCIIONB3YIOTCS B
JAHHOM ONHCAHUH B3aHMMO3aMEHSIEMO, OTHOCATCS K YEJIOBEKY HIIM YKUBOTHOMY, K KOTOPOMY
MOTyT OBITh TMPUMEHEHBI CIOCOOBI MO HACTOSIIEMy H300peTeHHu0. B HEKOTOpbhIX
NPEANOYTUTENbHBIX BOIUIOIIEHHSIX CYObEKTOM SIBIISIETCS YEJIOBEK.

TepmuH «Macc./Macc.», UCNIOIB30BAHHBIN B JAHHOM OITMCAHHUH, O3HAYAET «B MEPECcUeTe

Ha MacCCy» HUJIN «B MPOLUECHTAX 1O MAaCCE».
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ITonyuenne napa-ronyoncynbponarHoi comu 1-((2S,5R)-5-((7H-nmuppono[2,3-

d]nmupumuIuH-4-1I1)aMHUHO)-2-MeT-WIIMUIepuaAnH- 1 -um)nporn-2-ex-1-o1a

A) B xonby EasyMax™ emkocTbio 50 MJI, OCHAILIEHHYIO BEPXHEMPUBOJHON MEIIAJIKOH,
no0aBIsIM  MOHOTHUApAT  M-TONyoJcynbdoHoBoit  kucnotrel (7,01 wmmonas;, 1,35 1),
metuwdTUiIKeToH (10,0 mur) u Boay (0,30 mur). Dror pactBop mepememnBaiu npu 22°C B
TedeHue 5 MUH. MeyIeHHO uepe3 KareabHyK BOPOHKY 100aBsii B TeueHue 20 MUH pacTBOP
1-((2S,5R)-5-((7TH-tuppoino| 2,3 -d JnupumuauH-4-1i )aMUHO )-2-MeTUIIITUTIEPUAHH- | -HIT)IpOoTT-
2-eH-1-ona (7,01 mmons, 2,00 r) B meTmmdTHikeToHe (10,0 Mut). CycnieH3uio nmepemMernuBaiu
npu 22°C B Teuenue 30 muH. MenjeHHO depe3 KalenbHYKO BOPOHKY B TeueHue 15 MuH
nobasnsn MetnidTHIIKeTOH (10,0 Mit). Cycnensuro nepemernnBaiu npu 22°C B TeueHue 60
MHH U 3aTeM QUIbTpoBaii. TBEpIOE BEIIECTBO MPOMBIBAIH METHIITHIKETOHOM (2 X 3 Min) 1
CYIIWJIN B BakyyMHOM cyurmibHOM 1mkady (30°C) B Teuenune 16 uwacos. 1-((2S,5R)-5-((7H-
IMuppono[2,3-dmupumMunns-4-m1)aMHHO))-2-METHIITHIIEPUINH- | -um)ripon-2-eH-1-0H B BUAE
COJIM M-TOJNYOJ-CyJb(pOoHOBOH KucioTel (Popma 1) (5,81 mmonp, 2,66 1) monydanu B BHIE
NIECOYHO-0EJIOro MopoIIKa ¢ BEIXogoM 82,9%.

B) PactBop MoHOrHIpara n-TodyoncyiabpoHOBONH KucioTel (2,66 r; 13,8 mmonb) B
MeTudTIIKeTOHE (7,2 Mi) nobaBnmsiim kK nepeMernBaeMoMy pacteopy 1-((2S,5R)-5-((7H-
nupposno| 2,3 -d JmupumMuaH-4-1n)aMuHO)-2-MeTUITUIepUANH- 1 -1 )pon-2-en-1-ox1a (3,60 T
12,5 mmonb) B MeTriaTUIKeTOHE (22,5 M) 1 Bozte (1,56 mu) npu 22°C. JloOaBisinu 3aTpaBKy
PF-06651600-15 (89 mr) u cmecy nepememnBanu npu 22°C B TedeHue 4 4acoB. 3aTeM
MEIUIEHHO NO0aBIsUTM METHISTHIIKETOH (48 MIiI) B TeueHHe BPEMEHHOro nepuona B 1 dac.
Cycnensuto nepemennuanu rnpu 22°C B Tedenue 18 yacos u 3areM ¢punbTpoBain. Ocaaok Ha
(uIbTpe MPOMBIBAII METUIISTHIIKETOHOM (15 Mut) 1 3aTeM cyimim nox BakyymoMm mipu 40°C
B TeueHne 4 dacoB. 1-((2S,5R)-5-((7H-ITuppono[2,3-d]mupumuann-4-mi)aMuHo)-2-
METUJIHIIEPUANH- | -uT)rpon-2-eH-1-0H B popme conm #-ToayoncyabpOHOBONH KUCIOTHI (4,95
r; 10,8 MMOJIB) IONy4ay B BUE O€JIOT0 TBEPIOTO BEIIECTBA C BHIXOIOM 86%.

JlaHHBIE KacaTeJIbHO KOMITO3ULUI

[Toka3zaHO, YTO CYIIECTBYIOINAsh B HACTOSIIEE BpPEMsl KOMIIO3ULMS HeCTaOWIIbHA,
nockonbky PF-06651600-15 nerxko moasepraercs IUMEpU3ALUU U OJIUTOMEPU3ALUNA BHYTPHU
rOTOBOM JlekapcTBEHHON (hopmbl. Takke HaOIIOHAaETCsl 3aMETHOE U3MEHEHNE BHEIITHETO BHIA
B Clydae cMeceil u TableToK, Mpu 3TOM 00paslLibl CO BPEMEHEM MEHsUIM LBET ¢ Oenoro Ha

KOquHeBbIﬁ WA NPOSABIELIIM UHTECHCUBHOEC JIOKAJIbHOC U3SMCHCHUE LIBETA.
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Urobpl ompenenuTh, Kakue KOMIIOHEHTBI BbI3bIBAIM HecTabmibHOCTE MST
KOMIIO3ULIMHM, M OLIEHUTb BIIUSHUE AaJbTEPHATUBHBIX SKCLUIHUEHTOB HAa XUMHUYECKYID H
¢usnueckyro crabunbHOocTh PF-06651600-15, mHMLMUpPOBANU CKPUHUHT COBMECTUMOCTH C
skcrmnuenTamu. OOpasibl TOTOBUIIM B BUJI€ MHAMBUAYAJIBHBIX IBYXKOMIIOHEHTHBIX CMeCed
(T.e. comepxammx 50% sxcuunuenta u 50% PF-06651600-15) u xpanunu B TeueHue 1 Hemenu
npu 70°C/RH (oTHOCHTENBHON BIaXKHOCTH) 75%, MOCIe 4ero JaHHYH CMECh OLIEHHBAIH Ha
npeaMeT U3MEHEHHUs LIBeTa U IPOBOAMIIN aHAIU3 MO ONPEENICHUI0 TpUMecel B TPOAYKTE.

OOpasupl TOTOBWJIM B CTEKJISIHHBIX (hjjakoHax oObeMoM 29,5 M, BBINOJHSIS
npuBeneHHbIe nanee cranuu: (1) oTBemIMBaHME MPUMEPHO | T' SKCUMITMEHTA B CTEKJITHHBIN
¢makoH Ha 29,5 mi; (2) nobasnerne npumepHo 1,6 r PF-06651600-15 (mpumepro 1 rpamma
AKTHUBHOTO areHTa) B 3TOT CTEKJITHHBIN (hy1akoH; U (3) 3aKpeITHE (PIakoHA U epeMelINBaHNE
KOMITOHEHTOB B cMecutene Turbula mpu ckopoctn nmpumepHo 46-49 06./MuH B TeueHue 10
muHyT. O0pasus! xpanmnn npu 70°C/RH 75% B Teuenne ogHON Henenu. ITH yCIOBHs ObUTH
BBIOPAHBI IJIs1 U3yUEHHsI BO3AEHCTBUS BBICOKOH BIAYKHOCTH, KOTOPAsi, KK U3BECTHO, BIMSET HA
crabmnpHOCTE MST kommnoznnmu. OCHOBHOE BHUMAaHHE YAEISIN BHEIHEMY By 00pa3IoB U
KOJINYECTBY MPOAYKTOB pa3yioskeHus (B Buae %o oT o01uei miomann).

Cunranoce, 4TO pa3NoOXKeHHE U M3MEHeHue IBeTa, HaOmonaemble B ciydae MST
KOMITO3ULIMH, B IIEPBYIO OYEPeb BbI3BaHbl AUcnponopuronuposanueM PF-06651600 u napa-
TOJIyOJICYJIb(OHOBOI KUCIOTHL UTOOBI ONpenenuTh, MPUBOIUT JIU AUCIPOIOPLHOHUPOBAHUE
PF-06651600-15 k pa3noskeHUr0, MPOBOAWIN SKCIIEPUMEHTBI CO CHUKeHHeM pH koMmnosunun
Hwke 3HaueHus pHmax anmst PF-06651600-15. T'otoBumu obpasusl ¢ PF-06651600-15 B
MPUCYTCTBUM psifla KUCIOT WK JOHOPOB NpOoTOHOB. Bee cmecu Ha ocHoBe PF-06651600-15,
IIPUTOTOBJICHHBIE C UCIIOJIb30BAHUEM JIOHOPA MPOTOHOB, IEMOHCTPHUPOBAJIN BBICOKHE YPOBHU
oOpa3zoBaHMsi TPONYKTOB pasziiokeHus: (Beime 80%) uepes OOHY HENENI0 XpaHEHHs MpPHU
70°C/oTHOCUTENBHOI BiiaxkHOCTH 75% (Pur. 1). 310 TakKe CONMPOBOXKIAIOCH 3HAUYUTEIbHBIM
U3MEHEHHEM BHEIIHETO BHIAa BCEX OpasLOB OT OeJoro mopoIlKa a0 OpPaHKEBOTo
pacruibiBaromerocst nopomka (Tadnuua 1), 1eMOHCTPUPYST TUTPOCKOMUYHOCTD 3THX KHUCIIOT.
DTH pe3yJIbTAThI MO3BOJUIIN CaeNaTh BbiBOA, YTO PF-06651600-15 HECOBMECTHUM C KHCIIOTOM
B BBICOKMX KOHLEHTpAIMAX (MHKPOOKPYXEHHEeM ¢ HU3KUM pH) W/Miam rurpoCKOMMYHBIMH
SKCLUIHUEHTaMU B TAKHX CMECSIX.

Jnst panbHEWIIero BbIICHEHUs BiIUsHUSA pH MHUKpPOOKpy:keHus Ha pasnoxeHue PF-
06651600-15 obbenunsamm pasnuunble SKcunueHTs! ¢ PF-06651600-15 u xpaHunu B TedeHne

1 wememn mpu 70°C/RH 75% (®ur. 2 u 3). DKCUMIIMEHTHI, cofeprKamue KapOOKCHIarT,
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SBJISTFOIIMIACS aKLENTOPOM NMPOTOHOB, ¢ pH BbIe pHmax TO3MNATHON conu (cTeapar MarHus,
HATpPUsI Kpaxmaja TIJIMKOJAT, HATpUeBas COJIb KPOCKAPMEIIO3bl), BBI3BIBAIM 3aMETHOE
usMeHeHue 1eeta (Tabmuma 1) y nByxkoMnoHeHTHOU cMecu. [ToMuMO 3TOro, HaIuYue TaKux
5KCLIUIUEHTOB CONPOBOXKAAJIOCh YBEIUYEHHEM KOJIMYECTBA MPOAYKTOB pAa3IOKEHUs B
KOHe4uHOM obpasue. KapOokcuaaTHble rpyIIbl, HMEIOLIHNECs y 3TUX SKCIUIHEHTOB, CIOCOOHBI
MPUHUMATB MPOTOH OT COJIM, YTO MOKET 00JIerdyaTh AUCTIPONOPIHOHIpOoBaHue. HeoxnnaHHo
OKa3aJI0Ch, YTO ABYXOCHOBHBIN (ocdaT KalblLivs, TaKXKe CIOCOOHBIH OBITh aKIENTOPOM
IIPOTOHA, HE BBI3bIBAJ 3HAYUTEIBHOIO M3MEHEHHs 1[BeTa WIIH Pa3JIokKEeHUs. DTU Pe3yJbTaThl
IEMOHCTpUpOBaNU, 4TO pasnoxeHue PF-06651600-15 BciaeacTBHe KOHTAKTUPOBAHUSA C
SKCLUUMHUEHTAMH OBUIO HENpeNCKa3yeMbIM, a TakKe, YTO OJHHUM TOJBKO 3HaueHuem pH
MHUKPOOKPY>KEHHsI, OOYCIIOBJIEHHBIM HAaJH4YUe HKCLUIMHEHTa, HEBO3MOXKHO OOBSICHUTH
HecTabmbHOCTE PF-06651600-15.

I'urpockonu4Hble SKCHUMHEHTHl O0JAaJar0T CIIOCOOHOCTBIO MOTJIOIIATh BOAY U
pacIuIbIBaThCs MPU MPEBbIIEHUH KPUTUYECKOTO 3HAYEHUs] OTHOCUTENBbHON BIAKHOCTH, YTO
MOXET CHOCOOCTBOBAaTh HM3MEHEHHIO I[BETa U TIIOBBILICHUIO YypOBHEH pasnoxkenus PF-
06651600-15 (®ur. 4). Hanuume TUrpOCKONUYHBIX SKCHUITUEHTOB MOXKET YBEIHMYHBAThH
CKOPOCTb AUCIPONOPLIMOHUPOBAHUSA U, CJIENOBATENbHO, pas3noxeHus PF-06651600-15,
MIOCKOJIBKY BOZa CIIOCOOCTBYET M3MEHEHHMIO CTENeHM WOHM3AalMU TOCPEICTBOM IEpPEeHOCca
IIPOTOHA.

CrabunpHocTb PF-06651600-15 n3yuanu B mpucyTcTBUM psina Hanojduutene (Pur. 5),
BKJIFOYAsT MHUKPOKPHUCTAJUTHYECKYI0 Leunonody (Asunen PH102), mMoHOrMapaT JakTO3BI,
IBYXOCHOBHBIH (ocdar kamplmMs W Kpaxmall, MPU 5TOM BO BCEX CIy4asx He ObLIO
NPOEMOHCTPUPOBAHO HHUKAKOTO W3MEHEHHs L[BETa, a CTENeHb OOpa3OBaHHs MPOAYKTOB
pazyiokeHusi cocTaByisia MeHee 1%. B ciyuae MaHHMTA OBLIO MOKAa3aHO HE3HAYUTENILHOE
U3MEHEHHE IBeTa cMecH (C 0eoBaToro Ha KOPUYHEBBIH), HO MPOJEMOHCTPUPOBAH BBICOKUHN
YPOBEHb XUMHYECKOH CTAOMIbHOCTH. 3HAYUTENBHOE JIOKAIbHOE I3MEHEHHE [{BETAa HAOII01aIH
B cirydae copOuta (¢ 0enoBaToro Ha OpaHKeBBIN), HECMOTPSI HA HU3KHUI ypoBeHb (MeHee 1%0)
o0pa3oBaBIIerocs MPOAYKTA pa3sioskeHus. B ciydae kcumira ObUTH MPOAEMOHCTPUPOBAHBI KaK
TUIOXasi XUMU4YecKasi CTaOUIIbHOCTD (pasnioskeHue Ha 12%), Tak U 3HAYUTEIHHOE M3MEHEHHUE
BHEIIHero Buaa (¢ OenoBaTOro mBera Ha JKENTHIA) 1o Bcemy oOpasiy. Ctpounm rpadux
nuHaMmr4deckoi copOumu nmapos (DVS) kak B ciiydae mananTa, Tak U kcunta (Dur. 6), u Obu1o

MOKAa3aHO, YTO MAHHUT XapPaKTEPHU30BAJICA cinabbIM NnorjaomeHueEM BOAbI, B TO BPEMS KaK
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KCUJIUT OKAa3aJiCsi TMIPOCKOMMUYHBIM, YTO MOATBEP)KIAET ydacThe BOAbl B pasioxkeHuun PF-
06651600-15.

PF-06651600-15 o0benuHssin ¢ pAAOM CyXHUX MOPOLIKOOOPA3HBIX CMAa3bIBAIOLINX
BemecTs (Pur. 7). B npucyrcrBuu creapara Maraus u creapuidpymapara Hatpus (PRUV) Obin
IPOAEMOHCTPUPOBAH BBICOKUI YPOBEHb XHUMHMUYECKOIO Pa3JIOKEHMs], CONPOBOXKAAIOILEroCs
3aMETHBIM M3MEHEHHEM BHEIIHero Buaa oOpasua. Hamudue creapara MarHusi U3MEHsUIO IIBET
obOpazia or 0enoBaToro Kk KpacHOMy/kKopudHeBOMy, a Hajguuue PRUV u3MeHsuio 1BeT OT
0e0BaTOro K OpaHXeBOMY/KOPHUYHEBOMY. B MPHCYTCTBHU OCTAJIbHBIX MPOTECTHPOBAHHBIX
CMa3bIBAIOIIMX BELIECTB M TJUAAHTOB (INIMLEpPUI-AHOereHara, CTE€apUHOBOH KHCJIOTHIL,
nrokcuaa kpemuusi) PF-06651600-15 nokasan npueMiIeMyro XUMHYECKYIO CTaOMIIbBHOCTD, TIPH
5TOM CTeMNeHb 00Pa30BaHMsI MPOAYKTOB PA3JIOKEHUs COCTaBJsua MeHee 1% Mpu XpaHEeHUH B
ycnosusix 70°C/RH 75% B teuenue 1 Hemenn. Hanmuune cTeapuHOBOI KHCIIOTBI BBI3BIBAIIO
3aMETHOE JIOKaJIbHOE M3MEHEHHE BHELIHEro BHaa 00pasia, B Cilydae IIIHLEepUI-AHOereHara
MPOAEMOHCTPUPOBAHO cllaboe okpamuBaHue (OT OenoBaTOro K CBETJIO-KEITOMY), a B
MPUCYTCTBUM AUOKCHUA KPEMHHUS LIBET HE U3MEHSJICS. DTU pe3ybTaThl IOKA3alu, YTO cTeapaT
Maraus, ucnosibp3dyembiii B MST kommnosnnuu, Obut kpaitHe HecoBmecTuM ¢ PF-06651600-15, u
CIEZIOBATENIbHO, MOT  OBITh  (DakTOpOM,  CHOCOOCTBYIOIIMM  3apEerHCTPUPOBAHHOM
HeCTaOMIIBHOCTH JIeKapcTBEHHONW (opMmbl. Jnokcun KpeMmHHs OKasajcs INPUEMIIEMBIM
SKCLMITUEHTOM JUIs IpuMeHeHus1 B komnosuumu ¢ PF-06651600-15 B popme Tabnerku.

Uro kacaercs crabmipHocTH PF-06651600-15 nmpu oObeaMHEHUN C 3KCLUIHEHTAMHU,
npefHa3HaYeHHbIMU 1151 oOnerdeHust pacnagaeMocty (Pur. 8), TakiMMU Kak HATPUs Kpaxmaia
TIUKOJIAT (9KCIIoTad), ucrnonb3yembiMi B MST KoMNo3uLuy, TO ObLTH MPOJEMOHCTPUPOBAHBI
ypoBHHU paznokeHus 6osee 40%, M3MEHEHHe LiBeTa OT OEJIOBATOTO K JKEJITOMY M PACILIbIBAHHE
C TOYKHM 3peHHs BHEINHEero Buaa. B ciyuae HaTpueBol conu kpockapmeriossl (Ac-Di-Sol)
NPOIEMOHCTPUPOBAHBI YPOBHU MPOAYKTOB PA3JIOKEHUs B 0OpasLe Boiie 3% 1 3HAYUTEITbHOE
HaOMrolaeMoe HM3MEHEHHE LBeTa OT 0enoBaToro K CBeTJo-KopuyHeBoMy. (Cwmech ¢
KPOCHOBUAOHOM (TonMIuiacioHoM XL) mokaszana XUMHUYECKyro ctabuibHOCTh (MeHee 1%) ¢
JIETKUM TOXKENTEHUEM MOPOLIKA.

OT1u pe3ynbTaThl AeMoHcTpupoBaiy, yTo PF-06651600-15 HecoBMecTUM € HIMPOKUM
CTHIEKTPOM 3KCLMITUEHTOB. B 4aCTHOCTH, BBICOKHE YPOBHU Pa3JIOKEHUS HAONIOOAU B Cliydae
oobenuaenust PF-06651600-15 ¢ kucnoraMu 1 BEIIECTBAMH, COAEPIKALTUMH KapOOKCHIIATHBIE
rpymmnbl (aKLENTOpPbl MPOTOHOB), U 3TO IO3BOJISIET MPEATNONIOKUTh, YTO CTeapaT MarHus U

9KCILIOTA0, conepskamuecs: B MST KOMIO3UIINY, BBI3bIBAIN MPOOIEMbl HECTAOMIBHOCTH 3TOH
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KOMIO3uIH. IIoMUMO 3TOro, TrUrpOCKONMUYHBIE SKCLUUMHEHTHI, TaKHE€ KaK KCHJHT, MPHU
oobenuHennu ¢ PF-06651600-15 npuBoann K BHICOKUM YPOBHSIM OOpa3OBaHUs MPOAYKTOB
paznokeHust. bpio 0OHapyskeHO, YTO 3KCLUMHUEHTBI, MOAXOASIIE 17151 KoMOnHNpoBaHus ¢ PF-
06651600-15, BkIOYANTM HAMOJHUTENN MUKpPOKpHUcTajuimueckyto uemtonosy (MCC),
nakto3y, nukajbuuiipochar (DCP), MAHHUT U KpaxMall; CMa3bIBAIOIIME BEIIECTBA/TJIHIAHTbI

rnnuepnn—nn6ereHaT U JUOKCUO KPEMHUSA, U PAa3PBIXJIUTCIIb KPOCIIOBUOOH.

Tabmuua 1

Bremnuit Bug PF-06651600-15 nocne xpanenus B TeueHue 1 Henenu npu

70°C/oTHOCUTENBHOMN BlIaXKHOCTU 75%

UYepes 1 Henemnro
Tun sxcuunuenTa DKCUUNHEHT 5°C (xoHTpOIIB) xpanenus npu 70°C/RH
75%
Ot Genoro 1o
MCC benosatslii mopoiok
0enoBaTOro MOPOIIKa
HeGonbmoe nmodypenue
Ot Genoro 1o
JlakTo3a BOJIM3U CTEHKH
0en1oBaTOro MOPOLIKa
CTEKJISTHHOTO (hJIaKOHA
HeGonbmoe nodypenue
Ot Genoro 1o
DCP BOJIM3H CTEHKU
6enoBaToro Moporka
CTEKJITHHOTO (hJ1aKOHA
Hanonaurenu Ot Genoro 1o
Kpaxman benosarslii mopomok
0e0BaTOro MOPOLIKa
JlokajbHbIE KOPHYHEBBIE
Ot Genoro 1o
MaHHUT PACILIBIBAFOIIIMECS TISITHA
0e0BaTOro MOPOLIKa
Ha CTEKJISTHHOW CTEHKE
Ot Genoro 1o
Kcunur Cepbe3Hoe MOXKENTEHHE
0e0BaTOro MOPOIIKa
Ot Genoro 1o CunpHoe J0KaNbHOE
Copbur
0eoBaToOro MOpoOIIKa | OpaHKEBOE OKpAIIWBAHHE
Kpacnoe/xopuuneBoe
CwmasbiBaroinue Creapar Ot Genoro ao HEOIHOPOJIHOE
BEILECTBA/TJIMIAHTBI MarHus 0eoBaToOro MOpOIIKa | OKpPALIUBAHUE, JIOKAIbHbIE
Oernble MATHBIIKH
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OpanxeBoe/KOPUIHEBOE
Ot Genoro go HEOJHOPOJTHOE
PRUV
0enoBaToro MOpoOIIKa | OKpPaLINBAHUE, JTOKAIbHbIE
OeJible MATHBILIKA
['muuepun- Ot Genoro 1o
Jlerkoe noxxenrenue
nudereHaT 0enoBaTOro MOpoIKa
CreapuHoBas Ot Genoro 1o JlokanbHble y4acTKH
KHCJIOTa 0e10BaTOro MOpoIKa | CHIBHOTO OKPAIIHBAHUS
] Ot Genoro 1o Ot Genoro no 6enoBaToro
Si0,
0e0BaTOro MOPOIIKa NOpPOIIKa
Ot Genoro 1o Kenteiii u
Jxcmiorad
0e10BaTOro MOpOIIKa | PACIUIBIBAIOIIUICS HA BU
‘ Or 6enoro 1o CBeTno-KOpHyYHeBbIH/
Pazpeixnurenu Ac-Di-Sol
0enoBaToOro MopoIKa OenoBathIii
Ot Genoro 1o
Kpocnosunon Jlerkoe noxxentenue
0en0BaTOro MOPOILIKa
Ot Genoro no OpamnxeBblil u
AckopbuHOBast
0eoBaToOro MOpoIIKa | PACIUIBIBAOIIUIICS HA BU
Or 6enoro o OpamskeBblil 1
S6n0ouHast
6eoBaToOro MOpOIIKa | PACIUIBIBAIOIIUIICS HA BUI
Kucnorst
Ot Genoro 1o OpanxeBblii 1
Bunnas
0eI0BaTOro MOPOINKa | PACTUIBIBAOIIUIICS HA BUJT
Ot Genoro 1o OpamnxeBblii 1
JlumonHas
0eoBaTOro MOpOIIKa | PACTUIBIBAOLIUIICS HA BUJ

OCHOBBIBAsICH Ha pe3yibTaTaX CKPpHUHHUHIAa COBMECTUMOCTHU C SKCHUIIMEHTaAMHU, IJIA
MPUTOTOBJICHUA SKCIIEPUMEHTAJIbHBIX TaOJIETOK C HEMCJICHHBIM BbICBO60}KI[eHI/IeM B 103€ 50

MI' HCTIOJIb30BAJM, B Pa3NUUHbIX kKoMOuHammsax ¢ PF-06651600-15, npuBeneHHble nanee

SKCLUUMHUEHThl. MHUKPOKpUCTAJUINYECKYK neumonody (Asumen PHI102); Ge3BonHbIi

IBYXOCHOBHBIN (pocdar kanbuus (A-TAB); npexenaTHHU3UPOBAHHBIA KYKYPY3HBIH Kpaxma
(kpaxman 1500); wmanuur (Pearlitol 200 SD); nakto3y O0€3BOOHYI;, KpPOCIOBHAOH
(momumnacnon XL);, rmmuepmn-guderenar (Compritol 888 ATO), KOJUIOMAHBIA TUOKCHU
kpemuust (aspocuin 200); u pymapoByro KUCIOTY. PyMapoOBYIO KHCIOTY HE HCIOIb30BAIU B

HUCCICAOBAHUN COBMECTUMOCTH C SKCHMIIMCHTAMH, HO OHa ObL1a I/II[eHTI/I(l)I/II_II/IpOBaHa KakK
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HETUTPOCKONMYHBIA TOAKUCIHSIOUINA areHT, KOTOPBIH MOJKET IOBBIIIATH CTA0MJIBHOCTD
NPOAYKTOB IyTeM cHIbkeHus: pH komnosuiun. IIpuroroBneHHbIe KOMITO3ULUH, OMTUCAHHBIE B
Tabmune 2, conmepxamu 10% (macc./macc.) axtuBHOro Bemectsa PF-06651600-15 ¢
MHUKPOKPHUCTAJIMYECKON LEJUII0JI030i U BTOPBIM HAaNOJHUTENEM B cooTHoweHnu 2:1, 5%
(Macc./macc.) paspbixauTens (KpocrnoBuaoHa) u 2% (Macc./Macc.) CMa3bIBAIOIIErO BEIIECTBA
(mMoKcHaa KPEMHUS WK TIIHLEPUIT-InOereHara).
Bce npuBenennbie B Tabnuie 2 cMeCH TOTOBWJIM MYTEM BBIMOJHEHHS CIIEAYIOLINX
cTaauil:
1) noGaBieHHsi KOMIIOHEHTOB B KOHTEHHEp MOOXOISIIEro pasMepa B CIEAYIOLIEM
HOPSIZIKE:
MUKPOKPUCTAJUTHYECKAs [eJUTI0103a (HAOaHUTENb 1),
PF-06651600-15,
HAIOJIHUTENb 2 (MAHHUT, JJAKTO3Y WJIM Kpaxmal),
KPOCHOBUIOH (TIpH HEOOXOAUMOCTH);
2) mepeMeLIMBaHUs STOW MAPTUH, UCTIOB3Ys cMecuTenb Turbula, B TeueHne S MUHYT
npu 46 06./muH;
3) mpoceuBaHHUs YTONH CMECH, UCTIOJB3Ysl KOHUYECKYI0 MENbHHUIY C OTBepcTUsaMH 813
MHKPOH,;
4) nepeMeInnBaHus MOJYYEHHOM MapTUH, UCTIONB3Ys cmecutensb Turbula, B Teuenue 5
MHHYT 1pH 46 00./MUH;
5) npocenBaHMs CMa3bIBAIOLIETO BELIECTBA Yepe3 CUTO C pasmepoM siueek 800 MUKpPOH
U 100aBJICHNUS K TTAPTHH;
6) mepeMeInBaHus MapPTUH, UCTIOJIB3Ys cMecuTenb Turbula, B TeueHne 2 MUHyT ripu 46
00./MHH.
Kowmnosnuus F npencrasnsina coO0l MOBTOPEHHE KOMITO3UIMU A 32 UCKJIIOUEHHEM
TOTO, YTO AMOKCHJ KPEMHHs 3aMEHsUIH Ha DINLEPUI-IuOereHar, 4ToObl BbIICHUTH, KaKOe
BJIMSIHUE HAa 00pa0OTKy OKa3bIBAIOT 3TH JBA PA3HBIX CMA3bIBAIOINX BEIIECTBA.
Komnosnuus G npeacrasisiia co0oi MOBTOPEHHE KOMITO3MIMU B 3a uckioueHneM
TOTO, UTO B KOHIIEe cTaanu | mporecca cMemuBanus qodasisum 2% (mace./macc.) pymapoBoit
KUCJIOTBI UL OTpPENENIEHUs] BO3MOXKHOCTH TPHMEHEHHs] 3TOr0 JKCLUUINHEHTAa B KayeCTBE
NOTEHIMATBHOTO CTAaOMIM3HPYIOIIETrO areHTa.
Tabnmua 2

DKCTepUMeHTAJIbHBIE KOMITO3ULIMU B hopme Tadnerok A-G
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DKCHepUMEeHTaIbHbIE KOMITIO3ULIUU
Kommnonent A B C D E F G
(rpammebr) [(Tpammel )|(rpaMMer) [(TpaMMsl )| (Tpammb ) [(TpaMMer ) [(TpaMMBI )
PF-06651600-15 24,10 | 24,07 | 24,09 | 24,09 | 24,05 | 12,04 | 24,08
Mukpoxkpucramindeckas
76,97 | 76,96 | 81,99 | 77,93 | 81,99 | 38,47 | 74,94
LEJUTI0NI03a
Huxkansuuiidocdar 38,49 - - 39,00 - 19,24 -
Kpaxman - 38,45 - - - - 37,47
MaHHUT - - 40,96 - - - -
Kpocnosunon 7,50 7,50 - 7,50 - 3,75 7,50
Jlnokcua KpeMHHUs 3,00 - 1,50 - - -
I'muuepun-guderenar - 3,00 3,00 - 3,00 1,50 3,00
JlakTo3a Oe3BomHas - - - - 40,96 - -
®dymaposast KUCIIOTa - - - - - - 3,00
B nenom 150,06 | 149,98 | 150,04 | 150,02 | 150,00 | 75,00 | 149,99

TaOnerku roroBuM ¢ ucnonap3oBaHueM TadsierouHoro npecca Korsch XP1, monygast
TabNeTKu ¢ COOMIOIEHUEM CIEAYIOLIMX YCJIOBUH: NPUMEHEHHE CTaHAApTHOrO KPYIJIOro
BOTHYTOro (Src) myaHcoHa Kpyrioil ¢gopmbel B-tuma amamerpom 10 mM; neneBas macca
tabnerku: 500 mr + 4%; u neneBast MPOYHOCTh TabJETKU Ha pa3naBiuBanue 10 KMIOPYHTOB
(k) (4535,924 xr). B cayvae kaxaoi mapTHH U3TOTABIMBAJIH IO CTO MATHAECAT TaOJETOK ISt
nojiy4eHus: nHpopMauu o GU3NIECKUX CBOWCTBAX TaOJETKH (Macce, TUaMeTpe, TOJIIUHE U
NPOYHOCTH HA pAa3daBlIMBaHKME) M JJIsl TMPEJOCTaBICHUS OOpaslOB C LENbI0 OLEHKH
CTa0MJIBHOCTH TOTOBOM JIEKAPCTBEHHOH (POPMBI, TECTUPOBAHUS PACTBOPEHHS U CTAOUIIBHOCTH
B TBEPAOM COCTOSTHUU. M3MepeHust st TabJaeToK MPpOBOIWIM Ha TpeX-4eThIpex TablieTKax Ha
NPOTSDKEHUH BCETO LUKJIA, YTOOBI 00€CeunTh OMHOPOAHOCTD POy KIIHH.

B xome mpeccoBanusi 3tux cmeced Ha Korsch XP1 mposommnu HaOmonenust B
OTHOILIEHUH TEKYYECTH, MPUTOJHOCTH K 00paloTKe (JIEFrKOCTH MPECCOBAaHUS) M aIre3uH K
NyaHCOHY. 3HAa4YeHHWE YCWJIHMS BBITAIKMBAHUS Opaji HETNOCPEACTBEHHO W3 H3MEPEHUH,
BBITIOJIHEHHBIX ¢ puMeHeHneM Korsch (Tabmuua 3).

B pesynpraTe 3THX HaOMFOASHMH OBUIO BBISIBIIEHO, YTO JUOKCH] KPEMHHSI B HEOOJIBIITHX
KOJINYECTBAX MOKHO MCIOJB30BATh I YIYUIIEHUS TEKY4eCTH, HO HEJb3sl HCIIONb30BaTh B

Ka4eCTBE CMAa3bIBAIOILErO BELIECTBA BBUY 3aPErUCTPUPOBAHHBIX BBICOKUX 3HAYEHUM yCHUIINS
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BBbITAJIKUBaHUsA. [IOoMIMO 3TOTO, IPUCYTCTBHE B KOMITO3UIUN A THOKCHAA KpeMHUs ¢ Oonee
BBICOKMMH YPOBHSIMH OKa3bIBAJIO BJIIUSIHUE HA TUIOTHOCTb CMECH, YTO MPUBOIWIIO K MPodieMam
C TIPECCOBAHUEM W MPUTOAHOCTBIO K 00paloTKe, KOTOpble HAOMIOMANU U MapTUH A, U3-3a
HU3KOM OOBEMHOM TUIOTHOCTH 3TOM KOMMO3ULIMH. BKitoyeHue rinuuepui-guOereHara, a He
SiO2, NPUBOIUIIO K CHIKEHHIO YCHIIHS BHITAIKUBAHUS. B0 00HApPYKEHO, 4TO CPEIU YeThIpex
UCCJIEZIOBAHHBIX alibTepHATUBHBbIX HanonHuteneh (DCP, kpaxmana, MaHHUTa W JIAKTO3bI)
CMeCh C MAHHUTOM JIEMOHCTPUPOBAJIA TUIOXYIO TEKYUeCTh (BHYTPHU MPUEMHOTO YCTPOHCTBA) U
UMeJia CaMble BBICOKHUE YPOBHH aIr€3WH K MTyaHCOHY .

Tabmuna 3

Kpartkoe u3oxeHue pe3yabTaToB HAOMOIEHUH 32 POIIECCOM MPECCOBAHUS /IS

3KCIIEPUMEHTANBHBIX Komno3uuuii A-G B popme Tadnerku

Ilpuronnocts k|  Ycunue

Anresus
Komnozuuus TekyuecTb | mpeccOBaHHIO/ | BBITAJIKHBAHHS

MyaHCOHY

obOpaboTke N)
A (MCC:DCP, 2% S103) Xopomas YMmepeHHast 476 YmepeHHas
B (MCC:kpaxman) Y MepeHHast Xopormuas 80 Xoporas
C MCC:mannur) Crnabast Xopormuast 109 Crnabast
D (MCC:DCP, 1% Si102) Xopomas Xopouas 770 Cnabas
E (MCC:nakro3a) Y MmepeHHast Xopouas 137 Cnabas
F (MCC:DCP, 2% nuberenarta) N/A Xopormas 133 YmepeHHas
G (MCC:kpaxman +
YmepenHnas Xopormas 146 Xopormras

(bymapoBasi KHCIIOTA)

N/A o3Ha4aeT «JaHHBIE OTCYTCTBYIOTY.

Pacmanaemocts ouenuBanu mis naptuit A, B, C, E u G B cpene 0,01 M HCI, uro0sr
yOenuThCs, SIBISLIOCH JIH MOAXOISIIUM KOJIMYECTBO Pa3pbIXJIUTENs B TabJeTKax, a B CIydasix,
KOTZa Pa3pbIXJUTENb OTCYTCTBOBAJ, PACIAAIOTCS JHU TaOJIETKH B Mpenenax MPHeMIIEMOro
MPOMEKYTKA BPEMEHU. Pe3ybTaThl 10 pacnagaeMocTy, nojgyydeHssie s naptuii A, B, C, E u
G, cymMMupoBaHbl 1 npuBeneHb! B Tabmune 4 B CpaBHEHUH C PE3yJIbTaTaMH ISl TPUMEHSIEMON
B HacTosilllee BpeMsl KOMIO3ULMK. Bee mapTum pacnaganuch MeHee 4eM 3a TPUALATh CEKYH]
ananorndyHo MST komnozunuu. OrcyrcTBue paspbixautens B naptusx C u E He okasbiBajo
KaKoro-mdo HeOIaronpusiTHOrO BO3JEHCTBHA HA BPEMsI pacragaeMoCTH TabJIeTOK.

Tabmuua 4
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Bpemena pacnagaemocTu st sKcriepuMeHTanbHbix komnosuiuii A, B, C, E u G B popme

Tabnerku o cpaBHeHuto ¢ MST kommosunmeit

MaxkcumainbHas
Ommit 1 OmbiT 2 Omnwit 3 Oneit4 | Omeir 5 | OmsiT 6
IMaprus pacmazacMoCThb
(cexynanr) |(cexyHasr)| (cexyHapt) |(cexyHabl) |(cekyHabI) | (CEKYHIBI)
(cexyHzpI)

IMaptus A 11 15 15 11 15 11 15
IMaptus B 13 15 15 15 17 13 17
IMaptus C 11 11 11 13 11 15 15
IMaptua E 16 16 14 14 16 14 16
IMaprus G 16 20 18 20 16 26 26
MST 15 15 15 15 15 15 15

PactBopenue onennsanu i naptuii A, B, C, E u G npu 75 06./mun B 500 M cpensl
0,01 M HCI u 900 mn anerataoro 6ygepnoro pacteopa ¢ pH 4,5 (Dur. 9). Ilepssiii Habop
ycIoBHiA ObUT BBIOpAH MO TOW MPUYMHE, YTO 3TOT CHOCOO MCIOJIBb30BAJICS AT MOHUTOPHHTA
xapakrepuctuk MST xommnosunmu. Bropoit Habop OblT BEIOpaH B KAUEeCTBE AJIbTEPHATHBHBIX
yCIIOBUH, NOAXOAAIIMX JUIsl JEMOHCTpAalMU pasauuuil Mexay naptusMu. Bce maptum
pacmajanuch MeHee 4eM 3a OAHy MMHyTy aHanorndHo MST komnosunuu. OTcyTcTBHE
paspbixiuTens B naptusix C u E He oka3bIBasio Kakoro-i1ndo HeOJaronpusTHOrO BO3AEHCTBUS
Ha BpeMsI pacragaeMOCTH TaOJIETOK.

XUMHUYECKYI0 cTaOMIIBHOCTD OLEHUBAIN coryiacHo IIporpaMme OLeHKH CTaOMIIBHOCTH
B VCIOBHSIX «YCKOpeHHOro crapeHus»» (ASAP), wucnosnb3yss aHamu3 ¢ NpPUMEHEHHEM
BbICOKO3 () (hEeKTUBHO JKUIKOCTHOM  xpomatorpadum C  JeTeKTHPOBAHHEM B
ynbrpaduoneroBom nuanazone (HPLC-UV). TabneTku U3 sKCriepuMeHTabHBIX MapTHii A, B,
C, E u G u Ha ocHOBe MST KOMNO3ULINU XPAHUJIM B YCIOBHSIX, YKa3aHHBIX B Tabnune S, mpu
5TOM aHaJIu3 BHEIIHErO BUA U YUCTOTHI IPOBOAMIIH AJIS K&KJOTO MOMEHTa BpeMEeHH. Y pOBEHb
NPOAYKTOB PA3JIOKEHHs B MPOLEHTHOM BBIPAXKEHUN OT OOIIEH IUIOLIaay MCIIOIb30BAIN IS
onpenenenus craduwibHOCTH PF-06651600-15 B KOMITO3HUIINU.

Tabmuua 5

Vcenosus cornacuo ASAP

VYcnosus IIponomKUTENHOCTD (CYTKH)
5°C Kontpone
50°C/RH 75%%* 14 28

60°C/RH 40% 14 28
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60°C/RH 75% 14 28
70°C/RH 10% 14 28
70°C/RH 40% 14 28
70°C/RH 75% 1 7
80°C/RH 40% 2 7

*RH 0003Ha4aeT OTHOCUTENbHYIO BJIaKHOCTb.

Ha ®ur. 10 cymmupoBaHbl pe3yabTaThl A SKcriepuMenTanbHbix naptuii A, B, C, E u
G u MST xomno3unuu npu nomenieHnu B yeinosusi cornacHo ASAP. B ciiyyae MST Tabnerox,
XPAaHUBIIHUXCS B YCJIOBUSIX CaMOM BBICOKOH OTHOcHTenbHOH Biaxknoctu (RH 75%), Obumn
3apuKCHpPOBaHbI CaMble HHM3KHE 3HaueHus: corijacHo ASAP, B tom uucne B ciydae MST
TabNeToK, XpaHUBLINXCS B TedeHne cemu cyTtok npu 70°C/RH 75% wu ot yerplpHaguaTa 1o
nBaanatu BocbMu cyTok mpu 60°C/RH 75%. DTy TeHnmeHIuo He OOHApY>KUBAJ B CiIydae
TabJIETOK Ha OCHOBE HKCIEPUMEHTAJbHBIX KOMITO3MLUH, TIOCKOJIBKY MX 3HAYEHHUS COTJIACHO
ASAP m3mensimuch B muanasone ot 95,0% no 105,0%. Yucnenuble 3Ha4eHus1 cormacHo ASAP
IS SKCTIEPUMEHTANIbHBIX MAapTUl npuBeaeHbl B Tabnuue 6 oTHocuTenbHO KOHTpous pu S°C.

Tabnuua 6

Pesynprarsel cornnacio ASAP ninst sxcnepuMenTtaibabix kommnosuiuii A, B, C, E u G B popme

TabneTok
Ycnosus Bpems DKcnepUMeHTaIbHbIE KOMITO3ULIIH
A B C E G
Kontpoins npu 5°C 102,91 109,0 | 103,8 | 105,1 | 103,3
14 cyrox | 104,2 | 102,9 | 101,4 | 103,9 | 108,4
50°C/RH 75%
28 cyrok | 99,8 | 102,3 | 99,7 | 103,7 | 105,8
14 cyrox | 100,7 | 103,1 | 98,7 | 101,1 | 105,4
60°C/RH 40%
28 cyrok | 104,3 | 98,6 | 103,4 | 99,6 | 104,8
14 cyrok | 99,9 | 101,5 | 104,7 | 96,3 | 105,3
60°C/RH 75%

28 cyTok | 100,5 | 98,7 | 103,8 | 103,6 | 1043
14 cytok | 101,8 | 104,2 [ 106,1 | 99,0 | 102,0
28 cytok | 102,5 | 99,6 | 102,7 | 100,1 | 105,5
14 cytok | 101,5 | 103,1 | 100,2 | 99,1 | 104,8
28 cytok | 102,5 | 106,2 | 102,1 | 103,7 | 98,0

70°C/RH 10%

70°C/RH 40%
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lcyrku | 101,9 [ 106,9 [ 1045 | 98,4 [102,5
7cytok | 100,2 | 100,7 | 100,6 | 98,3 | 102,6
2 cyrok | 104,5 [ 104,4 [ 101,9 | 104,0 | 1053
7 cytok | 100,9 | 100,8 | 99,0 | 100,7 | 102,0

70°C/RH 75%

80°C/RH 40%

Ha ®ur. 11 nmpuBeneHO CpaBHEHHE MPOLIEHTHOTO COAEPKAHUS JuUMepa M OO0IIero
MPOLEHTHOTO CONEPKAHUS TPOAYKTOB Pa3NIOKEeHUs, OOHApYKEHHbIX sl TaOJIETOK,
MPUTOTOBJICHHBIX HA OCHOBE dKcnepuMeHTanbHbIX komnosuuuii A, B, C, E u G, u ans MST
TabJIETOK, BBIICPIKAHHBIX B YCJIOBHUX corijacHo ASAP. Yiyumenue cTabHIBHOCTH B Cliy4ae
SKCIEPUMEHTANIbHBIX ~ TaOJIeTOK HAOJIONald, B YaCTHOCTH, TMPU CaMOW  BBICOKOH
otHocuTenpHOU BrnaxkHocTH (RH 75%), mpu 3TOM 11 3KCHEPUMEHTANbHBIX KOMIIO3ULIUI
HaOJTFO Ta)TM 3HAYUTENIBHO OOoJiee HU3KUE YPOBHH PA3JIOKEHUSI.

B Tabnuue 7 mnpencraBieHbl pPe3yibTaThl YHCIEHHOTO CpPAaBHEHHSI MPOLEHTHOTO
COIepsKaHusl OuMepa © OOIIero NPOLEHTHOrO CONEPIKaHUS TPOAYKTOB PA3JIOKEHUSI,
OOHapyKEHHbIX B cllydae TaOJIeTOK, MPHUTOTOBJIEHHBIX HA OCHOBE 3KCHEPUMEHTAbHBIX
komnosutmii A, B, C, E u G, Bbigep:kaHHbIX B yCaoBuUsX cornacHo ASAP B uHTEepBane or
OJTHUX /10 ABAJLIATH BOCBMHU CYTOK.

Tabmuna 7
Pesynbprarsl MO pa3inoxkeHuIo A SKcrepuMenTaibHbix Tabnetok A, B, C, E u G B ycnoBusx

corsnacHo ASAP B untepsane ot 1 10 28 cyTok

DKCrepUMeHTaIbHbIe
Ycnosus Bpewms IIpumecu KOMITO3ULIUH B (hOpMe TabJIeTOK
A B C E G
HMumep, % 0,09 | 0,08 | 0,07 | 0,07 | 0,08

5°C Oo01ee comepsraHue
0,09 | 0,08 1 0,07 | 0,07 | 0,08

2 2 2 2 2

MIPOAYKTOB pa3jioxeHus, %o

Tlumep, % 0,26 | 0,25 [ 0,18 [ 0,23 | 0,20

2 2

14 cyrok | OOmee conepskanue
0,3210,31 10,18 | 0,23 | 0,20

2 2 2 > 3

MIPOAYKTOB pa3jiokeHus, %o

Tlumep, % 0,28 1031]0,200,23] 0,24

2 2 2

50°C/RH 75%

28 cytok | OOmee conepskanue
0,36 (0,43 10,27 | 0,30 | 0,24

2 2 2 > 2

MIPOAYKTOB pa3jokeHus, %o
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Humep, % 0,11 0,11 |0,11 0,13 | 0,11
14 cytok | OOmmee conepskanue
HPORYKTOR pasoNeHIs, % 0,11 (0,11 |0,11]0,13 | 0,11
60°C/RH 40%
Hdumep, % 0,120,131 0,12 | 0,17 | 0,12
28 cyrok | O6wee copepkaHue
0,1210,13 0,12 (0,17 | 0,12
MPOAYKTOB pas3iokeHus, %o
Jumep, % 0,32 10,48 10,29 0,33 | 0,40
14 cytok | OO1uee comepskanue
0,55| 1,0 | 0,48 0,54 | 0,52
MPOAYKTOB pa3iokeHus, %o
60°C/RH 75%
Humep, % 0,27 1 0,64 | 0,33 | 0,40 | 0,53
28 cytok | OOmiee conep:kanue
0,471 1,4 |0,58|0,85| 0,53
MIPOAYKTOB pa3iokeHus, %o
Humep, % 0,11 (0,09 | 0,10 0,10 | 0,11
14 cyrok | OOmee conepskanue
0,11 0,09 | 0,10 | 0,10 | 0,11
MIPOAYKTOB pa3jokeHus, %o
70°C/RH 10%
Humep, % 0,11 (0,11 |0,10|0,10 | 0,10
28 cytok | OOmee conepskanue
0,11 (0,11 |0,10|0,10 | 0,10
MIPOAYKTOB Pa3jokeHus, %o
Hduwmep, % 0,14 10,14 | 0,12 |1 0,14 | 0,15
14 cytrok | OGiee conepkaHue
0,14 10,14 0,12 | 0,14 | 0,15
MIPOAYKTOB pas3yokeHus, %o
70°C/RH 40%
Jumep, % 0,14 10,14 | 0,14 | 0,16 | 0,17
28 cytok | OOree comepskaHue
0,14 0,14 | 0,14 | 0,16 | 0,17
MIPOAYKTOB pa3iokeHus, %o
Humep, % 0,2510,27 10,26 10,25 | 0,17
1 cytku | OOiee comepskaHue
0,2510,27 0,26 10,25 | 0,17
MIPOAYKTOB pa3iokeHus, %o
70°C/RH 75%
Humep, % 0,38 10,56 (0,37 10,45 | 0,40
7 cytok | Obuiee conepxaHue
0,63 1,2 |0,63]0,80| 0,54
MIPOAYKTOB pa3iokeHus, %o
80°C/RH 40% | 2 cytok | dumep, % 0,1910,20 | 0,26 | 0,30 | 0,15

2

2

2

>

2
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O01wee conepraHue
0,190,201 0,34 { 0,40 | 0,15

2 2 2 2 2

MIPOAYKTOB Pa3jokeHus, %o

Humep, % 0,20 { 0,28 | 0,30 | 0,33 | 0,19

2 2 2 2 >

7 cytok | OOmiee conep:xanue
0,2910,39 10,71 | 0,79 | 0,19

2 2 > >

MPOIYKTOB pa3yioxkeHus, %o

Ha @wr. 12, 13, 14 u 15 npuBeneH ypoBeHb auMepa, OOHAPYKEHHOrO B TabJeTKax,
MPUTOTOBJICHHBIX HAa OCHOBE 3KcrnepuMeHTanbHbix kommosunuii A, B, C, E u G, u 8 MST
TabyeTKax Mmocje XpaHeHUsI B OTKPBITON Yallke B TeueHue mectu mecsiues mpu S°C, 25°C/RH
60%, 30°C/RH 75% u 40°C/RH 75%, cootBercTBeHHO. [Ipn XpaneHnuu B ycaoBusx 5S°C Hu 1ist
ONHOH W3 KOMIO3MLUMH He ObUIO MPOAEMOHCTPUPOBAHO KAKOTrO-THOO 3HAYUTEIBHOTO
yBEeNWYEHUs1 copepykaHusi aumepa. llpu xpanenmu B ycioBusix 25°C/RH 60% nHukakoro
YBEJINYEHHUS COIeP KaHUs TUMepa He HaOI0 Ay B CIy4ae 3KCIIePUMEHTAIbHBIX TabneTok (A,
B, C, E u ) yepe3 mecTb MecsLeB, B TO BpeMsl Kak OOHApy>KEHHOE CONEpKaHHe IuMepa
npesblano kpurepuii npuemnemoctu 0,7% B ciydae MST Tabnerok depes IIecTb HEIElNb.
ITpu xpanenun B ycioBusix 30°C/RH 75% ypoBeHb numepa Bo3pacTa Al BCeX MapTHi, HO
ocraBancsi Hike 0,7% B ciydae SKCIIEPUMEHTAIbHBIX TAOJETOK, B TO BPeMsl KaKk YpPOBEHb
nuMepa B MST tabnerkax uepes mecTb HeJlesIb HAMHOTO IPEBbBIIIA KPUTEPUN TPHEMIIEMOCTH.
ITpu xpanenuu B ycnosusix 40°C/RH 75% ypoBeHb aumMepa ciieaoBaj TOH e TeHIEHINH, YTO
u ipu 30°C/RH 75% no tpex mecsiue B ciyqae naptuii A, B, C, E u G. HeoxxunanHo Ha
MOMEHT LIECTH MeCsLeB, OOHapy)KEHHOE NPOLIEHTHOE COAEp’KaHWE IMMepa HEMHOTO
camsmiock B cinydae maptuii A, C u E. Kpome Toro, oOHapys:keHHOe 00Ilee MPOLIEHTHOE
cojiep>KaHue MPOAYKTOB Pa3JIOKeHUsI CHU3UJIOCH B ciiydae napTuil A u E uepes mecTb MecsilieB
nocie xpanenus npu 40°C/RH 75% (Pur. 16). Takoe yMeHbILIEHHE CTENIEHN PA3JI0KEHUS BO
BPEMEHHU MOJKET MPOHMCXOANTDH BCIEACTBHE OOpa30BaHUsSI TPUMeEpa /MU OJUTOMEPOB Ooee
BBICOKOI'O IIOPSAKA.

B Tabmuue 8 mnpencraBieHbl pe3ysbTaThl YHCICHHOT'O CPAaBHEHUS MPOLIEHTHOTO
colepyKaHusl AMMepa U OOILIero COMEpKaHHs MPOAYKTOB Pa3JIOKEHHs, OOHApyKEHHBIX B
skcnepuMeHTanbHbIX Tabnerkax A, B, C, E u G u B MST tabierkax depes 1mecTb HEAEIb, TPU
Mecsilia U HIeCTb MEeCSLEB.

Tabnuua 8
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ITponeHTHOE coneprkaHue AuMepa U odliee Coaep kaHue MPOAYKTOB PA3I0KEHHs,
Oo0OHapy>KeHHBIX B 3KCHeprUMeHTaNbHbIX TabneTkax A, B, C, E u G u B MST Tabnerkax uepes

6 Henenb, 3 Mecsua U 6 MeCALIEB

Kowmnosuimu B popme TabneTok

Ycnosus Bpewmst A B C E G | MST
Huwmep, % 0,08 | 0,08 | 0,08 [ 0,08 | 0,08 | 0,08
HauanbHbii
OOuiee 0,08 | 0,08 | 0,08 [ 0,08 | 0,08 | 0,08
MOMEHT

conepskanue, %*

Tlumep, % 0,08 | 0,08 | 0,08 | 0,07 | 0,08 | 0,08

6 Hezenb Obuee 0,08 | 0,08 | 0,08 [ 0,07 | 0,08 0,08

conepskanue, %*

Tlumep, % 0,08 | 0,08 | 0,08 | 0,08 0,07 | 0,09

5°C 3 mecsa Obimee 0,08 | 0,08 | 0,08 | 0,08 0,07 | 0,09

conepskanue, %*

Tlumep, % 0,07 | 0,07 | 0,07 | 0,07 | 0,07 | 0,09

6 MecsILeB Ob1ee 0,07 | 0,07 | 0,07 | 0,07 | 0,07 | 0,09

conepskanue, %*

Tlumep, % 0,08 | 0,00 [ 0,08 0,10 0,09[0,73

6 Henenb O01ee 0,08 | 0,09 | 0,08 | 0,10 | 0,09 | 0,83

conep:kanue, %*

25°C/RH 60%, Humep, % 0,10 | 0,08 | 0,10 | 0,10 | 0,10 | 1,1

OTKpBITas 3 Mecsia OObiuee 0,10 | 0,08 | 0,10 | 0,10 | 0,10 | 1,3
Yaika conepskanue, %*

Huwmep, % 0,11 | 0,09 | 0,09 | 0,10 | 0,09 | 13

6 MecsiLieB O0mee 0,11 | 0,09 | 0,09 | 0,10 | 0,09 | 1,8

conepskanue, %*

Tlumep, % 020 | 0,13 [ 0,11 ] 0,15 0,12 | 26

6 Henenb Oomee 0,20 | 0,13 | 0,11 | 0,15 | 0,12 | 4,1
30°C/RH 75%,
conepskanue, %*
OTKpbITast
Humep, %o 0,26 | 0,14 | 0,15 | 0,17 | 0,16 | 2,8
qauika

3 Mecsiua Ob1ee 026 | 0,14 [ 0,15 ] 0,17 | 0,16 | 5,9

conepskanue, %*
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Tlumep, % 026 | 0,16 | 0,15 0,17 | 0,18 [ -
6 MecsILeB Ob1ee 034 | 0,16 | 0,15 [ 0,17 | 0,18 | -

conepskanue, %*

Tlumep, % | 0,30 | 0,21 | 0,19 | 0,20 | 0,22 | 3.1

6 Henenb OOmmee 0,37 | 0,21 | 0,19 | 0,20 | 0,22 | 7,2
conepskanue, %*
40°C/RH 75%, Humep, %o 0,30 | 0,23 | 0,20 | 0,23 | 0,25 | 2,7
OTKPBITas 3 Mecsia OOGiuee 0,40 | 0,29 | 0,20 | 0,31 | 0,31 | 8,7
Jaika conepskanue, %*
Humep, % 0,24 | 0,23 | 0,17 | 0,20 | 0,26 -
6 MecsiteB Oomee 0,34 | 0,32 | 0,23 | 0,28 | 0,35 -

conepskanue, %*

*«O0mmee conepskanue, %o» 03Ha4aeT o0lee MPOLEHTHOE COAepKaHIe OOHAPYKEHHBIX
MPOIYKTOB PA3JIOKEHHUS.

Uro kacaercs BHemrHero Buzaa (Tabmuma 9), TO HMKAKOrO M3MEHEHHs B LIBETE HE
HaOmonanu Juig Jr0OOH M3 TaONeTOK, NMPUIrOTOBJIEHHBIX HAa OCHOBE 3KCIEPHMEHTAJIbHBIX
xomnozumii A, B, C, E u G, uepe3 nanuate BoceMb cyTok xpaHenus npu S0°C/RH 75%,
60°C/RH 40% wu 70°C/RH 10%. AHaNOrM4HO, HUKAKOTO H3MEHEHUs He ObLIo
3aperucTpupoBaHo depe3 cemb CyTok xpaHeHus: rnpu 70°C/RH 75%. YKenteie msITHBIIIKA
HaOJIO DAy [Uisl SKCriepuMeHTanbHbIX TadneTok A, B, C u E yepes cemb CyTOK XpaHeHHUs NpH
80°C/RH 40%, HO He myist TabneTok u3 naptiu G (¢ KpaxmajaoM u GyMapoBOi KUCIOTOM). J{ust
tabnetrok u3 naptuu A (¢ HanonHuteseM DCP) ObI10 MPOAEMOHCTPUPOBAHO U3MEHEHHE 1BETA
¢ OOKOBBIX CTOPOH TabJIETOK Yepe3 ABaALATh BOceMb cyTOK xpanenus pu 60°C/RH 75%. s
tabnerok u3 maptuu E (¢ HanmojgHHWTENEM JaKTO30i) OBLIO MOKAa3aHO HAJIWYHE MPH3HAKOB
ISITHUCTOCTH Yepe3 ABaalaTh BoceMb cyTok xpaneHus npu 70°C/RH 40%. Jlns tabnerok u3
naptiu G (¢ kpaxMasioMm u pymMapoBOl KHCIOTON) OOHAPYKUBAIU JIETKOE TTOXKEITEHUE Yepes3
aBaaANaTh BoceMb cyTok xpaHeHus nmpu 60°C/RH 75%. Pe3ynbraThl HAONIONEHUN BHEITHETO
BUa corjjacHO ASAP neMOHCTpUpOBAJH, YTO SKCNepuMeHTanbHbie komrnosuuu A, B, C, E u
G moKa3bIBaM yIyYIIEHHBIE XaPAKTEPUCTUKH B OTHOLIEHUH M3MEHEHUs LIBETA M0 CPABHEHUIO
¢ MST tabnerkamu.

Tabmuma 9
Pe3ynbraTel HAOMIOIEHHUH BHEITHETO BUIA AJIST SKCIIEPUMEHTAJIbHBIX KOMIO3HLIUHI B opme

tabnerok A, B, C, E u G B ycnosusix cornmacio ASAP B unrepsaine ot 1 1o 28 cyTok
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DkcriepuMeHT. TabieTka A B C E G
Kontpons npu 5°C  |benas benas benas benas Oenas
S0°C/RH 75% 14-e cyT |my3bIpeHue |my3bIpeHHE |My3bIpeHHE |My3blpeHHe |OenoBartas
28-e cyT |my3bIpeHHE  |My3BIpEHHUE |My3bIpeHue |my3bipeHue |OemoBaTast
60°C/RH 40% 14-e cyT |my3blpeHne  |my3bIpeHHE |My3bIPEHHE |My3bIpeHHe |OenmoBaTast
28-e CyT |my3bIpeHUE |My3bIpEHHE |My3bIpeHHE |my3bIpeHHe |OenoBaras
14-e cyT |my3bIlpeHUe  |My3bIpeHHE |My3bIpEHHE |My3bIpeHHe |OenoBaras
60°C/RH 75% 28-e cyT |My3bIpeHHE, |My3bIpeHUE |My3bIPEHUE |BBIKPALIN- |CBETJIO-
TEMHO- BAaHUE JKeNTast
JKEJTast
14-e cyT |my3bIpeHUe |My3BIPpEHHE |My3BIPEHHE |My3bIpeHHe |OenoBarast
70°C/RH 10% | 28-e cyT |my3blpeHue |My3bIpeHHE |My3bIpeHHE |BbIKpalIU- |OenoBaras
BaHUE
14-e cyT |my3bIpeHHe |My3BIpEHHE |My3BIPEHHE |My3bIpeHHe |OenoBarast
70°C/RH 40% | 28-e cyT |my3blpeHue |My3bIpeHHE |My3bIpEeHHE |My3bIpeHue, |OenoBaras
ISATHUCT.
l-e cyT |my3plpeHHME |my3bIpeHHE |My3bIpeHHe |BBIKpallu- |OeroBaTast
BaHUE
70°C/RH 75%
7-e CyT |my3blpeHHE |My3bIpeHHE |My3bIpeHHE |BBIKpalIn- |OenoBaras
BaHUE
2-e CYT |Ny3bIpEHUE |MYy3BIPEHHUE |MY3BIPEHUE |XKENThIE OenoBaras
MSATHBILIKA
80°C/RH 40% | 7-e cyT |my3bipeHue, |my3bIpeHHE, |Ty3bIPEHHUE, |KEIThIe OenoBaTast
JKEJIThIE JKEJThIe JKEJThbIe MSATHBILIKA
MATHBIIKYA  |TISITHBILIKH | TISITHBILIKA

Uro kacaercsl BHEIIHETr0 BU/a yepes3 6 Hefenb, 3 Mecsla u 6 MecsLes, TO B ciyuyae MST
Tabnerok uepe3 mecth Henenb xpaHeHus npu 30°C/RH 75% u 40°C/RH 75% nHaOmronanu
JKENThle W KOPUYHEBbIE TIATHA. B ciyuae TaONeTOK, NPUTOTOBIEHHBIX HA OCHOBE
skcrepuMeHTanbHbIx  kommosunuii A, B, C, E u G, Tompko nnsi maptum A ObuIo
IPOIEMOHCTPUPOBAHO U3MEHEHHE 1BeTa NpU XpaHeHnH B ycioBusix 40°C/RH 75% B Teuenue
Tpex MecsueB (Ha OeoBaThIil) W INeCTH MecslueB (Ha OnemHO-kenTbid). PesynbraTe

Ha6HIOHeHHﬁ BHCIIHCTO BUJA YE€PE3 IECTh HEACIIb, TPU MECALIA U IIECTh MECALIEB ITPUBCACHDI
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B Tabmmue 10 nst TabneTok, MPUTrOTOBJICHHBIX HA OCHOBE SKCIIEPUMEHTATBHBIX KOMIIO3HIIHN

A, B, C, E u G u ana MST Tabnerok.

Tabauua 10

PesynbraThl HAOMIOIEHHI BHEIIIHETO BUA AJIs SKcriepuMeHTanbHbiX Tabnetok A, B, C, Eu G

u i1 MST tabnerok uepes 6 Hexnenb, 3 MecsLa U 6 MecsLeB

TabneTounsie
A B C E G MST
KOMITO3UIIHN
Hauaneuerit | ot 6emoii 1o | ot 610 10 | ot 6emoi 10 | ot 6emnoii 10 | oT 6e1oi 10 | ot OeI0H 10
MOMCHT OemoBaroi OeoBar. OcioBar. OcioBar. OenoBar. OenoBaroi
6 Heaenb | oT Oenoi 10 | ot 6enoii 10 | ot Oenoi 10 | oT Oenoit 1o | oT Oenoi 10 | oT Genoii Ko
Ocnosaroii | Oemosaroii | Oeiosaroii | Ocmosarod | Ocmomaroi | OemoBaroit
500 3 mecsama | ot 6emoit 1o | ot 610k 10 | oT Oemo# 1o | ot 6enot 10 | oT 6emoi 1o | ot GeIoH 10
Ocnosaroii | OemoBaroii | Ociosaroii | OemoBarod | Ocmomaroi | OemoBaroit
6 ot Oemo# 10 | ot 6enoti A0 | oT Oemoit 10 | oT Genoli 10 | oT 6emoit 1o | ot 60k 10
MecsaieB | OcmoBaroi | Ocmoearoit | Ocmomaroii | Ociaoaroi | Ociaomaroii | OemoBaToi
6 Hemenb | oT Oenoi 10 | ot Genoii 10 | oT Oenoi 10 | oT Oenoii 10 | oT Oenoi 10 | oT Genoii 1o
OcnoBaroii | OemoBaroii | Ociosaroii | OemoBarod | Ocmomaroi | OemoBaroit
25°C| 3 mecsma | ot 6enoit 10 | ot 6emoit 1o | ot 6enoii 10 | oT OeI0# A0 | ot Oenoii A0 | oT Oemoit 10
RH Ocnosaroii | OcmoBaroii | Ocjosaroii | OemoBarod | Ocmomartoi | OemoBaroit
60% 6 ot Genoi 1o | oT Genoit 10 | oT Genoii 10 | oT Getoii 10 | oT Oenoit 10 | Genosaras
MECALEB | Gemosaroii, | OenoBaToM, | Gemosaroi, | Genosaroi, | OenoBaTOM,
ny3ppeHre | My3BIPCHHE | MY3BIPCHHE | MY3BIPEHUE | My3BIPCHHUE
6 Heaenb | oT Oenoi 10 | ot 6enoii 10 | oT Oeaoi 10 | oT Hetoii 10 | oT Oenoi 10 | oT 6enoii 10
OecmoBaroii | Oemosaroii | Geiaosaroii | OemosaToi | GenoBaToil | GeaoBATOM,
JKCITBIC
IIITHA
30°C| 3 mecsma | ot 6emoi 10 | ot 6emoi 10 | oT Oenoii 10 | ot Oeoii 1o | ot Oemoii mo | Oemosaras,
RH OcmoBaroii | OemoBaroi | Ociaosaroii | OGemoBaroit | GemoBaToi CBETIIO-
75% KOPHYHEBBIC
IISITHA
6 Oemosaras, | ot Oemoi 10 | oT 6e10# 10 | oT Oeoi 10 | OT 6€IIok 10 N/A
MECALEB | my3sipeHHe | OcjoBatoit, | Oenosaroii, | GeoBar., ¢ | OelnoBaTOM,
Iy3BIPECHUE | IMY3BIPEHUE |ITy3BIPECHUEM | ITy3BIPEHHE
40°C 6 Hexenb | OoT Oenoi 10 | ot Genoii 10 | oT Oeoi 10 | oT Oenoii 10 | oT Oenoi 10 | oT Genoii Ko
OcmoBaroii | OecmoBaroit | OciaoBaroii | OemoBaroi | OenoBaToit | Gea0BATOM,
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RH KOPUYHEBbBIE
75% IISITHA
3 Mmecama | OemoBarast | ot 6¢710# 10 | oT Oenoii 10 | ot O¢moii 10 | ot Oeioii 1o | Oemosaras,
tabiaetka | OenoBaroil | OemoBatoil | GemoBaToil | OeOBATOM | KOPUUHEBBHIC
IIATHA
6 OnenHo- | ot 6enoii 10 | oT Oenoii 10 | oT Hetoii 10 | oT Oemoi 10 N/A
MECSIIEB JKEIITas, OcmoBaroii, | OenmoBarToi, | OemoBaroi, | OeIOBaTOM,
IIATHUCTOCTH Hy3prCHI/IC Hy3prCHI/IC Hy3prCHI/IC HySLIpeHI/IC

Pesynbrarel, monydeHHble 1Js1 SkcnepuMeHTanbHbix kommnosuuuid A, B, C, E u G,
MPOIEMOHCTPUPOBAIIH, YTO STH KOMITIO3ULIUHA UMEIOT YIIYULIEHHbIH TPO( b CTAOUIBHOCTH 11O
cpaBHeHH0 ¢ MST komnosuuueii, ncrnoip30BaHHON B (aze I KIMHIYECKNX HCCIIENOBAHHMA.
[Tpodunu cTaOUIBHOCTH B TEYEHUE LIECTH MECSLEB MMOKA3aIH, YTO 00pa30BaHUE TUMEPHOTO
NPOAYKTa B OKCHEPUMEHTANbHBIX KOMMO3ULMAX ocTraerca Hwke 0,7% nms  Beex
HCCJIEZIOBAHHBIX yCa0BUH, BKIH04ast 40°C 1 OTHOCUTENBHYIO BIAXHOCTD 75%. C TOUKHU 3peHuUsI
BHEIIHEr0  BUJA, TabneTKy, mukanpuuiipocpar  (DCP),

TOJIBKO COACPpNKaIUEC

JIEMOHCTPHPOBAJIM HEKOTOpOe H3MEHEHHe LBeTa, BeposTHO oOycnosieHHoe DCP,
AEWCTBYIOIIUM KaK aKLENTOp MPOTOHOB, XOTSI M OTHOCHUTENBHO Cjiadoe MO CPaBHEHUIO C
HKCLMITUEHTAMU-AKLIENITOPAMH [TPOTOHOB, UCKIIOYEHHBIMH U3 3TOTO UCCIICIOBAHMS.
HecmoTpst Ha TO, YTO SKCHEPHMEHTAJbHbIE KOMIIO3MLIWHU MOKA3aIU YIYYLICHHYIO
cTaOUIBHOCTD, HEOOXOAMMBbI JAabHENIINE HCCIENOBAHUS, MOCKOIbKY KaXKAas KOMITO3HLIUS
uMesia TPEeUMYINeCTBA W HENOCTaTKM B TOM, YTO KAacaeTrcs M3TOTOBJICHUS TaOJIETOK C
HeMeIeHHbIM BbIcBOOOKIeHHeM. [Tpumenenrie DCP ObuT0 COYTEHO HEKeNaTeTbHbIM BBHIY
W3MEHEHHs 1IBeTa, HAOJIFOIaeMOro B TEUEHHE LIECTH MECSLEB XpaHeHus. B ciydae MaHHWTa,
XOTsl MOTEHLHUAIbHO C HUM MOKET OOpa3oBbIBATHCS HauOojiee cTaOuiibHAs CMeCh, camasi
3Ha4YNTeIbHAs HaOronaemasi mpobyieMa Moka3aHa B OTHOIIEHHH OOpaineHus, oOpaboTku u
anre3uu K myancoHy. Kpaxmanoconep:kamue cMmecu ObLIo npoine o0padaThiBaTh, HO UMEJHCH
OIaceHHsl, CBsI3aHHbIE C BapuaOeIbHOCTHIO STOrO KOHKPETHOIO 3KCLHUIHMEHTa OT MapTHH K
naptuu. JlakTo3a Okas3ajgach OTHOCHTENBHO MPOCTOH B 00pabOTKe M paccMaTpuBaiach Kak
anpTepHaTHBa B ciydae kommo3uimi Ha ocHoBe DCP B ¢dopme Tabnerkm, omHako Obutn
OIaCeHHsi OTHOCUTEIBHO MPUMEHEHHSI 3TOTO SKCLUIUEHTA Y CYOBEKTOB C HEMEPEHOCUMOCThIO
7akTo3bl. TOJBKO B Ciyd4ae KOMIO3ULIMU B (popme TadjeTku ObUT ONMpeneseH CIIeNYEO LM

HepCHeKTHBHblﬁ, Hpe):[HO‘lTI/ITeHbeIfI MOPAAOK: JIAKTO34, KpaxMall U MAHHUT.
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Uro kacaercsi NMPUMEHEHHs CMa3bIBAIOIUX BEINECTB MJIM AreHTOB, MOBBIIAOLINX
TEKy4eCTb, TO TNPUCYTCTBUE IJIMLEPWI-AMOEreHaTa CHU)KAJIO YCUJIME BBITAJKUBAHUS IIO
CPaBHEHMIO ¢ 00pa3LaMu, COAePKAIUMH JHOKCHA KPEMHHMS, YTO OOOCHOBBIBAJIO IIPUMEHEHHUE
rauuepwI-gudereHaTa B KadecTBEe IMOAXOMALIEro CMasbiBaromiero Bemectsa. OmHAaKo,
HaOMoaeHus: 32 OOBEMHBIM MTOTOKOM IO3BOJIMJIM NPEIIONOKUTD, YTO TIIHLEPUI-AUOereHaT
OTPHULIATEJIbHO BJIUSIET HA TBEPAOCTb TaOJETKH W anre3uro K myaHcony. OueBumHO, ObUTH
HEOOXOIUMBI JaJbHEHIINE HCCICNOBAHUS ISl WU3YYEHUs] BIUSHHS COCTaBa KOMIIO3HMLIUU
(HampuMep, COOTHOILIEHHS HATIOJTHUTENIEH) U BO3MOKHO N00aBJieHUsT HEOOIBIIUX KOJUYECTB
nrokcunaa kpemuus (<0,5%) B KaueCTBe areHTa, MOBBILIAIOLIETO TEKYUECTb.

JlobaBneHne K KOMIIO3ULIUN Pa3pPbIXJIUTENS KPOCTIOBUAOHA, TIO-BUIUMOMY, HE BIIUSIIO
HU Ha PacrialaéMoCThb, HU Ha PACTBOPEHHE, HU Ha CTAOMIIBHOCTD MPOAYKTA. TeM He MeHee, IS
OTIpENeNIeHUs] ONTHMAJBHOIO KOJHYECTBA PAa3PBIXJIHUTENS], BKIOYEHHOTO B KOMIIO3ULIHUIO,
TpeOyroTCs NaibHEHIINE UCCIeTOBAHMUS.

UroObl ompenenutb, OyAeT M BKIIOUEHHE HETMIPOCKONUYHOTO IOAKHCISFOINErO
areHTa TMOBBIIATh CTAOMJIBHOCTH TOTOBOH JIEKApCTBEHHOU (hOpMbI, m3ydanu (GpyMapoByrO
KUCJIOTY. Pe3ynbTaTsel mokasaiy, 4To A00aBJIEHHE 3TOrO BELIECTBA HE OKAa3bIBAJO HUKAKOTO
BIMSHUS Ha CTAOMJIBHOCTH JKCIEPUMEHTAJbHbIX TaOneTok. Jlns BbusICHeHUs, Obula Ju
crabmnn3anysi TabNeTKu BbI3BaHa n00aBiIeHHEM (PyMapoBOH KHUCIOTBI WJIH OTCYTCTBHEM
SKCLUUMHEHTOB-aKLIENTOPOB ~ INPOTOHOB,  TpeOOBaJIOCh  MpPOBEAECHHE  JaJbHEHIINX
SKCIIEPUMEHTOB.

B To Bpems kak pe3ynbTaThl H3Y4YeHHs CTAOMJIBHOCTH OKCIEPUMEHTAIbHBIX
KOMIIO3ULMI MOATBEPKAATH TTOHUMAHUE TPHUTOJHOCTH (POPMBI TOTOBOTO JIEKAPCTBEHHOTO
MPOAYKTa B BHJIE TAOJETKH C HEMEIJICHHBbIM BBICBOOOKIeHHEM B ciydae PF-06651600-15,
HEOOXOIMMO OBbLIO eIe UCCIIEA0BATh HECKOIBKO BAKHBIX COCTABIISIFOIINX, YTOOBI MPOABUHYTh
KOMIIO3ULIMIO OT HJAEU 10 KIMHUYECKOrOo M KOMMEPUYECKOro mpoxaykra. B wacTtHoOCTH,
HeoOXomuMO  OBLJIO  BBINOJIHUTH — JANbHEWIIME  MEPONpUATHS A pa3paboTKu
ONTUMI3HPOBAHHON KOMIIO3ULIMM W HAAEKHOTO MPOM3BOACTBEHHOro rmporecca. B
UCCIIEIOBAHUSAX M3YYAJIH TOJBKO MPSMOE MPECCOBAHUE, W STH OTPAHUYCHHbIE HAOIIOIEHHS
MOKa3aJii, YTO MPU HCIOJIb30BAHUM TNPHUMEHSEMBIX B HACTOSIIEE BPEeMsl CMeceil MMENnCh
npoOJeMbl Kak € TEKY4eCThIO, TaK U C aiare3neldl K IyaHCOHY. YPOBHHU CMAa3bIBAIOLIETO
BELLECTBA U PA3PbIXJIUTENS], COOTHOLICHUS HAaNoIHuTeNen u coaep:xkanue PF-06651600-15, Bce

3TO TpeboBaIo JanbHelero uccaenosanus. IIoMuMo 3Toro, HEOOXOIUMO U3YUHTh YCIOBUS
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CMELINBAHNS, BAJIbLIEBAHUS U IPECCOBAHUS, YTOOBI MOHSATH BJIMsSHUE criocoba oOpaboTku
MPOAYKTA HA KOMIIO3ULIHIO.

Kpome 3toro, tpeboBajoCh NMPOBECTH MCCIEAOBAHUS IUIEHOYHBIX MOKPBITHH s
JAEMOHCTPALMK TOro, He OyAeT JIM 5Ta NOMOJIHUTENbHAsl CTaausl OTPULATENBbHO BJIUSTH HA
crabunbHOCTE Tabnerku Ha ocHoBe PF-00651600-15. Ilpenpinymue pe3ysibTaThl
NPOIEMOHCTPUPOBAIM, YTO BOAOpPAcTBOpUMOe MOKpbiThe MST TabneTku HHAYLUPOBAJIO
paznoxkenne PF-06651600-15. YrtoOwer onpenenuts, Oyner ju TabjeTka C TUIEHOYHBIM
MOKPBITUEM MPUEMIJIEMBIM BapUAHTOM C TOYKH 3peHHs pa3paboOTKu mpoaykra Ha ocHoBe PF-
06651600-15, TpeOoBaIOCH MPOBECTH IOMOJHUTEIbHBIE SKCIIEPHUMEHTBI C HUCIIOIb30BAHUEM
CTa0MIIbHON KOMITO3ULINH B (hopMe TabJIETKH, UMEFOIIEH TTOKPBITHE, PACTBOPUMOE KakK B BOJE,
TaK U B pacTBOpHUTENSIX. ECITU nccnenoBanms MIIEHOYHBIX MTOKPBITHH BBISIBUIN HECTAOMIBHOCTD
PF-06651600-15, TO 1ns  OmpeneneHuss  YCJIOBHH  JOCTIDKEHUS  CTAOMIBHOCTH
MHKAICYJIMPOBAHHOTO MPOAYKTa HEOOXOMMO MPOBEASHHUE TOTIOTHUTEIbHBIX UCCIEAOBAHMH C
HCIOJIb30BAaHMEM KOMITO3ULIUN Ha OCHOBE JIAKTO3bL, Kpaxmasa 1 MaHHUTA.

Takum 0OpaszomM, B CiTydae SKCIEPUMEHTATBHBIX KOMIIO3UIHI Ha ocHOBe PF-06651600-
15 nponeMOHCTPUPOBAHO, YTO MO-BUAMMOMY IIPU  HCIOJb30BAHUM COBMECTHMBIX
SKCLUUMHUEHTOB  BO3MOXKHO  TIOJyYEHHE  YJIy4IIeHHOH TalOJeTKu ¢  HEeMeIJIEHHbIM
BBICBOOOKIEHHEM 1o cpaBHeHMIO ¢ MST tabnetkoii. Tem He MeHee, HeOOXOMMO NanbHelIee
UCCIIeIOBAaHKE, YTOOBI ONPENeNuTb, OYAYT JH 3TH KOMIO3HLIUK CTAOWIIbHBI B TEUEHHE LIECTH
MECSILIeB W MOTYT JIM KOMIO3HMIMH OBITb CKOPPEKTHPOBAHbI C LEJIbI0 AajbHEHIIeit
IPOU3BOJCTBEHHOH OOpa0OTKH, B TOM YHCJIE€ B OTHOIIEHHM TEKY4YeCTH MOpPOIIKA, CYXOro
IPaHYJIMPOBAHUS/BANbLIEBAHNS, HAHECEHHUs] IUIGHOYHOTO TOKPBITUS Ha TaONeTKu U
WHKAIICYJUPOBAHUS.

B TeueHme nBeHAOIATH MECSALEB NPOBOIWIN HCCIEIOBAHUE CTAOMIBHOCTH IS
TabJIETOK HOMHHAJIOM 50 MT, IPUTOTOBJIEHHBIX Ha OCHOBE SKCIIEPHUMEHTAbHBIX KOMITO3ULHHA
A, B, C, E u G, no cpaBHeHuto ¢ TabneTkoil HoMuHAIOM 50 Mr, IPUTOTOBJICHHON Ha OCHOBE
MST xomnosunuu, B cienyromux yeinosusx: 5°C, 25°C/RH 60% u 30°C/RH 75% B oTkpbITOH
yamke. /{nsg Bcex TabNeTOK YpOBHU AETEKLUUH IUMepa M OOLIero ComepkKaHHs MPOAYKTOB
pasnoxenust npu 5°C B TeueHHE JBEHAALIATH MECSLEB OCTABAINCH HUKE KPUTEPUs
npuemsiemoctdt 0,7% (Pur. 17 u 18). Uro kacaercst ypoBHs OOpa3OBaHHs AUMEpPA, TO
pe3ynbTaThl HCCIENOBAHMS IIOKA3aldM, YTO JUIA BCEX OKCIEPUMEHTANIbHBIX TaOJETOK OH
OCTaBajiCsi HWXe Kpurtepus npuemiuemoctu 0,7% depe3 ABEHaALATb MECALIEB XPAaHEHUsS B

otkpeiToli dvamke B ycnoBusax 25°C/RH 60% (Pur. 19) u 30°C/RH 75% (Pur. 20).
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OKcrepuMeHTanbHble TaONeTKH AEMOHCTPHPOBAIN CXOXHU€ TMpOoPUIM B OTHOLIEHHU
oOpa3zoBaHUs [UMepa, B TO XKe BpeMs TaOJIeTKH, IPUrOTOBJIEHHbIE HA OCHOBE KOMITO3UIIMU A,
conep:xatiet DCP, naBanu camble BBICOKHE KOJIMYECTBA JUMepa B 000uX ycinoBusx. B ciyuae
MST Ttabnerok Obu1 npeBblleH Kputepuil npuemiemoctu 0,7% B OTHOIIEHHH OOHAPY KEHUS
AMMepa uepes3 Ba Mecsiia B 000MX ycoBHsX. UTo kacaeTcst o0Lero NpoLeHTHOTO COAEPIKAHUS
OOHAPY’KEHHBIX TPOAYKTOB pPA3JIOKEHHUs, TO OMSATh K€ JJSI BCEX SKCIEePHUMEHTAJIbHBIX
TabJIETOK STH YPOBHH OCTaBAIUCH HIKE KpUTepHsi mpuemiieMocTH 0,7% B TeUeHHE ABEHAIATH
MecsILeB B OTKPbITON Hamke B yenoBusx 25°C/RH 60% (®Pur. 21) u 30°C/RH 75% (Dwr. 22).
Kpome Toro, skcrnepumeHTajbHbie TabneTkun Ha ocHoBe kommosuimid B, C, E u G
IEMOHCTPHPOBAIM CXOXHE NPOPHIN B OTHOIIEHHH OOINEro COAEPIKAHUS MPOAYKTOB
pa3JIOKEHMs, B TO BpeMsl Kak TaOJETKM Ha OCHOBE KOMITO3UIMH A JE€MOHCTPUPOBAIH
TEH/ICHLMIO K JIMHEHHOMY BO3PAacTaHHIO B 00OMX ycnoBusixX, pocturast 0,48% B ycCioBHsIX
30°C/RH 75% wuepe3 neenamuath mecsueB (Tabmuua 11). B ciygae MST Tabnetok Obui
npeBbIlieH Kpurepuil npuemsieMoctd 0,7% B OTHOIIEHHH OOIIEro COAEP’KaHUsS MPOAYKTOB
pazyiokeHusi, OOHAPYKEHHBIX Uepe3 2 Mecsa Jisi 00OUX YCIOBHIA.
Tabmmua 11
IIporieHTHOE ConepsKaHus AUMEpa U 00IIee MPOLIEHTHOE COlepKaHIe MTPOAYKTOB

pazsoxeHwsi, OOHapYKEHHBIX JJIsl SKCniepuMeHTaabHbX TabneTok A, B, C, E u G u s MST

TabneTok yepe3 12 mMecsies

ITapTun
YcnoBus A B C E G | MST
5°C
0,08 | 0,08 | 0,09 | 0,08 [ 0,08 | 0,11
Huwmep, %
5°C

0,08 { 0,08 | 0,09 | 0,08 0,08 0,11

2 2 2 2 2 2

OObwee coneprkaHne MPOIYKTOB Pa3IOKeHUs, %o

25°C/RH 60%
0,19(0,11| 0,11 {0,12|0,12 | 24

2 2 2 2 > >

Huwmep, %
25°C/RH 60%

0,1910,11| 0,11 | 0,12 0,12 | 4,2

2 2 2 2 2 2

OObwee coneprkaHne MPOAYKTOB Pas3sIoKeHUs, Yo

30°C/RH 75% 0,31 (0,21 | 0,17 | 0,19]0,25 -

2 2 2 2 2
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Huwmep, %o
30°C/RH 75%

0,48 { 0,21 | 0,17 | 0,19 0,25 -

2 2 2 2 2

OO1ee coneprxanue NPOAYKTOB Pa3JIOKeHus, %o

PesynbraThl 1O  pa3sNiOKEHUIO, U3JOXKEHHbIE B  JAHHOM  OIMCAHUU  JJIA
SKCHEePHMEHTAIbHBIX  Ta0JEeTOK, IPOAEMOHCTPHPOBAIM, YTO B ClOy4ae TaOJeToK,
MPUrOTOBJIEHHBIX Ha OcHOBe kommosuimu C (Tabmuia 2), 0Opa3oBbIBAIOCH CAMOE HH3KOE
KOJINYECTBO TMPOAYKTOB PA3JIOKEHHsT B OOJBIIMHCTBE HMCCIIEIOBAHHBIX YCJIOBUI dYepe3 TpU
mecsiia (Tabnuua 8), mects mecsies (Tabmuua 8), neeHaanare mecsies (Tabmuua 11) u B
ycnoBusix cormacHO ASAP (Tabmuma 7 uw @ur. 11). OpHako, TNPOHM3BOIACTBEHHBIC
XapaKTEPUCTHKH B OTHOIIEHWH TEKYYeCTH WM aare3ud K myaHcoHy it cmecu C Obumn
HeyoBierBoputenbHbiMU (Tabmuma 3).

BBuny 53TOro mpoBOAMIM HCCIEAOBAaHHUS CTAaOWUJIBHOCTH  3KCIEPHUMEHTAJBbHON
xkomnos3umn C, 3aKIFOYEHHON B Karcyibl U3 ruapokcunponmmerminennono3sl (HPMC), B
CpaBHEHHH C TaOJIETKON U MOPOIIKOBOI CMECHIO, TP TOM MOPOLIKOBYIO CMECH HE ITPECCOBAIIH
B TabJeTKy W He WHKancyiIupoBaju. Llenb cocTosina B OLEHKE TOro, MOJKHO JIM JOCTHYb
coBmectumoctu PF-06651600-15 B cocTaBe mMOpOLIKOBOH cMeCH M OOOJOYKON KarCyJibl U3
HPMC, uTo0B! cMAruuTh M0OBIE MPOOTIEMBI ITPU MPOU3BOACTBE TAOJNETOK, KOTOPBIE MOTYT
BO3HHMKHYTb BCJIEJCTBUE IUIOXUX XapaKTEPUCTUK IOPOIIKOBOW CMECH C TOYKH 3PEHHUs
obpaborku. CrabunsHocts PF-06651600-15 nocne 3akmroueHus B kancyiasl u3 HPMC Obuta
HeNpesCKa3yeMOll OT4acTH BBUAY BO3MOXHOIO BpPEAHOTO JEHCTBHS, KOTOPO€ MOIYT
OKa3bIBaTh (hOPMANBAETH W/WJIM MypaBbUHAs KUCJIOTA, HKCTPAarHpyeMble U3 KarcyJ, Ha
CTaOUIbHOCTD MPOAYKTA.

B kaxxnayro karcyny us HPMC (Vcaps Plus, pasmep 0, 6enyro/Henpo3padHyr0) BHOCHIU
SKCIIepUMeHTaIbHY0 KoMno3uiuo C B komuuecTe 250 mr (no3a API coctasinsina 25 mr), 4to
SIBJISIIOCH MAKCHMAJIbHBIM KOJIMYECTBOM CMECH, KOTOPOE MOTJIO OBbI COEPIKAThCS B KAICyJIax
TAKOTO pa3Mepa. XMMHUYECKYI0 CTaOMIbHOCTh OLIEHHBAJIN B yCIOBUsAX cornacHo ASAP mnocie
OTKPBIBAHUS KATCyJl U IOMEIIEHHsI HHYKHEH MOJIOBUHBI, COAEPIKALIEH CMECh, B BEPTUKAIIBHOM
MOJIOXKEHUH B CTEKIISIHHBIA (DJIAaKOH, YTOOBI 1aTh BO3MOKHOCTb CMECH YPaBHOBECHUTHCS C
YCIOBHSMHU OKPYJKAKOILIEH Cpenbl, MOANEPKUBAsi KOHTAKT C OOOJOYKOW Karcyiel. bonee
xectkue ycinoBus coracHo ASAP, 70°C/RH 75% u 80°C/RH 40%, B 3TOM HCCIIEIOBAHUU HE

OLICHWBAJIU BBUAY CBOUCTB 0000uku u3 HPMC.
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Uro kacaeTcsl BHELIHETO BUAa MHKAICYJIUPOBAHHON SKCIepuMeHTalnbHON cmecu C, TO
HHU B OJJTHOM M3 00pa3l0oB He HAOJIOAAIOCh HUKAKUX OOBEMHBIX MJIH JIOKAJbHBIX U3MEHEHUN
L[BETA.

PesynbraTel Mo ypoBHIO AuMepa U OOIIEMy COIEpPKAHUIO MPOAYKTOB pPa3IOKEHUs
(Tabmuma 12) neMOHCTpUPOBAJM, YTO CMech, conmepxkamas 10% (macc./macc.) aKTHBHOTO
BEIIECTBA, MAHHUT M MUKPOKPUCTAIUIMYECKYIO LeJUIt0JIo3y B cooTHomeHud 2:1 u 2%
TIULepuI-TuOereHaTa, MposBiisyia MPUEMIIEMYK) COBMECTUMOCTh ¢ Kamcyjio u3 HPMC
pazmepom 0. MHKanCyIMpOBaHHBIA MPOAYKT MOKA3bIBAJ YIIYULICHHBIH MPOQIIIb B YCIOBHIX
YCKOPEHHOTO OIpeneNieHus] CTaOUIbHOCTH 10 CPABHEHUIO C SKBUBAJIEHTHOH TaOJETKOH, HO
ObLT MeHee CTaOMIIbHBIM, YeM cMech Kak TakoBast (Pur. 23 u Tabnuupt 13 u 14).

Tabmuua 12
[IpoueHTHOE ConeprKaHne AUMEpa U o01Iee MPOLEHTHOE CONlepKaHNe MPOIYKTOB
pazyokeHust, OOHAPYKEHHBIX I SKCIIEPUMEHTANbHON cMecH C, 3aKIIFOUEHHON B KaICyJIbl U3

HPMC B ycnoBusix coriacHo ASAP

YcnoBus onpeaeneHus B Humep Ob1ee coneprxanue
pems
CTa0MIIBHOCTH (%) nponyKTOB paznoxkeHust (%o)
5°C 0,09 0,09

6 Henenb 0,10 -
40°C/RH 75%

8 Hexenb 0,11 -

2 "Henenu 0,09 0,09
50°C/RH 30%

4 Hepenu 0,09 0,09

2 Heneau 0,12 0,12
50°C/RH 68%

4 Hemenu 0,13 0,13

2 Henenau 0,09 0,09
60°C/RH 10%

4 Henenu 0,10 0,10

2 Henenau 0,09 0,09
60°C/RH 30%

4 Henenu 0,09 0,09

2 Henenau 0,13 0,13
60°C/RH 65%

4 Hepenn 0,14 0,14

2 Henenau 0,22 0,22
60°C/RH 75%

4 Henenu 0,27 0,49

70°C/RH 10% 2 Hexenn 0,09 0,09
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4 Hegenn 0,08 0,08

2

Tabnuua 13
[IpoueHTHOE conepskaHue AUMepa, OOHAPYKEHHOTO B dKCIIepUMEHTaTbHON cMecu C: Kak

TakoBOM; B Kancyse 3 HPMC; u ckoMmakTu30BaHHON B BHE TaOJNETKH

Ycnosus onpeneneHus
Bpemsi | Cmechb | Kancyna | Tabnetka

CTaOUITBHOCTH

2 Heneau 0,10 0,09 0,10
70°C/RH 10%

4 Henenu 0,07 0,08 0,10

2 Henenau 0,10 0,12 0,18
50°C/RH 68%

4 Henenu 0,11 0,13 0,20

2 Henenau 0,18 0,22 0,29
60°C/RH 75%

4 Henenu 0,17 0,27 0,33
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Tabnuna 14
OO1ee nponeHTHOE CoAiep KaHNe MPOAYKTOB Pas3IoKeHHs], OOHAPY>KEHHBIX B
skcnepuMeHTanbHOU cMecu C: kak TakoBoil; B karcyse u3 HPMC; u ckoMnakTH30BaHHOH B

BUJE TaOJETKU

VYcnosus onpeneneHus
Bpemss | Cmech | Kancyna | TaGnerka

CTaOUITBHOCTH

2 Hemeau 0,10 0,09 0,10
70°C/RH 10%

4 Henenau 0,07 0,08 0,10

2 Heneau 0,10 0,12 0,18
50°C/RH 68%

4 Henenu 0,11 0,13 0,27

2 Heneau 0,18 0,22 0,48
60°C/RH 75%

4 Henenu 0,23 0,49 0,58

Uro kacaercs GopMaibiernia U MypaBbUHOW KHCJIOTHI KaK BO3MOJKHBIX NMPUMECEH,
sKkcTparupyemMbix u3 karncyn uz HPMC, To npoBoamim skcrepuMeHThl No pasnokeHuto PF-
06651600-15 B HpUCYTCTBUM KaXIOH M3 OSTUX MNpPUMECEH MO OTAENbHOCTU. B ciyuae
¢dopmanpaernia, OCHOBHOHN MPOAYKT pa3iiokeHus: 00pa30BbIBAJICS HAa YpoBHE mpuMepHo 80%
yepe3 3 cyrtok xpaHeHus npu 40°C. Macc-CneKTpOMeTpUYECKUNH aHaau3 MPOayKTa
cootBercTBOBaJN nodaBneHuto rpymnmsl -CH2O k PF-06651600-15. Yepes 3 cyTok XpaHeHUs
npu 40°C B MpPUCYTCTBUU MYPaBbUHOW KHCJIOTHI YPOBEHb OOLIEro COAep:KaHUsl MPOIYKTOB
pasnoxenus nocruran 24%. Bo Bpems ananmusza 00pa3noB KarcyJl, XpaHUBIIMXCS B YCIOBHAX
cormacHo ASAP, mponykThl pas3ioxkeHusi, oOpasyemble B MPHCYTCTBUU (popmMasbaeruna u
MYpPaBbHHOM KHCJIOTBI, OOHAPYKEHbI HE ObLITH.

Pesynprarel uccnenoBaHus no pasnoxeHuro karncyn uz HPMC nonreepaunu, 4To
WHKAICYJIMPOBaHHAs TOTOBas JiekapcTBeHHast (opma Ha ocHoBe PF-06651600-15 siBisiercs
npueMaemoi. OgHako, s KancyJel pazMepoM 0 JOCTHXKUMO BHECEHHE SKCIIEPUMEHTAIbHON
komnosuiu C Tonbko B komdecTse 250 mr uinu 40 mr PF-06651600-15 (25 mr akTHBHOTO
BemiectBa). Jnsi cpaBHenusi, MST Tabnetku B Oojiee BBICOKOW I03€, WCIOJb30BAHHBIE B
MPEIbIIYIUX KIMHUYECKUX HWCCIIeOBAHMX, coaepkain HemHorum Oosnee 80 wmr PF-
06651600-15 (50 mr API). ITosTomMy nmoTpebOBaNINUCh TONOJHUTEIbHBIE HCCIEAOBAHUS, YTOOBI
OLICHUTb, BO3MOXKHO JIM YBEJIHMYEHUE 3arpy3KHd JIEKAPCTBEHHOIO CpPEACTBA B KaICyly

MOIXOSIIEro pa3Mepa JJIsl OCTKEHHs OoJiee BBICOKUX 103 API vtk MOKeT JT ONTUMH3ALIHSI
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COOTHOIIEHHH B CMECH YJYUYLIUTh TEKY4eCTh M OOBEMHYIO IUIOTHOCTb, YTOOBI 0OECHeuuTh
BO3MOKHOCTb MPOMBILIIEHHOTO Npou3BoacTBa Kancys u3 HPMC, conep:xamux 50 mr APL

OO030p mNPOU3BOACTBEHHBIX XAPAaKTEPUCTUK U  HKCLUIMHEHTOB-HATOJIHUTENEH
nokasan, 4ro Oe3BozmHas JakTo3a oOjajgaia CXOKMMHM C MaHHHUTOM CBOWCTBAaMH, 3a
UCKJIFOUEHHEM TOT0, YTO JIAKTO3a obJaana 0ojiee XOPOLIMMHI CBOMCTBAMH B IUIAHE TEKY4ECTH
(Tabmuua 3). Takke OTMeuanu pe3yabTaThl CTAOMJIBHOCTU Ui SKCIIEPUMEHTAbHOU
xomnosuimn E, mpencrasisirommeii codoit cmech ¢ O6e3poanol nakto3oi. Cmeck E okazanack
HEMHOTO MeHee CTaOWJIbHOH, 4eM copiepskamasi MaHHUT cmech C, onHako, cmech E
XapaKTepHU30BAJIaCh YPOBHEM O0pa3oBaHMs auMepa Hioke mpexnena npuemiemocta 0,7% B
OonburmHCTBE MpoTecTUpoBaHHbIX ycinoBui (Tabmuuer 7 u 8). B cmecu E mcmonme3zoBanu
0€3BOIHYIO JIAKTO3Y BMECTO MOHOTHAPATA JAKTO3bI M3-32 MPOOJIEM, CBA3aHHBIX C BIHSTHUEM
BOABl Ha pasznoxkeHue PF-06651600-15. [Ina panpHEHIIEro W3y4eHUs] TUIPOCKOMUYHBIX
CBOWMCTB MOHOTHJIpaTa JIAKTO3bI MOJIy4aJid KPUBbIe AUHaAMUUecKon copoumu napos (DVS) kak
B ciy4ae O€3BOIHON JIAKTO3bI, TaK M B ClIy4ae MOHOruzapara jaktossl (@ur. 24). B oboux
CJIy4asix pe3yJbTaThl ObUTH OIMHAKOBBIMH, TAK KaK Macca YBEJIMUNBAIACh MEHbIIE, YeM Ha 2%,
npu BnaxkHoctu RH 90%. B ciiyyae MoHOrUapaTa IakTO3bl yBEJINYEHHE COCTABIISIO IPUMEPHO
0,55%, a B cimy4ae Oe3BoiHOM akTO3bI MpUMeEpHO 1,1%. Pesynprate DVS nokasanu, uro nubo
0e3BOAHAs JTAKTO3a, JINOO MOHOTHAPAT JIAKTO3bI MOTYT OBITh IPUEMIIEMBIMHI HAITOJHUTEIISIMH-
SKCLUIIUEHTaMU B KOMNO3ULMHU Ha ocHOBE PF-06651600-15.

Beuny mnpobinem ¢ 00paOoTKOW U CTa0MJIBHOCTBIO TPU CO3MaHHHM TaOJETKH ¢
HEMEJUJICHHBIM BBICBOOOXKIEHNEM OblIa IMPEAsIoXKEeHA HHKAICYJIMPOBAHHAS KOMIIO3ULHS B
Ka4eCTBE MyTH pa3padOTKM KOMMEPUYECKOW TOTOBOW JIEKAPCTBEHHOH ()OPMBI B LIEIEBOM
auamnasoHe n03 A kancyn wid aumarna3zoHe 10-100 mr. Cmece C  ucmosnbp3oBaiud B
UCCNIEZIOBAaHMUAX C 3akimodeHneM B kancyiel u3 HPMC, u ona npomemoHCTpHupoBana
HEYJOBIIETBOPUTENIbHbIE CBOMCTBA B OTHOLIEHHMH TEKYy4eCTH, NPUBOASAIINE K HHU3KUM
CKOPOCTIM 3alOJIHEHMsI KalCyJl M, CIEAOBATENbHO, HHU3KUM JO3UPOBKAM AaKTHUBHOIO
JIEKapCTBEHHOTO cpencTBa. [loaToMy OBUTHM Ha4yaThl UCCIENOBAHHS C YETHIPbMS HOBBIMH
3KCnepuMeHTadbHbIMU KoMmnosuuussmMu H, I, J u K, comepxamuMu MOHOTHUIpPAT JIAKTO3bI B
Ka4ecTBe BTOPOTO HATOJHUTENsS; Ooyiee BbICOKMMU KojmuecTBamu PF-06651600-15 u
4aCTULAMU Pa3HOIrO pa3sMepa AJisd ONPEAENICHUs BIUSHUSA 3arPy3KHU JIEKAPCTBEHHOI'O CPENCTBA
u pa3mepa gactul] API Ha pusnueckue xapakrepucruku komnozuuuiit H, I J u K (Tabmuuer 15
u 16).

Tabnuua 15
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ITonpobuoe onucanue skcepumMeHTanbHbIx cmeceit H, [ J u K

Conep:xanue B cMecu OOm1ast KOHLEHTpaLUs
Cwmecn | (% macc./macc. akTUBHOTO PF-06651600-15 Pa3zmep uactury API
BEIECTBA) (% macc./macc.)

H 15 24.71% HeusmenpueHHbIN

I 40 65,90% HeuzmenbueHHbBII

J 15 24.71% HN3menbueHHBbIN

K 40 65,90% HN3menbueHHbIN

Tabnuua 16
Cocrabsl 3xcniepumenTainbhbix cMeceit H, I, J u K
DKcrnepruMeHTalbHbIE CMECU
Kommnonent
H I J K

PF-06651600-15 11491 r | 30643r | 113,67r | 303,131
MuKkpOoKpHUCTaUIMUECKas LIEJUTI0I03a 156,45r | 60,691 154,77 r 60,04r
Monoruapar JaKTO3bl 156,45r | 60,691 154,77 r 60,04 r
Kpocnosunon 13,95 13,95 13,80 13,80
I'muuepun-guberenar 2325r 23251 2300r 23,00r
Bcero 465,01 r | 465,01r | 460,01r | 460,01 r
PF-06651600-15 24, 7%* 65,9%* 24,7%* 65,9%*
MukpokpucTa/IIMUeCKas LEeJUIF0I03a 33,6% 13,0% 33,6% 13,0%
MoHoruapar JaKkTO3bl 33,6% 13,0% 33,6% 13,0%
Kpocnosunon 3,0% 3,0% 3, 0% 3,0%
I'muuepun-gubdereHat 5,0% 5,0% 5,0% 5,0%

*15,3% aktuBHoTrO (hapmanestuueckoro arenta (API), T.e. PF-06651600.
*40,9% akTuBHOrO (hapmanesTudeckoro arenta (API), T.e. PF-06651600.
OxcnepumenTanbhblie cMecd H, I J u K roToBmn, ncmonb3yst cnocod CMEIBaHus U
NOOXOMALINA ANl  CMEIIWBAHUS KOHTEeHHep J00aBisiu

npoceMBaHusi cmecu. B

MHUKPOKPUCTAJUIMYECKYIO Le/ur003y, PF-06651600-15, MonOrnapar nakTo3bl, KpOCIIOBUOH
U TIMLEPUI-TUOereHaT U NepeMeInnBain B TeueHue 10 MUHYT Ipu CKOPOCTH NMPUMEPHO 46

00./MuH. CMech POCEUBAITH C UCIIOJIb30BAHUEM KOHIMUECKOH MEJTbHULIbL, OCHAIEHHOMN CEeTKOM
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¢ otBepcTusAMH 813 MUKDOH, M 3aTeM NepeMelnuBaiu B TedeHue 10 MUHYT Nmpu CKOPOCTH
npumepHo 46 00./MuH.

JUis OLIEHKH TNPUIOJHOCTH YETBIPEX CMecel MAJis 3aroHEeHHs] B OOOJOYKH KaricyJ
pasmepoM O HCHOJSB30BAJIM YCTAHOBKY sl 3amojHeHus: karcyn Dott Bonpace InCap.
Hcnonp3oBaHHBIE A1 3ATOJIHEHUS TapameTpbl onucanbl B Tadmume 17. UToOsl mpUroToBUTH
Karcysry HomuHasioMm 50 mr ¢ ucnonb3oBanueM 15% cmeceil u karncyny HomuHanoMm 100 mr u3

40% cMecei, BBITIOJHSIN pacyeT HEOOXOAUMBIX JIJIsl 3aIIOJTHEHUS 3HAYSHUH MaCChl.

Tabnuna 17
ITapameTpsl 17151 3aMOIHEHUS KarCyJ B Ciiydae SkcrepuMeHTanbHbix cMeceld H, [ J u K
Tun Macca
Tonmuna CxopocTb
Cwmech Tun cmecu 000JIOUKH | COmEePKUMOTO
aucKa 3aMOJHEHUS

KarcyJibl (mr)
H 15% nemsmensu. API | 16,5 mMm | 1500 kancyn/a HPMC* 310
I 40% nemsmenpu. API | 11,0 mm | 1500 kancyn/a HPMC* 250
J 15% usmenbuen. APT | 16,5 mm | 1500 kancyn/a | Kenarun' 333
K 40% wm3menpuen. API | 11,0 mm | 1500 kancyn/a HPMC* 250

* Kancyner 13 HPMC pasmepom 0 (VcapsPlus).

* KenaruHoBbIE KarcyJibl pasmepom 0.

Pacnpenenenue yactul mo pasMmepam ajis skcnepuMeHtanbHbix cMmecerd H, I J u K
OTpeNeNsIN ¢ UCTIOJb30BAHUEM METOJA JIa3epHON Audpakiuy, U pe3yibTaThl IPUBEIACHbI B
Tabmune 18.

Tabmuua 18

PesynpTaThl n3MeEpeHUs pa3Mepa 4acTull s SkcnepuMeHTainbHbix cmeced H, [, J u K

Copnepxanne API Pazmep wactuy API | Cpennuii pazmep yacTull B
Cwmecn (% macc./macc. (MHKpOH) cMmecu (MUKPOH)
AKTUBHOT'O BEIECTBA) (Drv; 0,91) Dv:.01] | Dyv:0s1 | D09
15 300,50 48,88 | 147,23 | 271,66
I 40 300,50 68,67 | 189,68 | 298,17
J 15 120,85 20,36 | 104,52 | 230,97
K 40 120,85 7,21 60,20 | 199,94
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3HaueHHs] TEeKy4eCTH IJIsi CMecel OMNpelessUld Ha OCHOBAHMM HM3MEPEHUs YCHUIMN
cnura (pynkuuonansHoro kodp¢uuuenra tekyuectn (FFC)), mpeccyemoctu mnopomka
(uanexca Kappa) u cnocobHOCTH moOpolrka CBOOOAHO MaaaTh 4Yepe3 OTBEPCTHE B JUCKE
(ycranoBka Flodex). C yueToMm M3MepeHHBIX 3HAUEHNH TEKy4eCTH, MPUBEACHHbIX B Tabmure
19, mokazaHo, 4yTo OoJiee XOPOLINe 3HAUYSHNSI TEKyUeCTH COOTBETCTBYIOT BBICOKUM 3HAYEHUSIM
1apaMeTPOB, XapaKTEPU3YIOLINX paclpenesieHre YacThll 10 pasMepam (T.e. Oojiee BBICOKUX
3HayeHui Dyy; 0,1}, Div; 05 1 Dyv; 09]). Heusmenbuennsie cmecu H u 1 copeprkanu Hanbomee
KPYTHBbIE YaCTHUIIbI, ¥ TMPEBOCXOJHbIC 3HAueHHs TekydecTH. M3menpuennoie cmecu J u K
comepskaiu HauOojiee MENKUE YaCTULbl, CO 3HAYEHUSIMH TEKY4eCTH OT MPUEMIIEMBIX O
XOPOILIUX.

Tabmuua 19

CpaBHeHMe 3HaU€HUHN TeKy4eCTH, U3MEPEHHBIX I akcnepuMeHTanbHbIx cMeceil H, [ J u K

Hsmepenus Tekydectu
KonuenTtpauus API
API Cwmech Hnnexc
Cwmecu (% macc./macc. Flodex
(Dp:091) | (Drv:o9) | FFC | Kappa
AKTHBHOT'O BEI[ECTBA) (Mm)
(%0)
H 15 300,50 271,66 17,2 16,15 14
I 40 300,50 298,17 18,0 15,52 7
J 15 120,85 230,97 10,4 | 23,64 20
K 40 120,85 199,94 5,5 24,57 28

Uro kacaercsi cTaOMIIBHOCTH, TO BCe 3KcnepumMeHTanbhbie cmecu H, I, J u K mokazanu
XOpOULIYIO CTa0WJIBHOCTh B T€YEHHME ABEHaAUaTu MecsueB xpaHenus npu 30°C/RH 65% B
otHowenun BHemHero Buna (Tabmumna 20). Bce oHM ocTaBamnch MOpPOLIKAaMH OT O€Joro 1o
OenoBaTOro 1BETa, HE PACIUIBIBASCh. BbUIO OTMEYEHO, YTO MOPOIIOK B Karcytie Obul ciabdo
CTIPECCOBaH, U NMPU HEOOJBIIOM YCUJIMH JIETKO OTJIAMBIBAJIACH TIOPLHS STOrO TOPOIIKA.

Tabmuua 20
CTaOuIBHOCTH ¢ TOUKH 3PEHUS] BHEITHETO BUIA KcniepuMeHTa bHbIX cMeceit H, [, J u K B

TeyeHue 12 MecsieB

Cwmecu VYcaoBus 4 Henenu 8 Hexelnb 6 mecsaueB | 12 mecsiieB

Cmecr H, 5°C benas benas - -
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15% (macc./macc.) | 30°C/RH benasi/ benas/
benas benas
HEU3MEJILYEHHOT O 65% Oenosarast | Oenosaras
API Benosaras/
60°C/RH Benosaras/
onenHo- - -
40% OJnenHo-XKenTas
JKeTast
5°C Benas Benas - -
Cwmecn 1,
40% (macc./macc.) 30°C/RH Benan Bean Benas/ Benas/
HEM3MENbYCHHOLO 65% Oenosarass | Oenosaras
60°C/RH
API benosaras Bbenosaras - -
40%
5°C benas Bbemnast - -
Cwmecs J, 30°C/RH . . Benas/ Benas/
enast enast
15% (macc./macc.) 65% Oenosarass | Oenosaras
N3MEJIBYECHHOI' O BeHOBaTaﬂ/
API 60°C/RH Benosaras/
OnenHoO- - -
40% OJiemHO-KenTas
JKeNTast
5°C benas benas - -
Cmecr K,
(o]
40% (macc./macc.) 30°C/RH e Eenan Benas/ Benas/
0
H3MENbUCHHOIO 65% OenoBarass | OenoBaras
60°C /RH
API benosaras benosaras - -
40%
Ha @ur. 25 npexacraBieHa KOHLEHTpalMs JAuMEpa, OOHApYKEHHOTO B

skcnepumenTanbHbIx cMmecsax H, I J u K npu xpanenuu B ycnosusix 30°C u oTHOCUTENBHOMN

BJIAKXHOCTH 65%

B TCYUCHUEC JIBCHAAUATHUMECAYHOIO Mnepuoga BPEMECHU.

Bo Bcex

HWHKAIICYJIMPOBAHHBIX CMECAX TMOAACPKUBAJICA YPOBCHL COACPIKAHUA OUMEPA HUKE

MaKCHUMaJIbHOTO npeznena npuemiemMocts 0,7%. B m3menpuenHbix cmecsx J u K obpasosanue

aUMepa MPOUCXOAMIIO B O0Jiee BBICOKMX KOHIIEHTPALUSX, YeM B HEU3MeJIbYeHHbIX cMecsix H u

I, 4dTO MO3BOJEJIO MPEANOJOXKHUTb, YTO pPa3MEP YaCTUL BJIMAT Ha KOJIWYECTBO OUMEDA,

oOpasyroimerocst B 3Tux cMecsix. B sactHocTH, cMech |, Hem3menbueHHas ¢ cogepskanuem API

40%, okasbiBajiach OoJiee cTaduIbHOM, YeM cMech K, n3menbuenHas ¢ cogepskanuem API40%.
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B Tabnuue 21 npencraBiieHbl JaHHbIE OTHOCUTEJIBHO COAEPIKAHUSI TUMepa U o0IIero
CoZiep KaHusl POIYKTOB PA3JIOKEHUs B MPOLIEHTaX, OOHAPY)KEHHBIX Uepe3 BOCEMb HEZETb B
ycnoBusix cornacHo ASAP, nns skcnepumentanpHbix cMeceid H, I, J u K. Dt nansbie
COTJIACYIOTCSI C pe3yJIbTaTaMu, MOJyYeHHBIMH B T€YeHHE OTHOro rofa Xxpanenus npu 30°C/RH
65% (®wur. 25). bonee Hu3KkKMe ypOBHU OOpa3OBaHMs MPOAYKTOB PA3JIOKEHUsS] HAOJIOIaIH,
KOrJa B KOMIO3ULMK UCTojb3oBamn API ¢ Gonbmmm pasmepom vactul, B cmecsix H u L
Hanpotus, B ciiy4yae 4acTHIl MEHBIIIETO pa3Mepa, UCTIONb30BaHHbBIX B cMecsix J u K, mpoaykThl
pazyioskeHust 00pPa30BBIBAIUCH B OONBIINX KOJMYECTBAX. B 4aCTHOCTH, U3MENIbYCHHAs! CMECh J,
cozieprKaliasi I3MeJbUEHHbBIE 10 MEHBLIEr0 pa3Mepa 4acTUIbl U XapaKTepH3YIoLIasics Ooee
HU3KOU 3arpy3koit npoaykra, 15% (macc./macc.) PF-06651600-15, B skeaTHHOBOH Karcyiie,
OKa3bIBAJIACh HAMMEHee CTAOMIIBHON CMECHIO.

Tabnmua 21
PesynpTaThl MO pa3nokeHUIO A 3KcnepuMeHTalbHbIx cMecert H, I, J u K B ycnoBusx

coriacHo ASAP uepes 8 Henenb

DKCIEePUMEHTAJIbHbIE
Ycnosus Bpewms IIpumecn cMecHu
H I J K
Humep, % 0,04 | 0,04 |0,05| 0,04

5°C OOwee conepskaHue MPOAYKTOB
0,08 | 0,08 | 0,09 | 0,09

2 > >

pazioxeHus, %

Humep, % 0,06 | 0,06 |0,16| 0,08

2 2 > >

30°C/RH 65% | 8 nemenn | OOruee comeprkaHue MPOIYKTOB
0,09 | 0,10 | 0,321 0,13

2 2 2 >

pasnoxkeHusi, %o

Humep, % 0,05 | 0,05 [0,13 | 0,07

2 2 > 2

40°C/RH 30% | 8 menenb | OOmiee conepskaHue MPOAYyKTOB
0,09 | 0,11 | 0,27 0,13

2 2 > 3

pasnoxkenus, %o

Humep, % 0,05 | 0,05 [0,13 | 0,07

2 2 > 2

40°C/RH 50% | 8 menens | OOmiee conepskaHue MpOAyKTOB
0,09 | 0,12 | 0,28 | 0,13

2 2 > 2

pasnoxkenusi, %o

Humep, % 0,06 | 0,07 |0,16| 0,09

2 2 2 2

50°C/RH 30% | 8 Hemenb | O6iuee comepskaHHe MPOAYKTOB
0,13 | 0,14 | 0,34 | 0,18

2 2 2 2

paznoxkenus, %o
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Humep, % 0,05 | 0,06 |0,15] 0,08

2 2 2 2

50°C/RH 50% | 8 nenenb | O61uee comepskaHHe MPOAYKTOB
0,12 | 0,13 | 0,33 | 0,15

2 2 2 >

paznoxxenus, %o

Humep, % 0,06 | 0,06 |0,18 | 0,09

60°C/RH 40% | 8 menmenb | OOruee copepskaHue NPOAYKTOB
0,13 | 0,13 [ 0,39 0,16

2 2 2 >

pasnoxkeHusi, %o

Humep, % 0,04 | 0,04 [0,11| 0,06

2 2 2 2

60°C/RH 10% | 8 nemens | OO1uee comeprkaHue MPOIyKTOB
0,09 | 0,11 | 0,13 | 0,12

2 2 2 2

pasnoxkenus, %o

Ha ®ur. 26 mnpencraBneHbl cpenHue 3HadeHHss B aHanmuze (% OT 3asBJIEHHOTO
cozep:kaHus) ISt SKcnepuMenTanbHbx cMecer H, 1, J u K npu xpanennu B ycnosusx 30°C u
OTHOCHUTEJIbHON BJIAXKHOCTH 65% B TeueHUE ABEHAAATUMECSYHOTO TEepPUOAa BPEMEHHU.
HecmoTpst Ha HEKOTOpBIE HE3HAYUTENIbHBIE U3MEHEHUsI B TEYEHUE 3TOr0 MEePpUOAA BPEMEHHU,
COIEpKaHUE BO BCEX YETBIPEX CMECSX OCTABAJIOCH AHAJOTMYHBIM 3aPETHCTPUPOBAHHOMY B
HavaJIbHBI MOMEHT BpeMeHH (B mpenenax £2%). B Teuenue 3Toro nBeHanaTHMECSYHOTO
nepuoza BPEMEHM He ObUIO 3aperucTPUPOBAHO HUKAKOTO YMEHBIIEHHS KOJHMYECTB
aQHAJIM3UPYEMOrO BEIECTBA HU AJI1 OAHOU CMECH.

B Tabmuue 22 npuseneHs! yuciaeHHble 3HaUeHUs (Yo OT 3asBJIEHHOTO COAEPIKAHUS),
nonyueHHble st cmeceit H, I, J u K B ycnosusix cornmacao ASAP.

Tabnuna 22
Pesynprarsl cornacHo ASAP niist skCrieprMeHTaIbHbIX HHKACYJIMPOBAHHBIX KoMro3uuuii H,

LIuK

3KCHepI/IMeHTaHbele cMecu
H I J K
Onenens | 942 | 103,8 | 983 | 1035
2nenemn | 934 | 998 | 98,1 | 102,6
4 nenenn | 92,7 | 102,0] 99,5 | 101,9
30°C/RH 65% 8 menens | 93,5 | 100,6 | 98,7 | 103,8
12 enens | 93,6 | 101,1 | 97,4 | 102,8
26 Hemenb | 939 | 101,8 | 982 | 1024
52 memenn | 959 | 102,1| 98,4 | 103,7
40°C/RH 30% Onenens | 942 | 103,8 | 983 | 1035

Ycnosus Bpewms
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2Henenn | 924 | 987 | 94,9 [ 101,0
4 nenenmn | 94,0 | 100,1 | 98,8 | 1043
8 menens | 101,0 | 104,6 | 99,1 | 103,7
Onenenv | 942 | 103,8 | 983 | 1035
2nenemn | 93,1 | 999 | 96,9 | 102,9

40°C/RH 50%
4uemenu | 943 | 103,4| 99.1 | 101,0
8 memens | 95,1 | 101,6 | 93,0 | 104,8
Omemens | 942 | 103,8 | 983 | 103,5
2Hemenu | 92,6 | 98,5 | 94,0 | 1017
50°C/RH 30%
4uemenn | 924 | 1014 | 95,0 | 101,1
8memenms | 963 | 101,1 | 96,7 | 102,6
Omemenu | 942 | 103,8 | 983 | 103,5
2Hemenu | 93,0 | 994 | 962 | 101,9
50°C/RH 50%

4 nenenn | 116,7 | 102,4 | 98,0 | 101,2
8 nenens | 96,0 | 99,4 | 97,9 | 104,0
Onenens | 942 | 103,8 | 983 | 1035
2Henenmn | 92,7 | 1012 97,6 | 103,7
4nenemn | 91,9 | 998 | 99,0 | 103,5
8 menen» | 93,5 | 101,9 | 994 [ 103,7
Onenenv | 942 | 103,8 | 983 | 1035
2uenenu | 111,8 | 1005 | 92,6 | 102,4
4uenenn | 99,1 | 101,1] 96,2 | 104,0
8 menenv | 93,4 | 1053 | 983 | 103,9

60°C/RH 10%

60°C/RH 40%

Ha @ur. 27 npencraBjieHO CpaBHEHHME JaHHBIX IO PACTBOPEHUIO  AJIA
skcnepuMmeHTanbHbIX cMeced H, I, J m K B TeueHme oOpgHOro roma XpaHEHHs IIpU
30°C/orHOCHUTENBbHOM BAXKHOCTH 05%. [[ist Bcex cMecei MpoaeMOHCTPUPOBAHO PACTBOPEHHE
Obonee uem Ha 80% wuepes 30 muHyT. CMech, NPHUTOTOBJIEHHYK) C HCHOJb30BAHUEM
usmenpueHHoro PF-06651600-15 ¢ conmep:kanneM akTUBHOTO BemecTBa 15% (macc./macc.),
NOMEINAJH B JKEJIATHHOBbIE KarcCysipl B ominuyne oT obonouek m3 HPMC, kortopsie
UCTIOJIb30BAINCH ISl HHKAIICYJIMPOBAHUS OCTAJIBHBIX MAPTHH. DTHM MOXKET OBITh OOBSICHEHO
HECOOTBETCTBHE, 3aPETUCTPUPOBAHHOE B TE€UEHME NEPBBIX 5 MUHYT TECTa Ha PacTBOPEHHE,

NOCKOJIbKY paspbiB Karncysn u3 HPMC 3anep:kuBaicsi, 4TO B CBOIO OYepeAb NPeNOTBPAIIAIIO
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BeicBOOOXKAeHne PF-06651600-15 ¢ mnonyuenmem B pesynbrate 0% pacTBOpeHHs,
3apEruCTPUPOBAHHOIO B TEUEHHE NEPBBIX IISITH MUHYT T€CTA HAa pacTBOpeHue 1t cmecer H, 1
uK.

Ha @ur. 28 mpenacraBieHbl KOHTYPHblE —JQuarpaMmbl — Cerperauuud A
skcnepumenTanbHbix cMeceil H, I, J u K. Ha stux guarpammax npeacrasiieHa BU3yasibHast
uHTepnperauus cogepxanus PF-06651600-15 no BceM cMmecsm. Pe3ynbpTaThl yKas3pIBaiy, 4ToO,
HECMOTPsI Ha KTOpsiYre TOYKW» B IIPesiesiax CMECH, CMECH C COAEP KaHNEM aKTUBHOT'O BELLIECTBA
40% (macc./macc.), [ u K, okazanuce MeHee CKJIOHHBIMH K CErperaluy He3aBUCUMO OT pa3Mepa
yactul PF-06651600-15. Cmecu ¢ conepkaHreM akTuBHOro Bemectsa 15% (macc./macc.), H
u J, nemoHCcTpHpoBanu Oosblee H3MeHeHue B conepkannu PF-06651600-15 mo Bceii cmecn.

B obmewm, skcniepumenTanbhbie komnosuimn H, I, J u K nposBisuin npuemnemyro
CTa0MIIBHOCTD, O YeM CBUIETENIbCTBYET BHEIIHUH BU U KOJIMYECTBO MPOAYKTOB PA3JIOKEHUS,
o0pa3oBaBIINXCs B KAKAOH cMecu. UTO Kacaercs pa3Mepa YacTHL, TO YBEJIHMUEHHE pa3Mepa
gactul PF-06651600-15 mpuBoAMIO K YMEHBLIEHUIO YPOBHEHN 00pa30BaHus AUMEpa 1 00IIero
comepKaHusl NPOAYKTOB  PA3JIOKEHMs, a TaKXKe  YJydllaJO IPOU3BOACTBEHHBIE
XapaKTePUCTUKH CMecCH. YUTO Kkacaercs 3arpy3kKd NPOAYKTa, TO YBEJIMYEHUE 3arpy3ku
JIEKApCTBEHHOTO CPENCTBA MPHUBOAMIO K CHIDKEHHUIO Cerperauuu nopouka. Takum obpasom,
JIaHHBIE, ONTUCAHHBIE B 3TOH 3asBKe, OOOCHOBBIBAIOT Pa3padOTKy KOMMEPUYECKHX KOMITO3ULIHH,
cozepaKaIux MUKPOKPHUCTATUIUYECKYIO LEJUTI0JIO3Y, MOHOTUIpAT JIAKTO3Bl,
NOJMBUHWIMUPPOJUIOH (KPOCTIOBUAOH) M TiHuepui-qudereHat smecte ¢ PF-06651600-15,
MMEIOIIUM OOJIBIINI pa3Mep YaCTHL, U XapaKTePU3YIOIINXCst 60Jiee BBICOKUMH (B MTPOLIEHTHOM
oTHoweHnn) 3arpy3kamu PF-06651600-15, 3akmoueHHbIx B kancybsl uz HPMC.

Utobbl oaTBepauTh 3PHEKTUBHOCT MPEIJIOKEHHOW KOMMEPYECKONW KOMITO3HIIHH,
TOTOBWJIM JBE MapTuu cMecu I (Hem3menbueHHoM) U 1Be mapTuu cMecH K (M3MenbueHHOM) 1o

OTAENBbHOCTH U 3akirodain B Kancyisl 13 HPMC pasmepom 0 (Tabnuua 23).

Tabnuua 23
ITonpobHoe omucaHue 3aHOBO MPUTOTOBJIEHHBIX cMecH I u cmecu K
Cwmecs I Cwmecs K
Kommnonent
HEU3MeNbYEHHAs U3MENbYCHHAs
ITaptusa 1 | ITaptusa 2 | Ilaptusa 1 | apTtus 2
% PF-06651600-15 65,90* 65,95* 65,90* 66,20*
% MHUKPOKPUCTAIITUYECKON LEJIIF0JIO3bI 13,05 13,02 13,05 12,90
% MOHOrHpaTa JaKTO3bI 13,05 13,03 13,05 12,90
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% KpOCTIOBUIIOHA 3,00 3,00 3,00 3,00
% riuuepwi-gudereHara 5,00 5,00 5,00 5,00
* 40% (macc./macc.) APL

3areM MPOBONMJIM HCCIENOBAHMS 3THUX CMecell Ha TPEAMET pas3JIOkKEHUs, YTOObI
OMPENENUTD MPOLIEHTHOE COMEPKAHKE TUMEpPa U 001IIee COmepKaHNe TPOIYKTOB PA3IOKEHHUS,
OOHapy’KMBaeMbIX B YCJIOBUSIX U B MOMEHTHI BpEMEHH, KOTOpbIe onucanbl B Tabnune 24.
Tabnuua 24
IIporieHTHOE conmep kaHKe AUMeEpa U 00IIee CoMepKaHie MPOAYKTOB Pa3JIOKEHHs,

OOHapyKEHHBIX B CIy4ae 3aHOBO MPUTOTOBJIEHHBIX cMeceit [ u K

Cwmecn | Cwmecs K

Ycnosus Bpewms IIpumecu HEU3MEJIbUECHHAs! U3MEJIbYEHHAs!

ITaptusa 1| Ilaptusa 2 | [Taptus 1 |Ilaptus 2
Humep, %o 0,08 0,08 0,12 0,11

O01ee conepraHue

MIPOAYKTOB 0,13 0,13 0,19 0,18

30°C/RH 75% | 6 mecsiLieB

2 2

pasnoxkenus, %o

Tlumep, % 0,06 0,05 0,08 0,06

2

OO1ee conepkanue

60°C/RH 40% | 28 cyTtok
IPOAYKTOB 0,06 0,05 0,08 0,06

pasznoxeHus, %

PesynbraTsl no paznoxenuto cmeceii [ u K monTeeprxaani crabuiibHOCTh 00enx cMecei
U TO, YTO CMeCh |, cocTaBNeHHAsI U3 HEU3MENbUEHHBIX OoJiee KpynHbIX yacTul PF-06651600-
15, oka3anmace Oonee crabunbHOM, yeM cMmech K, cocraBieHHass M3 HM3MeEJIbYEHHBIX OoJiee
menkux yactull PF-06651600-15. Takum 00pa3oM, Ha OCHOBAHWH Pe3yJIbTaTOB, OMUCAHHBIX B
JaHHOW 3asiBKe, ObUla TPEIVIOKEHA KOMMEpUEeCKash KOMIIO3MLHUS C HEMEIEHHBIM
BbICBOOOXKAeHHeM 1uisi 103 30 mr, S0 mr u 100 mr PF-06651600 B kamcymnax uz3 HPMC,
coxepskamast: mpumepHo 60,10% PF-06651600-15 (37,50% akTUBHOTO BEIECTBA); IPUMEPHO
15,95% MUKpPOKPUCTAJUTMUECKOU ILEJUTI0NIO3bI; npuMepHO 15,95% wMoHOrmapara akTO3bI,
npumepHo 3,00% kpocnosuaoHa u npuMepHo 5,00% rnuuepui-gudereHara.

Kamncynel ¢ HememieHHbIM BBICBOOOKAEHHEM, coneprkamue PF-06651600-15 B no3ax

30 mr, 50 mr u 100 mr, roroBmiu nyteM obobenuHenus: 60,10% PF-06651600-15; 15,95%
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MHKPOKpHCTAIIMYECKON Lemutono3bl (aBuuena PH102); 15,95% monoruapara nakro3sl (Fast
Flo 316); 3,00% kpocnoBunona, Tuna A (nojuruacnona XL), u 5,00% rnunepui-guoOereHara
(Compritol 888 ATO, pacTUTENbHOrO IMPOUCKXOXKAEHUS) B KOHTEHHepe IUIsl CMEIINBAHUS
MOAXOAIIEro pa3mepa U nepemMernnsajy B reueHue 10 munyt rpu 30 06./muH (300 060poTOB),
ucronb3ysi cmecurenb Turbula. Cmech mnpocewBany ¢ HUCIONB30BAHMEM KOHHYECKOM
MEJIbHUILIBI, OCHAIIIEHHON ceTKoW ¢ oTBepctusmu mnpumepHo 0,9 mm (032R), co ckopocThb
npumepHo 1000 006./MUH C UCTIOIB30BAHKUEM POTOPA KPYIJIOTO TUIA, M 3aTEM MEPEMEIINBAIU B
tedyenue 10 munyT npu 30 00./muH (300 06opoToB), npuMensis cmecutensb Turbula. B kancyier
n3 runpomenossl Ne 4 prHocwin no 80,00 Mr cmMecHm, HCMNOJb3ysl YCTAHOBKY IS
WHKAICYJIMPOBAaHMUS C IUCKOBBIM J03aTOpPOM, 4TOOBI obecneunTh B Kamcynax u3 HPMC
conepkanue API (PF-06651600) B no3ax 30 mr. B karcyiner u3 runpomMeno3bl Ne 3 BHOCHIIH 110
133,333 Mr cmecu, UCNONb3ysl YCTAHOBKY JUIsl MHKAICYJIUPOBAaHUS C JUCKOBBIM J103aTOPOM,
yr0o0bI 0OecreunTh B Karcynax 3 HPMC conepxanue API (PF-06651600) B no3ax 50 mr. B
Karcynibl U3 runpomenossl Ne 1 BHOCHIM 1o 266,667 Mr CMeCH, MCHOJb3Ysl YCTAHOBKY IS
WHKAICYJUPOBAaHMU C JUCKOBBIM J03aTOpPOM, 4TOOBI obOecneunTh B Kamncynax u3 HPMC
conep:kanue API (PF-06651600) B no3zax 100 mr (Tabmuma 25).
Tabnuma 25
Kommepueckne KOMIO3UIUH ¢ HEMEJIEHHBIM BBICBOOOXKIEHUEM JIJIs1 HHKAIICYJIMPOBAHHOTO

API (PF-06651600) B no3ax 30 mr, 50 mr u 100 mr

KommnoneHTsl Hoza 30 mr | [oza 50 mr | Hoza 100 mr
PF-06651600-15 (mr) 48,077 80,128 160,256
MUKpOKpHCTaJUTMYECKas LEJITF0JI03a (MT) 12,762 21,269 42,539
JlakTo3a Ge3BogHast (Mr) 12,762 21,269 42,539
KpocnoBunon A (wmr) 2,400 4,000 8,000
I'muuepun-nubereHat (mr) 4,000 6,667 13,333
O01mas macca conepKIUMoro (mr) 80,00 133,333 266,667
Karncyna u3 runpomenoss (Homep) 4% 3¢ 17
OOmast macca (mr) 118,000 180,333 342,667

* Macca karicyJibl 3 rurpomesiossl Ne 4 cocrassina 38 mr + 3 wr.

* Macca KancyJbl u3 runpomesiossl Ne 3 cocrasnsina 47 mr+ 3 mr.

" Macca kancynsl u3 runpomesiossl Ne 1 cocrapisina 76 mMr £ 5 mr.




DPOPMVYJIA U3OBPETEHUS

1. CrabunpHass KOMITO3MLIMS C HEMEAJIEHHBIM BBICBOOOXKIEHHMEM, coieprkamas |-
((2S,5R)-5-((TH-tuppomno| 2,3 -d [nupumMuiuH-4-11)aMHUHO ) -2 -MeTUJIITHITePUANH- | -1iT)Ipon-2-
eH-1-oH mimm ero (apMaleBTUYECKH MPUEMJIEMYIO COJb, TEPBbI HAMOJHHUTENb, BTOPOM
HAIOJIHUTEIb, Pa3PhIXJIUTENb U TTIMJAHT W CMa3bIBAIOLIEe BEIIECTBO, IPU 3TOM KOMIIO3HLIUS
cogepxkutr  0,7% (macc/macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-mupporno[2,3-
d]mupuMHINH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u olree
KOJIMYECTBO MPOAYKTOB pasyioskeHus cocraisier 1,2% (Macc./Macc.) 1 MeHee.

2. CrabwipHasi KOMIIO3MIUS ¢ HEMEUIEHHBIM BbICBOOOXKICHHEM, COEpIKaIast napa-
TonyosicyibpoHaTHyr0 conb 1-((2S,5R)-5-((7TH-muppomno[2,3-d jnupumunuH-4-nin)aMuHO)-2-
METUJITHIIEPUANH- | -UT)IIpon-2-eH- 1 -OHa, MUKPOKPUCTAIUTUIECKYIO LEJIT0JI03y, MOHOTHIPAT
JAKTO3bI, KPOCIIOBHIOH M TIIMLEPUI-AHOEreHar, mpu 3ToM Komnosuuusi comepxut 0,7%
(macc./macc.) wmm  wmenee gumepa  1-((2S,5R)-5-((7H-nmuppono|2,3-d|mupumuann-4-
WJT)aMUHO )-2-MeTHIIUNIEPUINH- | -un)pon-2-eH-1-0Ha, u o0IIee KOJWYEeCTBO MPOIYKTOB
pazioxenusi cocraBisier 1,2% (macc./macc.) WM MeHee Tmocie XpaHeHuss mpu O-
30°C/otHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue 1Mo MeHbIIeH Mepe OTHOTO roja.

3. CrabunpHast KOMIO3MLMS C HEMEIJIEHHBIM BBICBOOOXKACHUEM, COIEpIKaIasi
npumepHo 15-67% napa-tonyoncynsdonataoit comu  1-((2S,5R)-5-((7H-nuppono[2,3-
d]mupumMuIH-4-1I1)aMUHO)-2-MeTHWIITUIIEpUANH- | -t npon-2-eH-1-oHa, npumepHo 12-40%
MHUKPOKPHUCTAJIMYECKON LEJIF0N03bl, MpuMepHo 12-40% MoHoruapara JakTo3bl, IPUMEPHO
2-4% xpocnoBunoHa u mpuMepHO 3-10% riuuepui-nudereHara, MpU 5TOM KOMIO3HLIMS
cogepxkutr  0,7% (macc/macc.) wiu  Menee aummepa 1-((2S,5R)-5-((7H-nmupposno[2,3-
d]mupuMHIIH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)npomn-2-eH- 1 -oHa, U obree
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Mocie
xpanenuss npu 0-30°C/oTHocuTenbHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OZIHOTO rofa.

4. CrabunpHas KOMIO3ULHUS C HEMENJCHHbIM BBICBOOOXKIEHHEM, COIepIKaIiast
npumepHo 58-62% napa-tonyoncynbdonataolt comm  1-((2S,5R)-5-((7H-nmuppono[2,3-
d]mupumMuINH-4-1T)aMHUHO )-2-MeTHIITUNIEPUANH- | -mun)npon-2-eH-1-oHa, npumeprHo 14-18%
MHUKPOKPUCTAJNINYECKON LIeJUII0NIO3b], TpuMepHO 14-18% MoHOruapara gakTosbl, IPUMEPHO
2-4% KpocmoBHIOHA U TNpHUMepHO 3-8% rimuepmi-qudereHara, MpU 3TOM KOMITO3HMLIUS
cogepxxutr  0,7% (macc./macc.) wnu Menee ammepa 1-((2S,5R)-5-((7H-nmuppono[2,3-

d]mupumMuIH-4-1I1)aMUHO)-2-MeTHIINTUNIEPUANH- | -un)npomn-2-eH- 1-oHa, 1 olrmee
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KOJIMYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (macc./macc.) WiIM MeHee Iocie
xpanenus npu 0-30°C/orHOcuTEnbHON BiakHOCTH 10-65% B TeueHHe Mo MeHbIIEH Mepe
OJIHOTO rofia.

5. CtaOunbHast KOMIO3UIHS C HEMEJIEHHBIM BHICBOOOKAEHHEM B (hopMe KarcyJibl U3
TUIPOKCUTIPONTMIIMETUIILIEIITIOJIO3bI (HPMO), conepaKaas 58-62% napa-
tonyoscyiabponaTtHor comu 1-((2S,5R)-5-((7TH-nuppono[ 2,3 -d jnupumunuH-4-ui)aMuHO)-2-
METUINHIIEPUANH- | -um)npon-2-eH-1-oHa, 14-18% MUKPOKPUCTAIUTNUECKON LEJUTIOI03bI, 14-
18% wmoHorunpara aakto3bl, 2-4% kpocnoBuaoHa u 3-8% rauuepui-nuOereHara, npuuemM
napa-TonyoicynbGhoHaTHAS COJlb 1-((2S,5R)-5-((7TH-nmuppomnol[ 2,3-d Jmupumunms-4-
WJI)aMHHO)-2-MEeTUIIHUIIEPUANH- | -ii1)ripon-2-eH-1-0Ha umeer pasmep vactuil Dy, 09 300,50
MHUKpPOH, U TNPH 3TOM KoMmo3unus copep:kut 0,7% (macc./macc.) unu MeHee numepa -
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuanH-4- 11 )aMUHO ) -2 -Me THJIITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa, 1 olIIee KOJIMYECTBO MPOAYKTOB passioskeHus: coctasisier 1,2% (macc./Macc.) wim
meHee mociie xpanenuss npu 0-30°C/orHOCHTENnbHON BirakHocTH 10-65% B TedyeHHe O
MEHBIIEN Mepe OAHOrO rojaa.

6. CtaOniibHast KOMITO3UILIMSI C HEMEJIEHHBIM BBICBOOOXKIEHNEM B (POpPME KarCyJibl U3
HPMC, conpepxammas 46,08-50,08 mr napa-tonyoncynbponarsoit comu 1-((2S,5R)-5-((7H-
nupposno|2,3-d JmupumuauH-4-1i)aMuHO)-2-MeTHIINUNepUAnH- 1 -un)npon-2-eH-1-ona, 10,76-
14,76 Mr MUKpPOKpPHUCTAJUIMUECKON Lesunt0103bl, 10,76-14,76 Mr moHoruapara naxkto3sl, 1,40-
3,40 mr kpocmoBuzmoHa u 3,00-5,00 mr rumuepui-guOereHata, NPU 3TOM KOMITO3HIMS
cogepxkutr  0,7% (macc./macc.) wiu Menee aummepa 1-((2S,5R)-5-((7H-nmupposno[2,3-
d]mupuMHUIIH-4-1IT)aMUHO )-2-MeTUIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, u obree
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrapisier 1,2% (Macc./macc.) WM MeHee Mocie
xpanenuss npu 0-30°C/oTHOCHTENBHON BIaKHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO rojia.

7. CtabuiibHast KOMITO3ULIHSI C HEMEJIEHHBIM BBICBOOOXKIEHHEM B (POpPME KarCyJibl U3
HPMC, copepxamas 48,077 wmr napa-ronyoncyibdonaraoit comu 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMuHO ))-2-MeTHIIUNIEpUANH- | -1 pon-2-eH-1-oHa, 12,762
MI' MUKPOKPHUCTAJUIMYECKON LEJUIr0JI03bl, 12,762 Mr mMoHoruaparta aaktos3bl, 2,400 mr
KpocnioBuaoHa u 4,000 Mr rauuepui-qudereHara, npudeM #apa-ToyoJCyab(pOoHaTHAs COb 1-
((2S,5R)-5-((7TH-tmuppomno| 2,3 -d [mupuMuinH-4-11)aMIUHO ) -2 -MeTHJIITHITePUAUH- | -1 ) mporn-2-
eH-1-oHa umeer pasmep 4dacTtull Diy; 0,9) 300,5 MUKPOH, U MPU 5TOM KOMIO3ULUSL COAEPIKUT

0,7% (macc./macc.) mnmu menee aumepa 1-((2S,5R)-5-((7H-nuppono[2,3-d]nupumuann-4-



WJT)aMHHO)-2-METUIIUIIEPUINH- | -u)IIpon-2-eH-1-0Ha, M o00Inee KOJWYECTBO IPOAYKTOB
pasnoxenust cocraBisier 1,2% (macc./macc.) wiM MeHee Tmociie XpaHeHHss mpu O-
30°C/orHOCHUTENBHOM BIAXKHOCTH 10-65% B TeyeHue 1o MeHbIIel Mepe OHOTO roa.

8. CtaOunbHasi KOMIO3UIMS C HEMEJIEHHBIM BHICBOOOKAEHHEM B (hopMe KarcyJibl U3
HPMC, copepxamnas 78,13-82,13 mr napa-tonyoncynbponarnoit comu 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JnupumuauH-4-1i1)aMUHO )-2-MeTHIIUNIepUANH- | -1 )npon-2-eH-1-oHa, 19,27-
23,277 Mr MUKPOKPUCTAJITUYECKON LeJUTr0103bl, 19,27-23,27 Mr moHoruapara jgakto3sl, 3,00-
5,00 Mr kpocroBumoHa u 5,67-7,67 Mr riuuepuia-nuOereHata, MPU 3TOM KOMITO3HMLIUS
cogepxkutr  0,7% (macc/macc.) wim wmenee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupuMHIIH-4-11IT)aMUHO)-2-MeTHIIUTNIEPUANH- | -uT)nporn-2-eH- 1 -oHa, U olree
KOJIMYECTBO MPOAYKTOB pa3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee IMocie
xpaneruss npu 0-30°C/otHOcHTENnpHON BiIakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJTHOTO TOf1a.

9. CtabniibHast KOMITO3ULHSI C HEMEJIEHHBIM BBICBOOOXKIEHNEM B (POpPME KarCyJibl U3
HPMC, copepxamas 80,128 wmr napa-ronyoncyinbponarnoit comu 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumuauH-4-1i)aMruHO ))-2-MeTHIINUNepUANH- | -1 npon-2-eH-1-oHa, 21,269
MI' MHUKPOKPUCTANIMYECKON LeJuTo0o3bl, 21,269 mr monoruapara naktos3bl, 4,000 wmr
KPOCHOBUAOHA U 6,667 MI IIHuepHI-IudereHara, npuieM #apa-ToyocyabpoHaTHas Cob 1-
((2S,5R)-5-((7TH-muppomno| 2,3 -d [nupuMuanH-4-1i1)aMUHO ) -2 -MeTHIIHITePUAUH- | -ui)mpomn-2-
eH-1-oHa umeer pasmep ydactull Dy 0,9) 300,5 MUKPOH, U MPU 3TOM KOMIO3ULIUS COAEPIKUT
0,7% (macc./macc.) wnu menee aumepa 1-((2S,5R)-5-((7H-muppono[2,3-d]nupumuamnn-4-
WJT)aMHUHO)-2-MeTHIIMUNIEPUINH- | -uT)pon-2-eH-1-0Ha, W o00Illee KOJUYECTBO MPOIYKTOB
pazioxkenusi cocrtaBiser 1,2% (macc./macc.) wWiM MeHee Tmocyie XpaHeHuss mpu  O-
30°C/otHOCUTENbHOM BaKHOCTH 10-65% B TeyeHue Mo MeHbIIeH Mepe OTHOTO roja.

10. CtabuibHast KOMITO3ULUS C HEMEIJICHHBIM BBICBOOOKICHUEM B (hOpME KarCyJibl U3
HPMC, conepxammast 158,26-162,26 mr napa-tonyoncyiabsdonataoit comu 1-((2S,5R)-5-((7H-
nupposo| 2,3 -d JmupumMuanH-4-1i1)aMuHO ))-2-MeTHIIUNIepUANH- | -1t npon-2-eH-1-oHa, 40,54-
44,54 Mr MUKpPOKPUCTAINYECKON LesuTr003bl, 40,54-44,54 Mr moHoruapara jaaktossl, 7,00-
9,00 mr kpocmoBumoHa u 12,33-14,33 Mr riuuepui-nuOereHara, mpu 3TOM KOMIIO3HULIHSI
cogepxxutr  0,7% (macc./macc.) wmum  Menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-
d]mupumMuInH-4-11I1)aMHUHO)-2-MeTHIIITUTNIEPUANH- | -uT)npomn-2-eH- 1-oHa, u olrmee

KOJINYECTBO MPOAYKTOB pas3jiokeHust cocrasisier 1,2% (Macc./macc.) WM MeHee Iocie
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xpaneHus npu 0-30°C/oTHOcHTENnBHON BiakHOCTH 10-65% B TeueHHe MO MeHbIIEH Mepe
OJIHOTO Iofia.

11. CtaOunbHas KOMIIO3ULIUS C HEMEJIEHHBIM BBICBOOOKIEHUEM B (POpME KarCyJibl U3
HPMC, cogmepxamast 160,256 wmr napa-tonyoncynsdponatnoir comu 1-((2S,5R)-5-((7H-
nupposio| 2,3 -d JnupumuauH-4-1i1)aMUHO ))-2-MeTUIINUNepUAnH- | -1 )npon-2-eH- 1 -oHa, 42,539
MI' MUKPOKPHUCTAJUTMYECKON wHesutoa03bl, 42,539 Mr monoruapara jakto3bl, 8,000 mr
kpocroBuaoHa u 13,333 Mr riuuepuni-nuoOerenara, mpuyeM Aapa-Toayoncyib(pOHATHAS COJb
1-((2S,5R)-5-((7TH-tuppoino|[ 2,3 -d JnupumunuH-4-1i )aMUHO )-2-METHIIITUTIEPUAHH- | -HIT)IpOoTI-
2-en-1-oHa umeer pasmep vactull Dyy; 0,9) 300,5 MUKPOH, U NPU 3TOM KOMIO3ULIUS COAEPKUT
0,7% (macc./macc.) wim menee ammepa 1-((2S,5R)-5-((7H-muppono[2,3-d]mupumuann-4-
WJT)aMUHO)-2-MeTHIMUNIEPUINH- | -un)nipon-2-eH-1-0Ha, u o0Iiee KOJNWYECTBO MPOIYKTOB
pasnoxkenus: cocrtaBisier 1,2% (macc./macc.) wiu MeHee Tmocie XpaHeHuss mpu O-

30°C/otHOCUTENBEHOM BIAXKHOCTH 10-65% B TeyeHUe Mo MeHbIIeH Mepe OTHOTO roja.
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