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OIIMCAHHUE U30BPETEHHUSA
2420-571445EA/061
KOMBHUHAIIUA ®PUKCHUPOBAHHBIX 103 AHTUTHIIEPTEH3UBHBIX U

CHUXAKOIUX XOJECTEPUH CPEJACTB U CITIOCOB NIOJIYYEHUA

OOGnacTh TEXHUKH

Hacrosimee nzo0peTeHne B 1EIOM OTHOCHTCSI K KOMOMHHPOBAHHBIM (hapMaleBTHUECKIM
cpenctBaM C  (UKCHPOBAHHBIMH  J03aMH W, 0Oojee KOHKPETHO, K CTaOMJIbHBIM
(apMaleBTHUECKUM  JICKAPCTBEHHBIM  ()OpMaM, CONEpKAIlUM  AHTUTHIIEPTEH3UBHBIE U
CHIDKAIOIINE YPOBEHb XOJIECTEPUHA AKTHBHBIE CPENICTBA.

VY poBeHb TEXHUKU U300 pETEHHSI

[TarmenTam, MOABEPIKEHHBIM PUCKY CEPIEYHO-COCYIUCTBIX COOBITHH, YaCTO HA3HAYAIOT
Oosee omHOrO JEeKapcTBa, 4TOOBI Aep:kaTh (DAKTOPbI pPHCKAa TOA KOHTpojeM. M3BecTHO, 4To
KOMILUIA€HTHOCTD MAILMEHTa CHIDKAETCSI, KOTIa JUIsl JISUSHHsI COCTOSTHUS TpeOyeTcst Ooee OmHOi
nepopabHOM (hapMalleBTHUECKOH JIEKApCTBEHHON (POPMBI, TAaKUM 00pa3oM, KOMOWHUPOBAHHBIE
(dapManieBTHUECKHE MpPEnapaThbl, TAK)KE HM3BECTHbIE Kak KOMOWHAIMHM (PUKCHPOBAHHBIX 03,
cozep Kalife O MEHbLIeH Mepe IBa JIEKApCTBEHHBIX CPEACTBA Uil JICUEHHs CepAeYHO-
COCYOUCTBIX 3a0ONeBaHM, KeNaTeNbHbl C TOYKM 3peHHs JedeHus. KomOunaumm
(UKCHPOBAHHBIX 103 IJIS JIFOOBIX IBYX aKTUBHBIX CPEACTB YaCTO MMEIOT MPoOIeMbl, BKIFOUast (i)
(apmMakoIMHAMHYECKOE HECOOTBETCTBHE MEKAY OTAEIbHBIMHU JIEKAPCTBEHHBIMH CPEACTBAMH,
KOTZla OAHO JIEKAPCTBEHHOE CPEICTBO OKA3bIBAET aIANTHUBHBIN/aHTarOHUCTHUECKUI 3 dexT mo
OTHOILIEHHIO K APYTrOMY JIEKAPCTBEHHOMY CPEACTBY B KOMOMHALIMH, YTO MPUBOAUT K CHIKEHHIO
3¢ (}EeKTUBHOCTH WJIM TOBBILIEHHONM TOKCHYHOCTH KoMOmHaumu, (ii) (apmaxkokuHeTHueckoe
HECOOTBETCTBHE MEXIY ABYMS JIEKAPCTBEHHBIMU CPEACTBAMH, NPUBOJSAINEE K MaKCUMAJIbHON
5 PEKTUBHOCTH JIEKAPCTBEHHBIX CPENICTB B pasHOE BpeMs; (iil) XUMHYECKYI0 HECOBMECTHMOCTb
MEXAY ABYMs JIEKAPCTBEHHBIMU CPEICTBAMH, MPUBOASALIYI0 K YMEHBIICHUIO CPOKA XPaHEHUs
(dapMaleBTHYECKOro Ccpenctsa; (iv) XHUMHUYECKHE B3aMMOAEHCTBHsS BO BpeMs OOIIMX
METa0OJMUYECKUX MyTeH, MNpuBOAsmue K HeIP(EKTUBHOCTH OIHOTO HIIM  HECKOJBKUX
JIEKAPCTBEHHBbIX CPEACTB B KOMOWHAIMU; M (V) OTPAHUYECHUS HA TUTPOBAHHUE JO3bI OTHEIBHBIX
JIEKAPCTBEHHBIX CPENICTB.

JUisi  JedeHus CepIeYHO-COCYAHMCThIX 3a0O0JIeBaHUN MAIlMEHTaM YacTO HA3HAYaKoT
UHTUOUTOPBI AHTMOTEH3WHIPEBpalanmero GepmMenTa (Takke H3BECTHbIE KaK «HHTHOUTOPBI
All®») u unarudutopel [MI'-KoA-penykrasbl (Takke HM3BECTHbIE KaK ‘CTATHHBI ) B BHJE
OTHENbHBIX JIEKapCTBEHHBIX cpencTB. MHrnouropsr AII® 6nokupyroT npeBpamaromuii GpepMeHT
AHTMOTEH3MHA, KOTOPBIA OTBEYAET 3a PACLICTIIICHHE OT aHTMOTEH3WHA I, KOTOPBIN MpencTaBiseT
coboli nmekamenTun, 10 aHruoreHsuHa II, koropwlii mpencraBisier COOOH OKTamenTua, M
MOHMKAIOT KPOBSIHOE JIABJICHUE 32 CYET CHIDKEHHs 00Iero nepugpepudeckoro COrnpoTHBICHUS
cocynoB. Muruburopsr AII® Takke CHIKAIOT CEKPELUI0 aNbIOCTEPOHA M, KaK CIEACTBHUE,
3aepKKy HaTpust B Boabl. Ilepopanbhas GuomoctynmHocTh MHrHOUTOpoB AII® komebnercst ot
13% no 95%. bonpmmHCcTBO MHrHOMTOpOB AIID BBOAATCS B BHAE IPOJIEKAPCTB, KOTOPBIE

OCTar0TCsA HCAaKTHBHBIMH a0 3TepI/I(1)I/IKaLII/II/I B ICYCHU. CraTuHbI SABJIAKOTCA



TUITOJTUITHEMIYECKUMH CPEICTBAMH, KOTOPBIE HUCTIONB3YIOTCS AJIS JICUEHHs TUIEePIUIUIEMHH.
Cratunbl oueHb 3 dexTrBHbI A noseiteHns yposHs JIIIBII npu ogHOBpeMEHHOM CHIKEHUH
obmero xonecrepuna, xonecrepuna JIIIHII, anonunonporenna B u tpurimmunepunos.

O6wenunenne uHrubutropoB AII® u cTaTMHOB B KOMOMHALMIO (PUKCHPOBAHHBIX 103
ObUTO MPOOIEMATHYHBIM, MTOCKONBbKY MHrHOUTOpbI AII® moaBepraroTcss peakuusM pasiiosKeHHs
B IIPUCYTCTBUH KHCJIOT U OCHOBAHMH, IMOCIETHIE U3 KOTOPBIX UCIONB3YIOTCS IS CTAOMIH3aLuH
craTiHOB. Takum 00pa3oM, B NMPUCYTCTBUU CTAOMIM3MPOBAHHOIO cTaThHa MHruourop AIID
MOJKET pas3jiaraTbCs IO TAKOW CTEMEHHW, 4YTO JaXKe IOCJIe KOPOTKOrO MepHOAa XpaHEHUs
COMep’KaHUE TMPOMYKTOB pA3JIOKEHUST B KOMOWHAIMH (DUKCHUPOBAHHBIX J0O3 WHIHOUTOP
ATI®/cTaTHH HACTOJIBKO BEJIMKO, YTO MPEBBIMIEH JONMYCTUMBIN Mpeaes MPOAYKTOB Pa3JIOKEHHUS.
BBuny BBIIEU3JIOKEHHOTO B JAaHHOW OOJNACTH oOCTaercs MOTPeOHOCTh B CTAOMIIBHBIX
KOMOMHAIMAX (PUKCUPOBAHHBIX A03 ISl JICYEHUS MALHEHTOB C PUCKOM CEPIEYHO-COCYIAHCTHIX
COOBITHH.

CymHocTh H300peTeHus

PackpeiTie, MpeACTaBICHHOE B HACTOSIIEM JOKYMEHTE, MPEOAOJIeBAET MOTPEOHOCTh B
TaHHOH 00JacTH, MPeaoCTaBIIsAs Coco0 MOMYYeHNs KOMOMHUPOBAHHOMN JIeKapCTBEHHON (OPMBI,
BKJIFOUAIOIIEH aHTUTHIIEPTEH3UBHOE aKTHBHOE CPEICTBO U CHIKAOIIEE XOJIECTEPUH aKTUBHOE
CPEACTBO, Te KaK MOHIKAIINE XOJECTEPUH, TaK U AHTUTHIIEPTEH3UBHBIE aKTHBHBIE CPEICTBA
SBIIIIOTCST CTAOUJIBHBIMHM, UMEIOT NPO(IIN BBICBOOOXKAEHUS, KOTOPbIE HE H3MEHSIOTCA IO
CPaBHEHHIO C €IMHUYHOMN JIEKapCTBEHHOH (POPMOIT MHANBHUYAIbHBIX AKTHBHBIX CPEICTB.

B omHOM BapmaHTe OCYIIECTBIIEHHUS PACKPBIBAETCS CIOCOO, BKIIIOYAIOINN: CMEIINBAHUE
JIEKApCTBEHHOTO  CPEACTBA,  CHIDKAIOIIErO  XOJIECTEPUH, W AHTUTUIIEPTEH3UBHOIO
JIEKApCTBEHHOTO CPEACTBA B IIEPBOM pPAaCTBOPE /Jsl TPAaHYJUPOBAHUS, BKIIOYAIOIEM
KOHCEpPBaHT, ¢ 00pa30BaHNEM MEPBOI IPaHyJIMPOBAHHOIN CMecH; 100aBJI€HHEe BTOPOro pacTBOPa
I TPaHyJUPOBAHUs, BKJIOYAIOLIErO CBA3YyIOIee, K IEpBOH TIpaHyJUPOBAHHOM CMeCHU C
o0pa3oBaHHEM BTOPOIl IPaHyJUPOBAHHOW CMECH, I/Ieé CMEIIUBAHUE JIEKAPCTBEHHOTO CPENCTBA,
CHIDKAIOIIETO XOJIECTEPUH, U AHTUTHIIEPTEH3UBHOTO JICKAPCTBEHHOTO CPENCTBA B TEPBOM U
BTOPOM PAcTBOPAxX JJIsl TPAHYJIHMPOBAHUS YBEIHMUHUBAET PACTBOPUMOCTh B BOZE JICKAPCTBEHHOTO
CPEACTBa, CHIDKAIOLIETO XOJIECTEPHH; CYLIKY BTOPOH IpaHyJIHMPOBAHHONW cMecH ¢ 0Opa3oBaHUEM
OTHENIbHBIX TPaHYJ, TIe KaXaas M3 OTAENbHBIX TPaHyJl BKJIKOYAET JIEKAPCTBEHHOE CPEACTBO,
CHIDKAOIIEE XOJIECTEPHH, AHTHTHIIEPTEH3UBHOE JICKAPCTBEHHOE CPENCTBO MM KOMOMHALIUIO
JEKapCTBEHHOTO  CPEACTBA,  CHIDKAIOIIETO  XOJISCTEPUH, W aHTUTUIEPTEH3UBHOIO
JEKapCTBEHHOTO CpeAcTBa; M (OopMHUpPOBaHHE (PapMaLeBTUUECKON JIEKapCTBEHHOH (HOPMBEI,
BKJIFOYAIOLIEN OTJEIbHbIE IPAHYJIBI.

B npyrom BapmaHTe OCYIIECTBICHUSI PACKPBIBAETCS CIIOCOO, BKIFOUAOLIHMNA: CMEIINBAHHE
JEKApCTBEHHOTO  CPENCTBA, CHIDKAIOINETO  XOJECTePUH, B TIEPBOM  pacTBOpe IS
IPaHyJIMPOBAHUS, BKJIIOYAIOIIEM KOHCEPBAaHT, C OOpa3oBaHHWEM IEPBOH TI'PaHYJIUPOBAHHON
CMeCH; CMEUIMBAHWE AaHTUTUIIEPTEH3UBHOIO CPENCTBA CO BTOPBIM  PAacTBOPOM IS
IPaHyJIMPOBAHUS, BKJIIOYAIOIIUM CBs3ylOIlee, ¢ oOpa3oBaHMEM BTOPOH TI'pPaHyJIHPOBAHHON

CMeCH; CMELIMBAHWE NEepBOM W BTOPOH TIpaHyJUPOBAHHBIX CMecell BMecTe ¢ 00pa3oBaHUEM



TpPeTbell rpaHyJUPOBAHHON CMECH, T7ie CMELIMBaHUE JIEKAPCTBEHHOIO CPEACTBA, CHUXKAIOILEro
XOJIECTEPUH, U aHTUTMIEPTEH3UBHOIO JIEKAPCTBEHHOI'O CPENCTBA B TPEThEW IpaHyIMpOBAaHHOMN
CMECH YBEINYMBAE€T pACTBOPUMOCTb B BOJAE JIEKAPCTBEHHOIO CPEACTBA, CHUIKAIOLIETO
XOJIECTEPHH; CYLIKY TPEThel IpaHyJIMPOBAHHON CMeCH ¢ 0Opa30BaHUEM OTJIENbHBIX I'PaHyJI, I1ie
Ka)KAasi U3 OTAENbHBIX I'PaHyJ BKJIIOYAET JIEKAPCTBEHHOE CPEACTBO, CHUIKAIOLIEE XOJECTEPHH,
AHTUTUNEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO MM KOMOWHALMIO JIEKAPCTBEHHOT'O CPENCTBA,
CHIDKAIOILErO0  XOJECTePUH, M  AHTUTUIEPTEH3UBHOIO  JICKAPCTBEHHOIO  CpPEACTBA; U
dbopmupoBanue (papMaleBTUYECKON JIEKAPCTBEHHOW (DOPMBI, BKJIFOYAIOIIEH OTHENIbHbIE
IPaHyJIbI.

B eme papyrom BapuaHTE OCYINECTBJIEHUS PACKPBIBAETCS CHOCOO BKIFOYAOLIHIL:
CMEIINBaHNE JIEKAPCTBEHHOIO CPEACTBA, CHIKAIOLIEr0 XOJECTePHH, B MEPBOM pacTBOpe AJis
IPaHyJIMPOBAHUS, BKJIOYAIOINEM KOHCEPBAHT, C OOpa3OBaHHMEM IEPBOH TI'PaHYJIUPOBAHHON
cMecH; N0OaBJIEHHE TIPAHYJIHMPOBAHHOTO AHTHTHIIEPTEH3MBHOTO JIEKAPCTBEHHOTO CPEACTBA K
NEepBOl TPaHYJIUPOBAHHOH CMeCH C OOpa3oBaHHWEM BTOPOH TPaHYJIMPOBAHHOH CMeECH;
no0aByieHHE BTOPOTO PacTBOpPA AJISI TPAHYJIMPOBAHUS, BKIIOYAIOIIErO CBS3YHOIIEE, KO BTOPOU
I'PaHyJIMPOBAHHON CMECH ¢ 00pa3OBaHHEM TPEThEH TPaHYJUPOBAHHON CMECH, TIe CMEIINBAHHE
JIEKapCTBEHHOIO  CpPEACTBA,  CHIDKAIOLIEr0  XOJEeCTepUH, U  aHTUTHIIEPTEH3UBHOIO
JIEKaPCTBEHHOI'O CPEICTBA B TPEThEH IPaHyIMPOBAHHONW CMECH YBEJINYHMBAET PACTBOPUMOCTDH B
BOJI€ JIEKAPCTBEHHOTO CPEJCTBA, CHIDKAIOLIErO XOJECTEPUH; CYLIKY BTOPOI IpaHyJIHMpPOBAaHHOM
cMecu ¢ 00pa3oBaHHMEM OTAENbHBIX TPaHYJ, TA€ KaXaas W3 OTAEIbHBIX TIPAHYJ BKIFOYAET
JIEKAPCTBEHHOE CPEICTBO, CHIXKAIOILEE XOJIECTEPUH, AHTUTHIIEPTEH3UBHOE JIEKapCTBEHHOE
CPEACTBO MJIM KOMOMHALIMIO JIEKAPCTBEHHOTO CPEACTBA, CHIDKAIOIIETO XOJECTEPUH, M
AHTUTUIIEPTEH3UBHOIO JIEKAPCTBEHHOIO CpeAcTBa; M (GopMupoBaHue (papMaleBTUIECKON
JIEKapCTBEHHOM (POPMBI, BKIIOYAIOIIEH OTAEIbHbIE IPAHYJIBI.

B npyroMm BapuaHTe OCYIIECTBJIEHHsS KOHCEPBAHT BbIOpAH W3 TPYIIIbI, COCTOSINEH M3
napabeHoOB, KHUCJIOT W WX COJIeH, 4YeTBePTHYHBIX AMMOHHUEBBIX COEAMHEHHH, CIHUPTOB,
OUryaHUIMHOB, (P€HOJIOB, PEHONBbHBIX AHTUOKCHIAHTOB M UX KOMOMHALHA.

B eme npyrom BapuaHTe OCYLIECTBICHHS KOHCEPBAHT COJIOOMIIM3UPOBAH B JKUAKOCTH,
BBIOpAHHOM U3 TPYIIbI, COCTOSIIEH W3 BOBI, TAHOJIA, U30MPOIMAHOJIa U UX KOMOWHALIUN.

B npyrom BapuaHTe OCyIECTBIEHHs MEPBbIH pacTBOpP [Js PaHYJIUPOBAHMS BKIIOUYAET
OyTunupoBaHHbIN ruapokcuann3oi (BHA), comoOnmm3npoBaHHbIil B 3TaHOIE.

B eme npyrom BapmaHTe OCYIIECTBICHHS CBA3YIOLIEE BHIOPAHO M3 TPYIIIBL, COCTOSIIEH
U3 CaxapuioB, MOJIMCAXAPUIOB U MPOM3BOAHBIX, CAXAPHBIX CIIUPTOB, OEJKOB, CHHTETUYECKUX
MOJIUMEPOB U UX KOMOWHALIHIA.

B npyrom BapuaHTe OCYINECTBJICHHS CBSI3YIOIIEE COJNIOOMIN3UPOBAHO B JKUAKOCTH,
BBIOPAHHOM U3 TPYIIIbI, COCTOSIIEH 13 BOIBI, TAHOJA, U30MPOIMAHOJa U HX KOMOWHAIUH.

B eme apyrom BapuaHTe OCYLIECTBJIEHUS BTOPONH pacTBOp ISl IpaHyJUpPOBaHUS
BKJIFOUaeT nosmBuHIIuppoaunoH (IIBIT), comoOnnmn3npoBaHHbli B BOJE M PACTBOPE STAHOJA.

B npyrom BapuaHTe OCYIUECTBJIEHHs MEPBbI PAacTBOP MJIsl I'PaHYJIMPOBAHMUs, BTOPOU

pacTBOp HJisl TpaHyJUpOBaHHsS M (papmaleBTUYECKas JeKapCTBeHHas (opma He copeprKar



JIMMOHHOW KUCJIOTBL.

B eme napyrom BapuaHTe OCYLIECTBJIEHHsS AaHTUTHMIIEPTEH3UBHOE JIEKAPCTBEHHOE
CPEACTBO BBIOPAHO W3 TPYMIbL, COCTOSIIEH M3 WHTMOUTOPOB AHTMOTEH3MHIIPEBPALIAIOLIETO
depmenta (AIID), UHTUOUTOPOB PELIENITOPOB AHMMOTEH3MHA U OeTa-0JI0KaTOPOB.

B napyrom BapuaHTe ocCyliecTBieHuss WHrHOUTOpbl AII® BbIOpaHBI W3 TPYMIbI,
cocrosimeil n3 OeHasempuiia, KanmTONpWiA, OJHAJanpuia, (O3UHONpPUIA, JIN3UHOMIPUIIA,
MOSKCHUTIPUJIA, TIEPUHIOTIPIIIA, XHHAMIPHJIA, PAMUIIPUIIA, TPAHIONAMIPUIIA U X KOMOMHALIUI.

B eme npyrom BapuaHTe OCYLIECTBICHHMS HMHIHOUTOPBI PELENTOpa AHTHOTEH3MHA
BBIOpaHbI M3 TPYIIIbL, COCTOSINEH U3 a3miicapTaHa, KaHAecapTaHa, SmpocapTaHa, updecapraHa,
TeJIMHUCAPTaHA, BAJICAPTaHA, JJO3aPTaHA, OJIMEcCapTaHa. IHTPECTO, OMBAJICOH U MX KOMOMHALHIA.

B npyrom BapuanTe ocyiuecTBieHHs OeTa-00KaTOp BHIOPAH U3 TPYIIIbI, COCTOSIICH U3
Oerakcojioyia, MUHIOJONA, arnedyTojoa, areHosona, Oucompojoia ¢gymapara, KapBeauioia,
3CMOJIONA, JIAbEeTaloNa, METOMPOJIOA, HAAOJI0J1a, HEOUBOJIONA U MX KOMOMHALIUN.

B eme npyrom BapuaHTe OCYINECTBJIEHHS JIEKAPCTBEHHOE CPEACTBO, CHIDKANOILEE
XOJIECTEPHH, TPEACTaBIsieT COOOW CTAaTWH, BBIOPAHHBIH W3 TPYIIBL, COCTOSINEH U3
aTopBacTaThHa, (JIyBacTaTHHA, JIOBACTATHHA, MPABACTATHHA, MUTABACTATHHA, CHMBACTATHHA,
po3yBacTaTHHA M UX KOMOWHAIUH.

B npyrom BapmaHTe OCYIIECTBIEHHs JIEKAPCTBEHHOE CPENCTBO, CHIIKAOLIEE
XOJIECTEPHH, BBIOPAHO W3 TPYIIIBL, COCTOALIEH W3 33eTMMHOa, rempudOposuia, anbTOKOPa,
¢benopubpoBoii KUCIOTHI, SMPUOPO3UIIA, TOMHUTAITUAA U UX KOMOWHAIUH.

B eme napyrom BapuaHTe OCYLIECTBJIEHHsS AaHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE
cpencTBo mpencrarisier coboit mHruOutop AII® M JekapCTBEHHOE CPEACTBO, CHIKAKOIIEE
XOJIECTEPHH, MPEACTaBIsAeT COOOH CTaTHH.

B npyrom BapuaHTe OCYIIECTBIEHUS AHTUTUIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO
IpencTaBisieT COOOHM JIM3MHONPWIJI M JIGKAPCTBEHHOE CPEICTBO, CHIDKAIOIIEE XOJECTEpHH,
MpeaCTaBIsieT COOOM CUMBAaCTaTHH.

B eme napyrom BapuaHTe OCYLIECTBJICHHS aHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE
CPEICTBO MPUCYTCTBYET B (hapMalleBTHUECKOH JieKapCTBEHHOU (popme B nmuama3zoHe oT 1 mr 1o
160 Mr Ha cTaHIAPTHYIO 103y .

B npyrom BapmaHTe OCYIIECTBIIEHHsI JICKAPCTBEHHOE CPENCTBO, CHUKAKOLIEE
XOJIECTEPHH, TPUCYTCTBYET B (papMarieBTUYECKOH JieKapCTBeHHOH Gopme B nuamazoHe oT 1 mr
10 160 Mr Ha CTaHAAPTHYIO AO3Y.

B eme npyrom BapmaHTe OCyLIeCTBICHHUs (papMaleBTHUECKas JeKapCTBEHHas (opma
JOTIOJTHUTEIPHO BKJIIOYAET ACIMUPHH C SHTEPOCONIOOMIBHBIM TOKPBITUEM WJIM WHTHOUTOP
TPOMOOIIUTOB C SHTEPOCOTFOOMIIBHBIM TTOKPBITHEM.

B npyrom BapmaHTe OCYILIECTBIIEHUSI HHTUOUTOP TPOMOOLIMTOB C SHTEPOCOIOOMITBHBIM
MOKPBITHEM BBIOPaH W3 TPYMIbL, COCTOSINEH W3 KIJIOMUAOTPENs, TUKArpesnopa, Mpacyrpes,
OUTIPUIAMOJIA, TUKJIONUITNHA, SNITHUdaTHIa U NX KOMOUHALINH.

B eme npyrom BapuaHTe OCYINECTBJIEHUS ACIUPHH C SHTEPOCOIOOMIBHBIM NOKPBITHEM

Ui I/IHFI/I6I/ITOp TpOM6OI_[I/ITOB C 3HTepOCOJ'II-O6I/IJ'IbeIM MOKPBITUEM HAXOAUTCSA B KOHLCHTPALIUN



OT 25 mr 10 325 Mr Ha CTaHAAPTHYIO A03Y.

B npyrom BapmaHTe OCYLIECTBIEHMsS ACHUPUH C SHTEPOCONIOOMIBHBIM TOKPBITHEM
HaXOAUTCS B KOHLEHTpaUMK 81 Mr Ha CTaHIAPTHYIO A03Y.

B eme npyrom BapuaHTe OCyLIeCTBIEHUs (papMaleBTHUECKas JeKapCTBeHHas (opma
IpeNCTaBIsIeT COOOH Kamncyy.

B npyrom BapmaHTe ocCyliecTBieHHs (apmaLeBTHYEeCKas JieKapcTBeHHas (opma
JOMOJHUTENBHO BKIIOYAeT TaONeTKH acCHHpPHHA C HHTEPOCONIOOMIBHBIM MOKPBITHEM WM
UHTUOUTOP TPOMOOLIUTOB C SHTEPOCOIOOMIBHBIM MOKPBITHEM, 3aKIIOUEHHBIE B KATICYJTY.

B eme npyrom BapuaHTe OCYLIECTBJICHUs (papMaleBTHUYECKas JeKapCTBeHHas (opma
NpeACTaBIsieT COOON TalIeTKy.

B npyrom BapuaHTe oOcCymiecTBieHHs TabJjeTKa BKJIIOYAET SAPO M BHELUIHHH CIIOH C
HEMEJUICHHbIM BBICBOOOJKACHHUEM, TIN€ sSIPO TaOJNETKHU TpPencTaBiseT coOOi achmupuH C
SHTEPOCOIFOOMIIBHBIM MOKPBITHEM H BHEIIHUH CJION C HEMEIJIEHHBIM BBICBOOOKIAEHUEM COCTOUT
U3 OTAENbHbIX TpaHyl, COJEpKallMX aHTUTUIEPTEeH3UBHOE JIEKAPCTBEHHOE CpEeNCTBO,
JIEKAPCTBEHHOE CPEACTBO, CHIDKAIOLIEE XOJIECTEPUH, MJIM KOMOMHALMIO aHTUTHUIEPTEH3UBHOTO
JIEKapCTBEHHOIO CPEACTBA U JIEKAPCTBEHHOI'O CPEJICTBA, CHIKAOIIErO XOJIECTEPHUH.

B eme npyrom BapmaHTe OCyIIecTBIEHUS TabjeTKa BKJIIOYAET SAPO U BHEIIHHUH CIIOH C
HEMEJUIEHHbIM BBICBOOOXKICHHEM, TAe sapo TaOJeTKH TMpencTaBisieT coOOH HMHIHOUTOD
TPOMOOIIUTOB € 3HTEPOCOMIOOMIIBHBIM TIOKPBITHEM M BHELIHWHA CJIOH C HEMEJIEHHBIM
BBICBOOOXKIIEHMEM COCTOMT U3 OTHENbHBIX TPaHyl, COAEPKAIIMX AHTUTHIIEPTEH3UBHOE
JIEKapCTBEHHOE CPENCTBO, JIEKAPCTBEHHOE CPENCTBO, CHUIKAIOILEE YPOBEHb XOJECTEPHUHA, WUIIU
KOMOWHAIIMIO aHTUTUIIEPTEH3UBHOIO JIEKAPCTBEHHOIO CPENCTBA M JIEKAPCTBEHHOTO CPENCTBA,
CHIJKAIOILETO XOJIECTEPHH.

B npyrom BapuaHTe OCYLIECTBIEHHUS CIIOCOO IOMOJHUTENPHO BKJIIOYAET BBEACHHE
pa3oBoi 103bI (hapMaLEBTHYECKOH JIEKapCTBEHHON (HOPMBI WMHIMBULY, HYXIAIOIIEMyCs B
AHTUTUIEPTEH3UBHOM JIEKAPCTBEHHOM CPEACTBE U JIEKAPCTBEHHOM CPENCTBE, CHUIKAIOIIEM
XOJIECTEPUH, OAWH pa3 B 24-4acoOBOH Nepuos.

JIONONTHUTENIbHbIE aCIEeKThl M BapUAHTBl OCYLIECTBJICHUS H300peTeHHs OyayT
NPEAOCTABNIEHbI, 0€3 OrpaHUYEHUs], B TOAPOOHOM ONMHMCAHUM H300PETEHHs, KOTOPOE U3JIOKEHO
HUKE.

KPATKOE OITMCAHUE OUT'YP

Qur. 1 npencraBisier cobol cxeMy KOMOMHHPOBAaHHOW  (papMareBTUYEeCKOU
JIEKapCTBEHHON (POPMBI, BKIIFOHAIOINEH Karcyiy, COAEPIKAIlyI0 CHMBACTATHH U JIM3UHONPWI, U
TabJIETKy aCIIMPUHA C SHTEPOCOIOOMITBHBIM MOKPHITHEM.

@ur. 2 mpencrasisier coOoil rpaduk, MOKAa3BIBAIOIINN TOPOLUIKOBYK) PEHTTCHOBCKYIO
(XRPD) nu¢pakxrorpammy JIU3UHOTIPHIIA.

dur. 3 mnpexncraBmsger coboii rpaduk, mnoxaspBaromuii XRPD-mugpakrorpammy
CHUMBaCTaTHHA.

@ur. 4A-4D npeacraBisitor codoit rpaduku, nokassiBatomne XRPD-audpakrorpammer

KOM6HHaHHﬁ CHUMBaCTaTUHA JIU3UHOIIpUJia € (I)I/IKCI/IpOBaHHbIMI/I AO03aMiy, UMECIOIUX CICAYHOINE



COOTHOIIEHHs CUMBACTAaTUH JIu3uHONpwIL: 1:1 (pur. 4A); 4:1 (pur. 4B); u 2:1 (Pur. 4C).

Ha ¢ur. 5 nokazano Hanoxxenne XRPD-nudpakrorpamm ¢ur. 4A-4C.

ITOAPOBHOE OITMCAHUME M30BPETEHMA

Huxe mnpuBogurcs omnmcaHWe TOro, 4YTO B HACTOsIIEE BpeMs  CUHUTAETCA
NPEANOYTUTENIbHBIMA ~ BapUAHTAMU  OCYLIECTBJICHHS 3asBI€HHOro wuszobOperenus. JoOble
anpTepHATUBBl WM Moaubukamyu B (QYyHKOMH, HAa3HAYEHUH WM CTPYKType, Kak
IpeAIoaraercsi, OXxBaueHsl Gopmysoi m3obpereHust HacTosell 3asBku. Kak ucrons3yercs B
HACTOSIILEM OMMCAHUM U MpuiaraeMoi (opmyne m3odperenus, GopMbl eAMHCTBEHHOTO YHCIA
BKJIFOYAIOT B Ce0sl CCHUIKM HAa MHOXKECTBEHHOE YHCJIO, €CJIM KOHTEKCT SIBHO HE TUKTYET WHOE.
TepMHUHBI «CONEPXKUT» W/WIN «CONEPKAIIUKY», HCIOJIb3yeMble B HACTOSLIEM OMNHCAHUU U
npuigaraeMoil  gopmysie u300peTeHus, ONpPEeAessIFOT HAJUYHEe YKa3aHHBIX (PYHKLUUH, LeJbIX
YHCeN, CTaauii, ONepauni, 3JIeMEHTOB W/WJIN KOMIIOHEHTOB, HO HE HCKJIOYAIOT HAJTHMYUE HIIH
no0aByieHHEe OTHOTO WJIM HECKOJBKUX M3 APYTHX (PYHKIUH, HENbIX 4HUCeN, CTaJui, ONepauu,
3JIEMEHTOB, KOMIIOHEHTOB W/WJIA UX TPYIII.

Kak wucmome3yercss B HAcTOSINEM  OINWCAHWM TEPMHUHBI  «KOMOWHHPOBaHHAsS
dapmaneBTHUECKasT JIEKAPCTBEHHast (opma», «KOMOMHHUPOBAHHAsl JieKapCTBEHHas (opmay,
«KoMOMHaLUs (PUKCHPOBAHHBIX N103» M «KOMOWMHHPOBAHHBIA (papMaLeBTUYECKUN Ipernapar C
(UKCUPOBAHHBIMH J03aMU» HCHOJB3YIOTCS B3aUMO3aMEHSIeMO I OOO3HAUY€HUs] OIHOTO
(apmaLieBTHIECKOrO MPOAYKTA, UMEIOLIEro Oosee OHOTO AKTUBHOTO CPEICTBA.

TepMHuHBI ~ «JIEKAPCTBEHHOE CPEACTBO», «AKTUBHOE CPENCTBO» U «CPEACTBO»
UCTIONB3YIOTCSI KaK CHHOHUMBI TOBCIONY Al 00O3Ha4eHus (papmManeBTUUECKOro IMpPOAYKTA,
KOTOPBIN OKa3bIBAECT TEPANIEBTUYECKOE NEUCTBUE.

TepmuH «cepaedHO-COCYAUCTBIII KOMOMHHPOBAHHBIA Ipernapar ¢ (pUKCUPOBAHHBIMU
A03aMI» WIH «CepAEYHO-COCYIUCTbI KOMOWHHPOBAHHBIN IpernapaT»y MNpeaHa3HaueH s
0003HaueHnss KOMOMHHPOBAHHOM JIEKApCTBEHHOH (hOPMBI, coneprkalnell aHTUTHIEePTEeH3UBHOE
JIEKapCTBEHHOE CPEZICTBO U JIEKAPCTBEHHOE CPENICTBO, CHIKAIOIIEE XOJIECTEPHH.

Hcnonp3yeMblii B HACTOALIEM JOKYMEHTE TEPMUH «KOJUIOMIHBIA JUOKCHI KPEMHUSD)
npefHa3Ha4deH Uil 0003HaueHUs JI000ro KpeMHe3eMa WIIN AHOKCHAA KPEMHHUS, HCIIOIb3yEeMOTro
B (hapMaLEeBTHUECKUX peLenTypax, BKIOYas, Oe3 OrpaHHyYeHHs], «KOJUIOWIAHBIA JTHOKCHI
KPEMHHUST», «IHUPOTEHHBIA JUOKCHI KPEMHHUS», «TUAPO(PIIbHBIA NHPOTEHHBINH JTUOKCHI
KPEMHUS» U «CUIJIUKATEIb.

Hcnonp3yeMble B HACTOALIEM JOKYMEHTE CJIOBA «IEPBBII» U «BTOPOW» B TEPMHUHAX
«TEPBBIA PAacTBOpP ULl TPAHYJIHPOBAHUS» M «BTOPOH PACTBOP MJII TPAHYJUPOBAHUSA» HE
NpeAHa3HAYeHbl U OTrpaHWYeHHst Topsiaka monydeHus. CroBa «HepBbI» U «BTOPON»
UCTIONIB3YIOTCSI TOJIBKO Il 0OO3HAYEHUS TOTO, YTO CYIIECTBYIOT ABA PACTBOPA, KOTOPBHIE UMEIOT
pa3NUYHbIE MHTPEOUEHTHI M KOTOpPbIE MPUMEHSIOTCS B OIPEEJIEHHOM MOpsiAKE K criocodam,
PACKPBITHIM B HACTOSIIEM JOKYMEHTE.

Hacrosimee wu3o0OpereHue mnpenocTaBisieT Crnoco0 MNONydeHHs KOMOMHHPOBAHHBIX
JIEKApCTBEHHBIX (HOPM, BKIOYAIOIINX AHTHTUIEPTEH3MBHOE AKTHUBHOE CPEACTBO, AKTHUBHOE

CPEICTBO, CHIDKAIOIEE XOJIECTEPUH, M, HEOoOs3aTebHO, aCHHPUH C JHTEPOCOTIOOMIBHBIM



NOKPBITUEM  WJIM ~ UHTUOUTOP  TPOMOOLIMTOB C  SHTEPOCONIOOMJIBHBIM — MOKPBITHEM.
KomOuHMpOBaHHBIE JIEKapCTBEHHBIE (POPMBI MOTYYAIOT 110 MEHbIIEH Mepe ¢ ABYMS pacTBOpaMu
I TPaHyJNupOBaHMs. bBbuIo OOHapy’>KeHO, YTO HCHOJb30BaHHWE IO MEHbIIEH Mepe IBYX
pPacTBOPOB Ul TPAHYJUPOBAHMS Ui TMOJY4YeHUs KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX (HOpM
YIUBUTEIBHBIM 00pa30M M HEOKHIAHHO YBEIMYHBAET PACTBOPHMOCTH B BOJE JIEKAPCTBEHHBIX
CPEICTB, CHIDKAIOIIUX XOJECTePHH, B KOMOMHAauUMsAX (UKCHpoBaHHBIX 103. Kak wu3BeCTHO
CHeLUaICTaM B JaHHOW 00nacT, OMOJOCTYHNHOCTb JIEKAPCTBEHHBIX CPEACTB, CHIDKAFOIIUX
XOJIECTEPHH, TAKMX KaK CTaTHHBI, KoieOnetcst oT 5% (Hampumep, JIOBACTATHH U CUMBACTATHH)
no 60% (Hampumep, LEpPUBACTATHH WM NHTBACTATHH), TPU 3TOM HaubOonee >(QPeKTUBHBIC
JIEKApCTBEHHBIE CPENICTBA, CHUKAIOIIUE XOJNECTEPHH (T.€. T€ JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
HanOonee 3(P(EKTUBHBI MPH CHIDKEHUH YPOBHS JIUIIOMPOTEMHOB HU3KOH IUIOTHOCTH), Kak
NPABWIO, HAXONATCS HA HIDKHEM KOHLE IOKaibl OuomocTymHocTH. Kak Takke W3BECTHO
CHEeLUAINCTAaM B JaHHOH 00JIacTH, JIEKAPCTBEHHBIE CPENCTBA, KOTOPBIE IUIOXO PACTBOPHMBI B
BOJIE, CBSI3aHBI C 0OJiee MEJIEHHBIM BCACBIBAHMEM JICKAPCTBEHHOT'O CPENCTBA, YTO MPUBOIUT K
HEaJeKBATHOH U TNEpPEeMEHHOH OMO3KBUBAJIEHTHOCTH. [ JIeKapCTBEHHBIX CPEACTB C HU3KOH
OMOMOCTYITHOCTBIO, CHIYKAIOIUX XOJIECTEPUH, HEOOXOIMMa aeKBaTHAsk pAaCTBOPHMOCTD B BOJIE,
94TOOBI FAPAaHTUPOBATH IMONAJAHNE AKTHBHOI'O CPENCTBA B CHCTEMHBIN KPOBOTOK B JIOCTATOYHOMN
KOHLIEHTPALMKN JJIs1 OCyliecTBiIeHHs (papmakosormueckoro orera. (Crocod, OMHMCaHHBIA B
HACTOSIIEM JTOKYMEHTE, IPUBOIUT K MOBBIIEHHOW OHOJOCTYITHOCTH JIEKAPCTBEHHOTO CPENICTBA,
CHIDKAIOIIErO XOJIECTEPUH, B KOMOMHAIMM (PUKCUPOBAHHBIX /03 34 CYET IOBBILICHUS
PacTBOPUMOCTH B BOJIE JIEKAPCTBEHHOT'O CPECTBA, CHIDKAIOIIETO XOJIECTEPUH.

Crioco0, omucaHHBIE B HACTOSINEM JAOKYMEHTE, TakKe YJIydllaeT OHOZOCTYITHOCThb
AHTUTUNIEPTEH3UBHBIX JIEKAPCTBEHHBIX CPEACTB B CEPAEYHO-COCYAMCTOM KOMOWHHMPOBAHHOM
npenapaTe 3a CuUeT HCKJIIOYEHMs] MCIIONBb30BAHUS KHUCJIOT B KadecTBE CpPEACTBAa JUIs
CcTa0MM3aLuy  JIEKAPCTBEHHBIX CPEACTB, CHIDKAIOIIUX XonecTepuH. Ilockonbky Obuio
OoOHapy»KeHO, 4TO J00aBjIeHHE CTAOMIM3UPYIOMIMX KHUCJIOT, TAKUX KaK JIMMOHHAS KHCIIOTa W
LUTPAT HATPUS, B CEPIEYHO-COCYAMCThI KOMOMHUPOBAHHBIN MPENapaT BbI3BIBAET PA3JIOKECHUE
AHTUTHIEPTEH3UBHBIX CPEACTB, TakKuX Kak WHruouropelr AII®, ycrpaneHue mnoTpeOHOCTH B
TAKUX KHCJIOTaX TMPHUBOAMT K CEPIEYHO-COCYAMCTOMY KOMOWHUPOBAHHOMY Ipemapary ¢
YJIYUYIIEHHOH OMOOCTYIMHOCTBIO KaK JIEKAPCTBEHHOT'O CPEACTBA, CHUIKAIOIIETO XOJIECTEPUH, TaK
Y aHTUTUIIEPTEH3UBHOTO CPEACTBA.

AHTHTUNIEPTEH3UBHBIE AKTHUBHBIE CPEACTBA B KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX
¢dopmax, ONMUCAHHBIX B HACTOSALIEM AOKYMEHTE, MMEIOT TAaKyH K€ CTaOWIBHOCTh U Mpoduiu
BbICBOOOXKICHHSI, YTO M OTACNbHBIE JIEKAPCTBEHHBIC (POPMBI, BKIIOYAKOLINE TE K€
AHTUTHIIEPTEH3UBHbIE AKTHBHBIE CPENCTBA. AHAJOTHYHBIM 00pa3oM, AaKTHUBHBIE CPEACTBA,
CHIDKAIOIIME XOJIECTEPHHA, B KOMOWHHPOBAHHBIX JIEKAPCTBEHHBIX (OPMAX HMEIOT TE€ Ke
CTa0MIIBHOCTD W TPOQPHIN BBICBOOOXKIEHHS, YTO U OTHENbHBIE JIEKapCTBEHHBIE (HOPMEI,
BKJIFOYAIOILIME T€ K€ AaKTHUBHBIE CPEACTBA, CHIDKArOIMe XonectepuH. KomOmMHHMpOBaHHBIE
JeKapcTBeHHbIe (OpMBI OyAYT BBOAUTHCS OAMH pa3 B 24-4acoBOH NEpUOA HHIUBUIYYMY,

HYXAA0MEMYCsl B aHTUTHIICPTCH3UBHOM JICKAPCTBCHHOM CPEACTBE U JICKAPCTBECHHOM CPEACTBE,



CHIYKAIOLIIEM XOJIECTEPHH.

B onmHOM BapuaHTe OCYINECTBJCHHS aHTUTHMIEPTEH3WBHOE JIEKAPCTBEHHOE CPEICTBO W
JIEKAPCTBEHHOE CPENCTBO, CHIDKAIOIEE XOJIECTEPUH, CMEUIMBAIOT B MEPBOM pacTBOpE VIS
I'PaHyJHPOBAHMS, BKJIIOYAIOLIEM KOHCEPBAHT, ¢ OOpa3OBaHMEM TIPAHYJUPOBAHHOW CMECH U
BTOPOIl  pacTBOp JUId TPaHYJIMPOBAHMSA, CONEPIXKALIMH  CBsA3yIOIee, J00aBISIOT K
I'PaHYJHPOBAHHON CMeCH, TA€ CMEUIMBAHHE JIEKAPCTBEHHOTO CPEACTBA, CHIDKAIOLIETO
XOJIECTEPHH, U AHTUTHIIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPEACTBA B IIEPBOM U BTOPOM PaCTBOpax
I TPaHyJHPOBAaHUSI YBEJIMYMBAET PACTBOPUMOCTb B BOZE JIEKAPCTBEHHOIO CpPENCTBa,
CHIKAIOLIETO XOJIECTEPHH, B TMOJYyYEHHOW KOMOWHAIMU (HUKCHPOBAHHBIX 103. B elne mpyrom
BapUAHTE OCYLIECTBJIEHUs JIEKAPCTBEHHOE CPEICTBO, CHIIKAIOIIEE XOJECTEPHH, CMELIHBAIOT C
MIePBBIM PACTBOPOM [IJIsl TPAHYJIMPOBAHUS, COAEPIKAIINM KOHCEPBAHT, C 00pa3OBaHUEM IEPBOI
I'PaHyJHPOBAHHON CMECH, aHTHTUIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO NOOABISIIOT K MEPBOiA
I'PaHYJIUPOBAHHON CMECH ¢ 00pa30OBaHUEM BTOPOU IPaHYJIMPOBAHHOW CMECH, U BTOPOI pacTBOP
Il TpaHyJMPOBAaHUS, COMAEPIKAIIMH CBSA3YIOIEe BEINECTBO, MAO0DABJSIOT KO  BTOpOId
IPaHyJHPOBAHHOH CMeCH, T[A€ CMELIMBAaHHe JIEKAPCTBEHHOTO CPEACTBA, CHUIKAKOLIErO
XOJIECTEPHH, M aHTHTHIIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPECTBA B IIEPBOM M BTOPOM PaCTBOpPax
Il TPaHyJHPOBAHUsI YBEJIMYMBACT PACTBOPUMOCTb B BOAE JICKAPCTBEHHOIO CPENCTBA,
CHIYKAIOLIETO XOJECTePHH, B TMOJYyYEeHHOH KOMOMHAIMU (PUKCUPOBAaHHBIX 103. B eme npyrom
BapUAHTE OCYLIECTBJICHUs JICKAPCTBEHHOE CPECTBO, CHIDKAIOIIEE XOJECTEPUH, CMELIMBAIOT C
HepPBbIM PACTBOPOM JJIsl TPAHYJIMPOBAHUS, COAEPIKAIINM KOHCEPBAHT, ¢ 00pa3oBaHUEM MEePBOM
I'PaHyJHPOBAHHON CMeCH, AHTHIHIIEPTEH3MBHOE JIEKAPCTBEHHOE CPENCTBO CMEIIHBAIOT CO
BTOPBIM PAaCTBOPOM JUJIsl TPAHYJIMPOBAHUS, BKIOYAIOIIUM CBS3YIOLIee, ¢ 00pa30BaHUEM BTOPOIt
I'PaHyJHPOBAHHON CMECH, M MEPBYIO U BTOPYIO MPAHYJIMPOBAHHBIE CMECH CMELIHBAIOTCSI BMECTE,
rIe  CMEIIMBAHWE  JIEKAPCTBEHHOTO  CPEINCTBA,  CHIDKAKOLIEITO  XOJIECTEPHH, u
AHTUTUNIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPEACTBA B IIEPBOM M BTOPOM pacTBOpax MAJist
IPaHyJIMPOBAHHSI YBEUUHUBAET PACTBOPUMOCTh B BOJE JIEKAPCTBEHHOTO CPECTBA, CHUKAIOLIIETO
XOJIECTEPHH, B MOJy4YE€HHOH KOMOUHALNK (UKCHPOBAHHBIX J103.

[Tpumepsl KUIKOCTEH, KOTOPBIE MOXKHO HCIOJIBb30BAaTh ISl TOJYyYEHUS PACTBOPOB UIS
IPaHyJHPOBaHMs, BKJIIOYAIOT, 0€3 OrpaHUuYEHHs, OJHO HJIM HECKOJbKO W3 BOABI, 3TAaHONA U
U30MponaHoja. B eme apyroMm BapuaHTe OCYLIECTBICHHS AJsI TIIATEIbHOTO TIPaHYJIMPOBAHHS
AKTHBHBIX CPEICTB MOXKET MOTPeOOBAThCS NOMOJHHUTENbHBIA PAacTBOP Uil TPaHYJIMPOBAHMS,
COZep Kalliil BOAY M 3TAHOJ. B npyrom BapuaHTe OCYLIECTBJICHHs Pa3pbIXJIHTENb MOKET ObITh
n00aBJIeH B ONMH WA HECKOJIBKO PACTBOPOB ISl TPAHYIHMPOBAHMSI.

[IpuMepbl KOHCEPBAHTOB, KOTOpPbIE MOJKHO HCIOJNB30BaTh B  pacTBOpax [Uis
I'PaHyJHPOBAHHS, BKJIIOYAIOT, O0e3 OrpaHUueHH s, OHO WJIM HECKOJBbKO U3 MapabeHOB, KUCIOT U
UX COJiel, YEeTBEPTHYHbIX AMMOHUEBBIX COCJUHEHH, CIUPTOB, OUIYaHUAMHOB, (PEHOJIOB H
(beHONbHBIX ~ aHTUOKCUAAHTOB. llpuMepbl TapaOeHOB BKJIIOYAOT, O€3  OrpaHHuYeHUs,
MeTmimnapadeH, stunnapaben, npomwimapader, oyrwimapaden. [Ipumepsl KHCIOT U UX CoJiel
BKJIFOUAIOT, 0€3 orpaHuueHHs, O€H30MHYI0 KHCIOTy, O€H30aT HaTpusi, COPOMHOBYIO KHCIOTY,

copbaT HaTpus, JUMOHHYKO KHCJIOTYy, LUTpAaT HaTpus U HUX KoMmOmHauumu. Ilpumepst



YEeTBEPTUYHBIX aMMOHMEBBIX COCOMHEHHH BKIIOYAOT, O€3 OrpaHHuYeHUs, LEeTPUMUL,
OEH3aNKOHUS XJIOPHI, LETWINMUPUAUHHUA XJIOPUA, OEH3€TOHMS XJIOPUI MU UX KOMOWHAIIHH.
IIpuMeps! CIUPTOB BKIIIOYAIOT, O€3 OrpaHUueHHs], OEH3MIIOBBIN CIIUPT, (PEHUISTHUIIOBBIN CIIUPT,
Oponaboun, xynopbyraHos u ux komOuHauuu. [Ipumeps! (HeHONOB BKIIFOYAIOT, O€3 OrpaHUYeHUs,
beHon, M-kpe3o, 4-xopOyTaHoN ¥ UX KoOMOMHALUU. [IpuMepbl OMryaHUIMHOB BKIIFOYAOT, Oe3
OrpaHUYECHMUS, AJICKCUIIUH, XJIOPTeKCUJIUH, MOJIMMUHONIPOIIMIITY aHU L (PAPB),
nonurekcamerwied Ouryanun (PHMB) wu  ux komOunaumm. Ilpumeps!  ¢eHONbHBIX
AHTHOKCHJIAHTOB BKJIIOYAIOT, 0€3 OrpaHu4eHusi, OyTHIMpOBaHHbIN ruapokcuannzon (BHA),
OytunupoBannblii  ruapokcutonayon  (BHT),  tper-Oyrunarmppoxunon  (TBHQ),  4-
ruapoOKCUMeTI-2,6-mu-tper-Oytundernon (HMBP) wu  ux komOunammmu. B koHTekcre
HACTOSIIET0 HM300pPETeHUsT KUCJIOTBI-KOHCEPBAHTBI MOTYT MMETh OTPAHMYCHHOE MPHUMEHEHHE,
KOTZla AHTUTHIIEPTEH3UBHOE CPENCTBO MpencraBiser coboil mHruourop AIID, mockonabky
W3BECTHO, YTO KHUCJOTBI CIIOCOOCTBYIOT pasioxeHnto uHruoutopos AII®. B ogHOM BapuanTe
OCYIIECTBIIEHUsI PAaCTBOPBI ISl TPAHYJIUPOBAHUS U TMOJydyeHHas (papMarieBTUIeCKast
JekapcTBeHHass (¢GopmMa He COmep)kKaT KUCJIOT-KOHCEpBaHTOB. B apyrom  BapuaHTe
OCYIIECTBIIEHHUsI PAaCTBOPBI ISl TPAHYJUPOBAHUS U TMOJydeHHas (papMarieBTUIeCKast
JeKapCcTBeHHas (popMa He COeprkKaT KOHCEPBAHTHI JINMOHHYIO KUCJIOTY W/WJIH LIUTPATa HATPUSI.

IIpumepbl  CBA3YIOIIMX, KOTOpblE MOXHO HCIOJNB30BaTh B pacTBOpax Uil
IPaHyJIMPOBAHMS, BKJOYAIOT, 0€3 OrpaHMYeHMs, CaXapuiabl, NMOJMCAXAPHUIbl U MPOH3BOIHBIE,
caxapHble CIHPTHI, OENKHM, CHHTETH4YeCKHe NOJuMepbl. IIpuMepsl caXapuAHBIX CBS3YIOLINX
BKJIFOYAIOT, O€3 OrpaHHuYeHus], caxaposy, JakTo3y U ux komOuHarmu. [IpumMeps! nonucaxapuaos
Y TIPOU3BOAHBIX BKJIIOYAIOT, 0€3 OrpaHUYEeHMs, KPaxMallbl, LEJTI0JI03b], MUKPOKPHCTAITMYECKUE
LEJUTIONIO3b], MpOCThle 3¢upbl  Lewmono3bl, ruapokcunpormmwinemnnonody (HPC) u  ux
koMmOuHarwu. ITpuMepel caXapHbIX CIUPTOB BKIIKOYAKOT, 0€3 OrpaHHYEHUs,, KCHIIUT, COpOUT,
MaHHHT, MAJIBTUT U UX kKoMOnHauuu. [IpumMepsr OesKoB BKIIFOYAIOT, O€3 OrpaHUYEHUs], JKEJIaTHH.
ITprMeppl CHHTETHYECKUX IMOJUMEPOB BKJIIOYAIOT, 0€3 OrpaHUYeHUs], MOJUBUHUIUPPOIHIOH
(PVP unu noBunoH), nonudTuieHrukojb (PEG), u ux koMOuHaIuy.

IIpumepsl paspbIxjuTenel, KOTOpble MOXHO HCIOJb30BaTh B pacTBopax JJis
IPAaHYJUPOBAHUS, BKJIIOYAKOT, O€3 OrpaHuYeHusi, OJHO WM HECKOJIbko u3 PVP,
METUJILIEJTIOJIO3bI, KapOOKCHUMETHIILEIUTFOJIO3BI, KapOOKCHMETHIILIEIUTFOJIO3 b HaTpus,
KapMeJJIO3bl HATPHs, MHKPOKpUCTaIndeckol wneumonodsl (MCC), Hartpus kpaxmana
TNIMKOJISITa, albIMHOBOM  KUCJIOTBHL, ajbIMHATa HATpUs, HATPUsl Kpaxmaja TJIMKOJATA,
MOJIMIUIACAOHOB,  BOJHOTO  CHUJIMKaTa  ajIOMUHHS,  CWIMKAaTa  KalbLUs,  YacTHUYHO
NpeXeNTaTHHU3UPOBAHHOTO KpaxMasia M UX KOMOWHALHH.

Kak TOnbKO akTHBHBIE CPEICTBA I'PaHyJUPOBAHbI 0 MEHBLIEH Mepe B IBYX pacTBOpax
Il TPAHYJIHPOBAHUS, K TPAaHYJHUPOBAHHBIM AKTHBHBIM CPEICTBAM MOTYT OBITh J100aBIEHBI
JOTIONTHUTEIbHbIE SKCIMITUEHTHI AU IOJNy4eHHsT KOMOWHHMPOBAHHBIX JIEKAPCTBEHHBIX (HOPM.
IIpuMeps! TakUX IOMOJHUTENBHBIX HKCLUMMEHTOB BKIIOYAIOT, O0€3 OrpaHUYEHUs, CKOJb3SIIUE
BELIECTBA, OSMYJBIUPYIOLIME AareHTbl M CMa3blBalOIME BeuiecTBa. lIpumepbl CKOMB3SIIINX

BCIIECTB, KOTOPbIC MOXKHO HCIIOJIb30BATH B CHOCO6€, ONMMCAHHOM B HACTOALIEM OOKYMCHTC,



10

BKJIFOYAIOT, O€3 OrpaHUYEHUs], OHO WJIM HECKOJIBKO M3 TajlbKa, KapOOHAaTa MarHus, CHJIMKAres,
NUPOT€HHOTO JUOKCHAAa KPEeMHHsT M KOJJIOWAHOTO JHOKcHAa KpemHus.  IIpumepsl
SMYJBTUPYIOIINUX areHTOB, KOTOPbIE MOXKHO HCIIONIb30BaTh B CIIOCOOE, OMMCAHHOM B HACTOSIIEM
IOKYMEHTEe, BKJIIOYAIOT, O€3 OrpaHW4YeHus, OJHO WJIM HECKOJbKO M3 JKEJaTHHA,
METHJILIEIUTIONIO3b], MPEXKETaATHHU3UPOBAHHOIO Kpaxmajia U CTeapUMHOBOW KMCIOTHL Ilpumepsl
CMa3bIBAIOLINX BELIECTB, KOTOPbIE MOXKHO MCIOJB30BaTh B CHOCOOE, OMMCAHHOM B HACTOSILIEM
IOKYMEHTe, BKJIIOYA0T, 03 OrpaHUYeHUs], OTHO MJIM HECKOJIbKO U3 TaJbKa, TUOKCHIA KPEMHUS,
pPAaCTUTENBPHOIO  CTeapuHa, CTEAPUHOBOM  KHCJIOTBI W cTeapata MarHus. Jlpyrumu
SKCLUUIMHEHTaMH, KOTOpble MOTYT OBITh 100OaBJIEHbBI B KOMOWHHPOBAHHBIC JIEKAPCTBEHHbBIE
(bOpMBI, SIBJISIFOTCS MOKPBITUSL U TIOACIACTUTENH, IPUMEHEHNE KOTOPBIX U3BECTHO CHELHATUCTAM
B IaHHOW O0JIACTH.

B npumepe 1 mopourkooOpasHasi LEUTF0I03a UCIOIB3YETCs] B KAUEeCTBE CBSA3YIOIIETO H
CTeapuHOBAasi KUCJIOTA UCIOJIb3YETCsl B Ka4eCTBE CMAa3bIBAIOLIEro BellecTsa. B mpumepax 2-4 B
KauecTBe cBs3ywooulero ucnoisdyercs PVP; BHA wucnone3dyercsi B kadecTBe KOHCEPBAHTA,
YaCTUYHO MPEKETATHHU3UPOBAHHBIA KpaxMaJl HCIOJb3YETCsl KaK Pa3sphIXJIUTENb; KOJUIOMIHBIN
TUOKCUZ KPEMHUS UCIIONB3YETCS B KAUeCTBE CKOJIB3SIIETO BEIIECTBA; CTEAPUHOBAsI KHCIOTA U
YaCTUYHO MPEKENATHHU3UPOBAHHBIA KpPaxMaJl HUCIONB3YIOTCS B KadeCTBE SMYJbTUPYIOIINX
areHTOB; U CTeapaT MAarHus UCIOJIb3YETCS B Ka4eCTBE CMa3bIBAIOLIEro BellecTBa. KOHKpeTHbIE
UHTPEIUEHTHI, HCIIONb3yeMble U yKa3aHHbIE B IpuMepax 1-4, sSBIAIOTCA NMPUMEPHBIMH U HE
npeaHa3Ha4deHbl AN OorpaHnveHus. Kak mNoka3aHO BbII€ M KaK IOHATHO CIIELUANNCTaM B
TaHHON O0JNacTH, ONHU U Te ke (papMaleBTUYECKHE SKCUUIUEHTbl MOTYT HUMETh Pa3IMyHOe
NPUMEHEHHEe U MOTYT WCIOJb30BaThCsl OONee ONHOro pasa B MOJNYYEHHM TOAXOSAIINX
(bapMareBTHYECKUX COCTaBOB.

B npyrom BapmaHTe OCYLIECTBIIEHMs, Ka)KA0€ AHTUIMIIEPTEH3UBHOE JIEKapCTBEHHOE
CPENCTBO U  JIEKAPCTBEHHOE CPENCTBO, CHIDKAIOLIEEe XOJEeCTePHH, B  KOMOWHALUH
(PUKCUPOBAHHBIX 703 UMEIOT TAKYIO JK€ CTa0MJIbHOCTh, KaK M JIEKApCTBEHHbIE (DOPMBI C OJHUM
AKTUBHBIM CPENICTBOM, CONIEpIKAIIUE TO XK€ AHTHTHUIEPTEH3UBHOE JICKAPCTBEHHOE CPEICTBO HIIU
TO K€ JIEKApCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPUH, COOTBETCTBEHHO. B emie apyrom
BApPUAHTE OCYLIECTBICHHS, KaKAO€ aHTUTUIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO M|
JIEKAPCTBEHHOE CPEJCTBO, CHIDKAIOINEE XOJECTEPUH, B KOMOMHALMU (PUKCUPOBAHHBIX /03
UMEIOT TPO(IITH BBICBOOOXKIEHUS, KOTOpbIE SBJSIFOTCS TAKHUMH K€ OBICTPBIMH WK Oolee
OBICTPBIMU, YeM TNpO(HIN BbICBOOOKIEHHS JIEKAPCTBEHHbIX (OPM C OJHHUM aKTHBHBIM
CPEACTBOM, COIEpPKAIUX TO K€ AHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO WJIM TO K€
JIEKApCTBEHHOE CPEACTBO, CHIKAIOIEE XOJECTEPHH, COOTBETCTBEHHO.

B npyrom BapuaHTe OCYIIECTBJICHHS AHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO,
KOTOPOE€ MOXKHO HCIIOJIb30BaTh B KOMOMHAIIMH (PUKCHPOBAHHBIX J103, OMUCAHHOW B HACTOSIIEM
IOKyMeHTe, BbIOpaHO u3 MHrHOUTOpoB AII®, HHrHOMTOPOB PeLEeNTOPOB AaHTMOTEH3MHA U OeTa-
onokaropoB. Ilpumepsr unrubutops AlID BrmrowaroT, Oe3 orpaHu4YeHHs, OeHa3emnpu,
KaIlTONPUJI, SHANanpui, (HO3UHOMPUI, JU3UHOMPUI, MOSKCUIIPWUJ, NMEPUHIONPUIL, XHHAIIPUIL,

paMuIIpwj, TpaHojampwyi W ux koMOuHauuu. Ilpumepel HHrHOMTOPOB perenTopa
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AHTMOTEH3WHA BKIIOYAKOT, 0€3 OrpaHMYeHus, as3wicapTaH, KaHIECapTaH, »>IPOCAPTaH,
upOecapTaH, TEIMHUCAPTaH, BaJCapTaH, JO3apTaH, OJMeCapTaH. 3HTPECTO, OMBAJICOH MU UX
koMOuHatmu. Ilpumeprr OeTa-ONOKAaTOPOB BKJIKOYAKOT, O€3 OrpaHUYeHusi, OeTakcosou,
MUH0JI0J, ane0yToIoN, aTeHooN, Oucomnponona Gymapar, KapBeauIoON, SCMOJION, J1abeTasod,
METOIPOJION, HAI0JION, HEOUBOJION M UX KOMOMHALIMH.

B eme npyrom BapuaHTe OCYLIECTBIIEHHS JIEKAPCTBEHHOE CPEACTBO, CHUXKAIOLIEE
XOJIECTEPHH, TNPENCTaBisieT coOoi crathH. Ilpumeprl cTaTMHA BKIIIOYAIOT, 0€3 OrpaHHYeHus,
aropBacTaTHH, (JIyBacTaTHH, JIOBACTATHH, T[PAaBaCTATHH, [HUTABACTATHH, CHMBACTaTHH,
pO3yBacTaTUH M HMX KOMOWHAUMH. B JApyroM BapuaHTe OCYIUECTBIICHHS JIEKAPCTBEHHOE
CPEACTBO, CHIDKAIOINEE XOJIECTEPHH, HE SBJISIETCS CTATUHOM, MPHUMEPbl BKIOYAOT, 0e3
OTpaHUYeHUs, 33eTUMHUO, reMPpuOpPO3UI, aJbTOKOp, (PeHoPuOpPOByrO KUCIOTY, 3MPUOPO3UI,
JIOMHUTAIH U UX KOMOUHALIUH.

B npyroMm BapmaHTe OCYLIECTBJICHUS aHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO U
JEKApCTBEHHOE CPEICTBO, CHIDKAIOLIEEe XOJeCTepUH, o00a HE3aBHCUMO TMPHUCYTCTBYIOT B
(bapmaneBTHUECKOH JIeKapCTBeHHOH (opme B auama3one oT 1 mr go 160 Mr Ha CTaHIZAPTHYIO
103y .

B eme gapyroM BapuaHTe OCYLIECTBJIEHHS KOMOWHAaLUs (DUKCHPOBAHHBIX 103
JOTIONIHUTEIBHO BKIIFOYAET aCHHUPUH W/WIM MHTHOUTOpP TpoMOouuToB. [IpuMepsl HHTHOUTOPOB
TPOMOOLIUTOB, KOTOPbIE MOKHO HMCIOJIb30BaTh B KOMOWHALIMN (PUKCHPOBAHHBIX 103, BKJIIOYAIOT,
0e3 orpaHuYeHUs, KJIONMUIOTPeb, THUKArpejop, Mpacyrpeib, AUMUPUAAMOIN, TUKJIOJHUIINH,
sntdudaTun u ux koMOMHauMu. B n1pyrom BapuaHTe OCYIIECTBJIEHUS aCIIUPUH HJIM UHTHOUTOP
TPOMOOLIUTOB MPUCYTCTBYET B KOMOMHALIMYU (PUKCHPOBAHHBIX 103 B KOHLEHTPALMU OT 25 MT JI0
325 Mr Ha cTaHAapTHYIO 103y. B emie npyroM BapuaHTe OCYIIECTBISHHUS aCIUPUH MPHCYTCTBYET
B KOMOMHAIMM (PUKCUPOBAHHBIX 103 B KOHLEHTpaluu 81 Mr Ha CTaHAapTHYIO a03y. B npyrom
BapUAHTE  OCYLIECTBJIEHUs  AaCIUPUH  WJIX  UHTUOUTOpP  TPOMOOLIMUTOB  TTOKPBITHI
KHULIEYHOPACTBOPUMON 000JIOUKON. DHTEPOCOTIOOUIIBHBIE TOKPBITHS MONIYYar0T U3 OJHOTO HIIH
HECKOJIbKUX M3 CIEIYIOIUX MAaTePHAJIOB. JKHPHBIX KHCJIOT, BOCKOB, IIEJIJIAKOB, MOJHUMEPOB U
pPaCTUTENbHBIX BOJOKOH. [IpuMepbl MaTepHaioB, HCHOJB3YEMbIX MJISI SHTEPOCOTIOOUIIBHBIX
NOKPBITUH, BKIOYAOT, O€3 OrpaHWYeHUs, OJHO WJIM HECKOJbKO U3 COIOJUMEPOB
METHJIAKpUJIaTa U METAaKPUJIOBOM KHUCIOTHI, aneratdranara uemmoo3sl (CAP), cykuuHata
alieratTa IEJUTFOJIO3b, (ranata THIPOKCHUMPONMIMETHILEIUTIONO3b], —aleraTta CYKIMHATA
TUIPOKCUMTPONMIIMETHIILIEIUTIONO3bI,  NojuBuHMIAanerata (¢ramara (PVAP), comonumepos
METHJIMETAKPHJIATa-METAKPUIIOBOM KHCJIOTHI, IIeJUIaKa, TPUMEJUIMTATa alerara LeJUTF0JIO3bI,
aJIbI'MHATa HATPUS U 3€HHA.

B 1pyrom BapuaHTe OCYyLIECTBIEHHs KOMOWHHpOBaHHAs JieKapCTBeHHas (opma
NPEACTABIsIET COOOM KarcyJsly, CONEp KAyl aHTHTHIIEPTEH3HMBHOE CPEACTBO, JIEKAPCTBEHHOE
CPEACTBO, CHIDKAIOIEE XOJECTEPHH, U TaOJNETKy aClMpPUHA C SHTEPOCOTIOOUIIBHBIM MOKPBITHEM
wii TabneTky MHruouTopa TPOMOOLMTOB € SHTEPOCOMOOMIBbHBIM TOKpeiTHEM. Ha ¢ur. 1
NOKa3aHa THUIHMYHAs, HO HE OrPaHMWYMBAIOIIAsl, CXE€Ma KaIlCyJbl, COAepsKalled KOMOMHALHUIO

(UKCHUPOBaHHBIX 103 TIpPaHyJ] CHMBACTaTHHA M JIM3UHONpHUJA C TaOJEeTKOH acnmupuHa C
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SHTEPOCONOOMIIBHBIM TTOKPBITHEM, 3aKJIFOYEHHOW B KalCyJdy W OKPY)KEHHOH TIpaHyJaMu
CHMBACTaTHHA U JIN3UHOIIPHJIA.

B eme npyrom BapuaHTe OCYINECTBIEHHs KOMOMHHPOBAaHHAs JIEKAPCTBEHHast (opma
npeacrasisieT coOoi TabneTky. B onHOM BapuaHTe OCYIIECTBIEHUS TaONeTKa BKIIIOYAET AP0 U
BHEIIHUH CJIOH C HEMEMJICHHBIM BBICBOOOXKIEHHEM, TA€ SAPO TaOJIETKH MpeACTaBiseT coOOH
aCIIUpUH C JHTEPOCOMIOOMIIBHBIM IOKPHITHUEM M BHEIIHUH CJIOH C HEMEeIJICHHBIM
BBICBOOOKJIEHHEM COCTOMT W3 OTHENbHBIX TIPaHyJ, COAEPKAIIUX AHTHTHIIEPTEH3HBHOE
JIEKAPCTBEHHOE CPEICTBO, JIEKAPCTBEHHOE CPENCTBO, CHIDKAIOIIEe YPOBEHb XOJIECTEPUHA, WU
KOMOWHAIIMIO aHTUTHIIEPTEH3UBHOIO JIEKAPCTBEHHOTO CPEACTBA M JIEKAPCTBEHHOTO CPENCTBa,
CHIDKAIOIIErO XOJIECTEpUH. B ApyroMm BapuaHTe OCYINECTBIIEHHs, TabJeTKa BKJIIOYAET SIAPO U
BHEIIHUH CJIOW C HEMEMJICHHBIM BBICBOOOXICHUEM, Ine SAPO TAOJETKH MPEencTaBisieT coOoit
UHTUOUTOP TPOMOOLIMTOB C OHTEPOCONIOOWMIIBHBIM TOKPBITHEM U BHEIIHUH CJIOH C
HEMEUICHHbIM  BBICBOOOKAEHHEM  COCTOMT U3  OTHENBHBIX  TPaHyJd,  COAEpIKAIINX
AHTUTHIIEPTEH3UBHOE JIGKAPCTBEHHOE CPEACTBO, JIEKAPCTBEHHOE CPEICTBO, CHHJKAIOLIEE
YPOBEHb XOJECTEPUHA, WIM KOMOWHAIMIO aHTHTHIIEPTEH3UBHOTO JIEKAPCTBEHHOTO CPENCTBA U
JIEKApCTBEHHOTO CPEICTBA, CHIDKAIOIIETO XOIECTEPHH.

B Tabnume 1 mpencraBieHBl penpe3eHTATHBHbIC, HO HE OrPAHUYMBAIOIINE, CTAAHU
NOJIy4eHuUs1 TaOJIETOK aCIUpPHHA C SHTEPOCOTIOOMIBHBIM ITOKPBITHEM HIIH TaOJIETOK MHIHOUTOPA
TPOMOOILIUTOB C 3HTEPOCOMIOOUIIBHBIM TOKPBITHEM Ui UCTOJIB30BAHUS B KOMOWHHPOBAHHBIX
nekapcTBeHHbIX (opmax. Ilpumep 1 coorBercTByeT OOmUM NpUHOUNAM TaOIHUIbl 1, HO C
KOHKPETHBIMH HHTPEJUEHTAMH JJISl MOJYYEeHUsl aClUPUHA C SHTEPOCOTIOOUIIBHBIM MOKPBITHEM

11 UCTIONIb30BAaHUs B KOMOMHUPOBAHHOH JIEKapCTBEHHOH (popme.

Tabnuna 1
Cragus ITpouecc Onucanue
ITonyuenue aKTUBHOTO
AcCnupuH WM  UHTUOUTOpP TPOMOOLIMTOB U
1. CPENCTBA, MOJIy4eHUE

OTACJIBHO CBA3YIOLIECC MPOIMYCKAKOT Y€PE3 CUTO.
CBA3SYHOLIECTrO U CKPUHUHT

IIpocesHHbIN aclupuH U UHTUOUTOP
CwmemuBanme AKTUBHOTO
2. TPOMOOIIUTOB U MPOCESHHOE  CBSI3yHOLIEe
CPEICTBAa U CBA3YIOIIEro
CMEIINBAIOT.

[Tonyyerne wu nobamieHue | CMa3pIBarOIIee BEIIECTBO MPOMYCKAIOT Y€Pe3 CHTO

3.
CMa3bIBAIOIIETO BEIECTBA U 100ABJSIFOT K CMELIAHHOM CMeCH CTaiuu 2.
4. IIpeccoBanue Cwmech ctaanu 3 MpeccyroT B TAOIETKH.
HesHTepocomoOnipHOe TOKPHITHE HAHOCAT Ha
5. becliBeTHOE MOKpBITHE
TabJeTKU B BUE MOICIIOS.
DHTEPOCOMOOMIBHOE Ha Ttabnerku HaHOCAT SHTEPOCOOOMIBHOE
6.

TMMOKPBITUE TMOKPBITHUE.
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HesnrepoconmobmnpHoe MOKphITHE (MOXET OBITH
TAaKUM K€ WIH OTJIMYATbCsl OT TOKPBITHA Ha
7. becuseTHoe nokpeITHE
cTanuu S5) HAHOCAT Ha TaOJleTKHM B KauecTBe

BEPXHETO MOKPBITUA.

B Tabnmuax 2-4 mpencTaBlIeHbI Penpe3eHTATHUBHbIC, HO HE OIPAHWYMBAIOIIUE, CTaIUuH
NOJTy4YeHUss KOMOMHUPOBAHHOH (hapMarieBTUUECKOH JIeKapCTBEHHOH (OPMBI, CcopepsKaen
AHTUTUIIEPTEH3UBHOE CPEACTBO U CPEACTBO, CHIDKAIOIIEE XOJIECTEPHH, B COOTBETCTBUU CO
CHOCOOOM, pAaCKpBITBIM B HACTOSIIEM JOKyMeHTe. B Tabmume 2 OmuMcaHO MOJy4YeHue
KOMOMHAIMK (PUKCHUPOBAHHBIX 103, B KOTOPOH AaKTHBHBIE CPEICTBA TPAHYJIHPYIOT BMECTE B
NEPBOM pAacTBOpe [UIsl TPaHYJIMPOBAHMS, BKJIIOYAIOIIEM KOHCEPBAHT, C MOCIEAYIOLIUM
no0aBJieHHEM BTOPOrO pacTBOpa Ui TPAaHYJIUPOBAHUS, BKIOYAKOIIETO CBS3YHOIIEe, IS
o0pa3oBaHUs TPAaHYJIUPOBAHHONH CMeCH JBYX aKTHBHBIX cpeAcTB. B Tabmunax 3 u 4 ommcaHo
NOJIy4eHHe KOMOWHAUMH (PUKCHPOBAHHBIX 103, B KOTOPBIX AKTUBHBIE CPEICTBA TPAHYJIUPYIOT
oTAenbHO. B Tabmuie 3 aHTUrHnepTeH3MBHOE CPENCTBO TPAHYJHPYIOT Oe3 pacTBopa M 3aTeM
NO00aBJISIOT K PAacTBOPY JIEKAPCTBEHHOTO CPENCTBA, CHIKAIOIIErO XOJECTEPUH, B IEPBOM
pacTBope [Ulsl TpaHyJHUPOBaHMs, BKIIOUAIOLIEM KOHCepBaHT. Brtopoii pactBop ans
I'PaHyJIMPOBAHUS, COAEPIKALIUI CBA3yIOIIee, JOOABISAIOT K IPaHYJIMPOBAHHON CMECH aKTHBHOTO
cpeactsa. B tabnuie 5 aHTUrUNepTeH3NBHOE CPEACTBO IPAHYJIMPYIOT B PACTBOPE, CONEPIKAIIEM
CBS3YIOLIEE, U JIEKAPCTBEHHOE CPEACTBO, CHIKAIOLIEE XOJECTEPUH, OTHAENbHO IPaHyJIUPYIOT B
pacTBOpe, BKJIIOUAIOLIEM KOHCEepBaHT. JlBa pacTBOpa Uil TpaHyJUPOBAHMSI C OTHEJIbHBIMU
AKTUBHBIMH CPEICTBAMU OOBEAMHAIOT JJs1 00pa3oBaHUs TIPAaHYJIUPOBAHHONW CMECH MABYX

aKkTUBHBIX cpenctB. Ilpumepsr 2-4 COOTBETCTBYIOT OOIMM MNpUHOUIAM Ta0muum 2-4,

COOTBETCTBEHHO.
Tabmuma 2
Cragus ITpouecc Onucanue
ITonyuenue
1. Casizyroiee pacTBOPSIFOT B KUAKOCTH U OCTABJISIIOT.

CBSI3YIOIErO PacTBOpa

ITonyuyenue pactBopa | KOHCEpBaHT pacTBOPSAIOT B OTHAEJIBHOM JKUAKOCTU H

2.
KOHCEPBaHTa OCTAaBJISAIOT.
I'panynupoBanue AHTHUTUNIEPTEH3UBHBIE W CHIDKAIOUINE  XOJIECTEPUH
AKTUBHOTO CPEJICTBA U | CPEICTBA CMEIIMBAIOT BMECTE B TPAHYJISITOPE C OOJNbIITUM
3.

nobaBiieHHE pacTBOpa | yCHJIMEM CIBHra ¢ OOpa3oBaHHEM TIPaHYJIUPOBAHHON

KOHCEPBaHTa CMeCH, K KOTOPOH 100aBISIOT PaCTBOP KOHCEPBAHTA.
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CesByrommuil pacTBOP M Pa3pbIXJIHUTENb A00ABISIFOT K
Jobasnenne IBYM aKTUBHBIM CPEACTBAM U PAcTBOPY KOHCEPBAHTA B
A CBSI3YIOLIEr0 pacTBOpa | rpaHynATope ¢ OOJBIIMM  YCHIMEM CABUra IpHU
u Pa3pBIXJINTENS; | MEpEMEINBAHUM. [ 'paHyIsaT  BBITPYXKAIOT,  KOrAa
VYnnoruenue CMELINBAHNE 3aBEPLICHO, U COAEPKUMOE TI'PaHYJIATOpa
npenacTaBisieT coOO0i BIaXKHOE YIIJIOTHEHHOE BELIEeCTBO.
BrnaxkHoe yNIOTHEHHOE BELIECTBO MPOIMYCKAIOT uepes3
5. CxpuHUHT
CHTO.
BnakHoe yIIOTHEHHOE BEIECTBO CYLIAT B CYLIMJIBHOM
6. Cymka
mkady.
CKpuHUHT;
ITonyuenue BricynieHHOE YIUIOTHEHHOE BELIECTBO IPOCEUBAOT U
7. CKOJB3SIIIUX/ U3MeNnbyaroT. Yepes CUTO OTAENBHO MPOMYCKAOT
SMYJIBTUPYIOIINX CKOJIB3SALIUHA U SMYJIbIUPYIOLIHH areHT.
areHTOB.
JlobaBneHue
IIpocessHHOE BBICYLIEHHOE YIUIOTHEHHOE BEIIECTBO,
CKOJBb3sI11ero/
8. CKONB3ALINA W OSMYJbTUPYIOIIUHA areHT CMELIUBAIOT
SMYJIBTUPYIOIIETrO
BMECTE.
areHra; CMmelBanue
ITonyuenue u
CMmasbiBarolee BEIECTBO IPOIYCKAETCsl 4epe3 CUTO U
nobaBieHue
9. n00aBIAIOT K CMEIMIAHHOMY BELIECTBY CTaAMM 8 TIpH
CMa3bIBAIOLIETO
nepeMernBaHHH.
BEIECTBA
T'oToByro cMech KOMOWHUPOBAHHOH (hapMarieBTHYECKON
JIEKapCTBEHHOHN (hOpPMBI MHKANICYJIUPYIOT. Eciu kancysist
JOOJUKHBI  BKJIFOYATh ~ ACMHPUH  WJIH  WHTUOHWTOP
10. HnkancynupoBanue
TPOMOOIIUTOB, TaOJETKH AacClHpUHA WM WHTHOUTOpPA
TPOMOOIIUTOB C 3HTEPOCONIOOMIIBHBIM TIOKPBITHEM U3
TabMuIB! 1 BKIFOYAIOT B KATCyJy.
Tabmuua 3
Cranus IIporecc Ornucanue
Ilonyuenue  CBA3YHOLIETO
1. Caszyroliee paCTBOPSIFOT B XKUJKOCTH U OCTABJISAIOT.
pacTBOpa
[Tonyuenue pactBopa | KoHCepBaHT pacTBOPSAIOT B OTAEJIBHOM >KUIKOCTU U
2.
KOHCEPBaHTa OCTaBJISIOT.




15

[Tonyuyenne AHTHUTUNIEPTEH3UBHOE CPEACTBO TPAHYJIHPYIOT B
3. AHTUTHIIEPTEH3UBHOTO rpaHyiaTope ¢ OOJbIIMM YCHIMEM CABHra U
cpeacTsa OTKJIQIbIBAIOT.
ITonyyenue cpenctsa, | CpencTBo, CHIXKAIOLIEE XONECTEPHH, TPAHYIUPYIOT B
A CHIDKAIOIIEr0 XOJECTePHH, | rpaHyIaTope C OONBIINM YCHJIMEM CIOBUTa U B
u pobaBleHHe pacTBOpa | FPaHYJIMPOBAHHYIO CMeCh JOOABJISIOT — PacTBOP
KOHCEPBaHTa KOHCEPBAHTA.
JlobaBnenne I'panynupoBaHHOE AHTUTMIEPTEH3UBHOE CPEACTBO
5. AHTUTUIIEPTEH3UBHOTO D00aBJISIIOT K IPaHYJUPOBAHHON CMECH CHIIKAFOIIETO
cpeacTsa XOJIECTePHH CPEACTBA-KOHCEPBAHTA.
CesByroumii pacTBOp M Pa3phIXJIUTENb TOOABISIFOT K
IBYM aKTUBHBIM CPEICTBAM U PACTBOPY KOHCEPBAHTA
JlobaBneHne CBS3YIOIIETO
B TpaHyJsATOpe ¢ OONBIIMM YCHJIMEM CIBUTA TpPHU
pacTBopa
6. nepeMeInuBaHuy. [ PaHyJsIT BBIFPYXKAKOT, KOrAa
" Pa3pPbIXIIUTEINS;
CMEIINBAHHE 3aBEPILEHO, " COIEePIKIMOe
Ynnoruenue
rpaHyATOpa  MpeAcTaBisieT  coOOH  BJIAXKHOE
YIUIOTHEHHOE BEIECTBO.
BrnaxkxHoe yIUIOTHEHHOE BEIECTBO MPOMYCKAKOT
7. CxpuHUHT
4yepes3 CHUTO.
BrnaxxHoe  ymjuOTHEHHOE  BELIECTBO  CylIaT B
8. Cymka
CYLIMJIBHOM IIKaQy.
CKpuHMHT; [Tony4yenue | BraxkHoe  yIJIOTHEHHOE BEIIECTBO  IPOIYCKAIOT
9. CKOJIB3sILIIero/ yepe3 MeNbHULly ¢ cuTamMu. Uepe3 CHTO OTAEIbHO
SMYJIbTUPYIOIIErO areHTa. | MPOMYCKAIT CKOJMB3SLINA U SMYJIbIUPYIOLIHN areHT.
JlobaBnenne ckomp3siero/ | [IpocessHHOE BbICYIIEHHOE YINIOTHEHHOE BELIECTBO U
10. SMYJIBTUPYIOIIErO AareHTa; | CKOJB3SIINN/ AMyJNbrUPYIOIIUHA areHT CMEIIUBAKOT
CwmernBanue BMeECTE.
CwmasbIBaroInee BEIIECTBO MPOIMYCKAETCS Yepe3 CHTO
IMonydenue u nmobaBneHue
11. U 100aBISIFOT K CMELIAHHOMY BellecTBy cranuu 10

CMAa3bIBAOIICTO BEIICCTBA

npu NepeEMEIINBAHNU.
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I'otoByro CMeCh KOMOWMHHUPOBAHHOM
bapmareBTHUECKON JIEKapCTBEHHOMN b opmbl
MHKATNCyJIUpyoT. Ecnn Karcyssl JODKHBI BKITIOYATh
12. Hukancynuposanue aCMpUH WJIM UHTUOUTOP TPOMOOLUTOB, TaOJNETKH
acupUHa WM  WHrHOMTOpa  TPOMOOLMTOB  C
SHTEPOCOTIOOMIIBHBIM TTOKPHITHEM W3 TaOmuipsl 1
BKJIFOYAIOT B KaICyJy.
Tabnuua 4
Cranus ITpouecc Ornucanue
ITonyuenue  cBA3yHOLIETO
1. Caszyroliee pacTBOPSIIOT B XKUIKOCTH U OCTaBJISIOT.
pacTBopa
ITonyuyenue pactBopa | KoHcepBaHT pacTBOpSAIOT B OTHAEIBHON >KUAKOCTH U
2.
KOHCEPBaHTa OCTaBJISIIOT.
AHTHUTUNIEPTEH3UBHOE CPEACTBO TPAHYJIHPYIOT B
rpa”yiiaTope ¢ OOJBIIUM YCHJIMEM CABHra U
ITonyuyenue
CBSI3YIOIIUH pacTBop n00aBISIOT K
AHTUTHIIEPTEH3UBHOTO
3. rPaHyJIMPOBAHHOMY AHTUTHIIEPTEH3UBHOMY
cpenctBa W Ao0aBieHHE
cpeactBy. Ilocie mocTaTOMHOrO meEpeMeIrnBaHUS
CBSI3YIOLLETO PacTBOpa
IPaHyJIMPOBAHHYID CMEChb AHTHUTHUIEPTEH3HMBHOI'O
CPEACTBa U PACTBOPA CBSA3YIOILErO OTKJIA/IbIBAIOT.
ITonyuyenue cpenctsa, | CpencTBo, CHUXKAIOLIEE XOJNECTEPHH, IPAHYJIUPYIOT B
CHIDKAIOIIEr0 XOJIECTEPHH, | IPaHysATOpe ¢ OOJMBIINM YCHIIEM CABHUIAa U PACTBOP
4.
U po0aBieHHEe pacTBOpa | KOHCEpPBaHTA NOOABISIOT K IPaHYJUPOBAHHON CMECH
KOHCEPBaHTa CPEACTBa, CHIIKAIOIIETO X OJIECTEPHH.
I'paHynMpOBaHHYIO CMeCh AHTUTHUIEPTEH3UBHOTO
JloGasneHue cpencTBa/ CBS3YIOIIErO U Pa3phIXJIUTENb TOOABISIOT
AHTUTHIIEPTEH3UBHOTO K IpaHyJIMPOBAHHON cMecu CHIDKAIOIIETO
cpencTBa/ CBS3YIOIIETO U | XOJECTEPUH CPENCTBA/KOHCEPBAHTA B IPAHYJSITOPE C
5. Pa3PBIXJIATENS K | OOJBIIUM yCHUJIMEM CABUTA INPH MNEPEMEIINBAHHH.
CHIDKAIOIEMY XOJIECTEPHH | ' paHyiAT  BBIFPY)KAKOT,  KOTAa  CMEIIMBAaHUE
cpencray/ 3aBEpIIEHO, u COIEPKUMOE IpaHyJIATOpa
KOHCEPBAHTY; YIUIOTHEHHE | MPEACTaBIsieT  CcOOOM  BIAXXHOE  YIJIOTHEHHOE
BEIIIECTBO.
BrnaxkxHoe yIJIOTHEHHOE BEIECTBO MPOMYCKAKOT
6. CxpuHUHT
4yepes3 CHUTO.
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Bnaxxunoe YIUJIOTHCHHOC BCIIECTBO cyaiat B

7. Cyuika
CYLIMJIbHOM IIKady.
BnaxxHoe yIJIOTHEHHOE BELIECTBO IPOMYCKAKOT
CKkpuHUHT; Ilonyuenue
yepe3 MeNbHULy C CUTaMU. Yepe3 CUTO OTAENBHO
8. CKOJIB3s11ero/

MPOMYCKAOT  CKONB3SIIMM W 3MyJbTUPYHOLIUN
SMYJIBIUPYIOIIErO areHTa.
areHT(bl).

Jlobasnenne ckonb3simiero/ | IIpocestHHOE BBICYIIEHHOE YIUIOTHEHHOE BEIECTBO U
9. SMYJIbTUPYIOIIEr0 areHTa; | CKONb3SIIU/ SMYJIBCUPYIOIIHH areHT(bl)

CMmemmBanue CMCIIHUBAOT BMECTE.

CwmaspiBarolniee BEIECTBO MPOIYCKAETCsS Yepe3 CUTO
IMonydenue u mobaBieHue
10. U 00aBISIOT K CMENIAHHOMY BEIIECTBY CTaguu 9
CMa3bIBaIOIEro BEIECTBA
NPU NEPEMEIIHBAHHH.

I'otosyro CMeCh KOMOWHHUPOBAHHOM
bapmareBTHUECKON JIEKapCTBEHHOMN b opmbl
UHKATNCYJIUPYIOT. ECIN Karcymsl JODKHBI BKIIOYATh
11. WNHukancynupoBaHue aCIMPUH WJIM WHTUOUTOpP TPOMOOLUTOB, TaOJETKH
aclMpUHAa WM  HMHTHOMTOpa  TPOMOOLMTOB  C
SHTEPOCOMOOMIBHBIM TOKPbITHEM U3 TaOmMubl 1

BKJIFOYAKOT B KaICyJy.

Ha ¢ur.2 nokasana mnopomkoBas peHTreHoBckas nu¢paxkrorpamma (XRPD)
au3uHONpuia u Ha ¢wur. 3 nokasaHa XPRD-nudpakrorpamma anst cumBactatuHa. Ha ¢ur. 4A-
4C nokaszanel XPRD-mudpakrorpaMMsl At CIEeAYIOIUX KOMOMHAUMH (DPUKCHPOBAHHBIX 103
CHUMBACTaTHHA/JTM3UHONPUIIA/aCTUPUHA, KOTOpPbIE MOJNy4ald B COOTBETCTBHU CO CIIOCOOOM,
U3JIOKEHHbIM B Tabiuue 2: cumBactatun/musunonpwr/actmpud 20/20/81 wmr (dur. 4A);
CHUMBACTaTHH/TU3UHOIPHJI/aCTTUPHH 40/10/81 Mr (wr. 4B); u
cumBactatus/musuHonpwt/acnupun 40/20/81 mr (¢ur. 4C). Ha ¢ur. 5 nmokazaHo HajoxeHue
npoduieii BBICBOOOXKIEHUS, MOKa3aHHbIX Ha ¢wur. 2, 3, u 4A-4C. Ilpodumu BrICBOOOKAECHUS
JM3UHONPUIIA U CHUMBACTATHHA IOKa3aHbl B cepenanHe rpaduka. Ilpodumm BeICBOOOKAEHUS
KOMOWHaIMKU (PUKCUPOBAHHBIX JI03 TIOKa3aHbl B HIDKHEH wactu rpaduka mpoduib
BBICBOOOXKICHHsT KOMOHMHALUUHN (PUKCHPOBAHHBIX 03 CHMBACTATHHA/JTU3WHOIPIIIA/aCIUPUHA
20/20/81 wmr ¢wur. 4A mnoka3zaH BHU3Y rpaduka, npoduiab BHICBOOOKICHHS KOMOWHALIUU
(uKCHpOBaHHBIX 103 CHMBAacTaTHHA/IM3uHONpHIa/acnupuHa 40/10/81 mr ¢ur. 4B mokasan
Bblle mpoduns BeIcBOOOKAeHHs ¢(ur. 4A; u npoduib BBICBOOOXKIEHHS KOMOWHALUU
(uKCcHpOBaHHBIX 103 CHMBacTaTHHa/IM3uHONpHIa/acnupuHa 40/20/81 mr ¢ur. 4C mokasaH
BbIlIe npoduis BeIcBOOOKAeHUs: Gur. 4B. Ha ¢ur. 5 nokasano, 4ro Tpu KOMOMHHPOBAHHBIX
npenapara ¢ GUKCUPOBAHHBIMH JJO3aMH UMEIOT TaKue ke oduiue npouian BEICBOOOXKIEHHS (T.€.

INOJIOKCHHA IIMKOB M IUIOIIAAH HI/IKOB), 4TO U OAHOAO3OBBIC IIpC€riapaTbl JIM3UHOIIpUIIA U
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CIMBACTaTHHA, TaKUM O0pa3oM MOATBEPXKIas, YTO OTHAEIbHbIE AKTHUBHBIE CPENCTBA B
KOMOMHaIUAX (PUKCHPOBAHHBIX 103 CUMBACTATHHA/JIM3UHONPUJIA/aCIIUPUHA HE TEPSIFOT CBOEH
CHIbl TpH  (POPMYJIMPOBAaHMM B COOTBETCTBMU CO CHOCOOOM, ONMCAHHBIM B HACTOSINEM
TOKYMEHTE.

B Ttabmuuax 5-13 moka3aHbl AaHHbIE O CTaOMJIBHOCTH CHUMBACTaTHHA (TaOauimbl 5-8),
muzuHonpuia (tabmuuel 9-12) u acnupuHa (Tabnuua 13) B ClenyrOUMX YeThIpeX pa3InYHbIX
KOMOMHAIMAX (PUKCHPOBAHHBIX J103, KOTOpBIE IIOJNY4Yall B COOTBETCTBHU CO CIIOCOOOM,
yKa3aHHbIM B Tabmune — 2: cumBacTaTvs/musuHOnpwi/acnupun  20/10/81 MT;
cumBactaTiH/mu3uHonpwt/acnupun 20/20/81 mr; cumBactatus/au3uHonpui/acnupun 40/10/81
MT; U cuMBactaTul/mmsuHonpw/acnupud 40/20/81 mr. Kak mokaszaHo B TaOnuuax, BCe 4eThIpe
KOMOMHAaMK (PUKCUPOBAHHBIX 103 COXPAaHsUIM CTAOMIBHOCTB pacTBopeHus npu 25°C/60% RH
(OTHOCHTENPHOH BIAXKHOCTH) JUII BCEX TPEX AaKTHBHBIX CPENCTB B TeUYeHHE 24 MecsIeB
tecTrpoBaHusi crabmipHOCTH (RSD=0THOCHTENBHOE CTaHAAPTHOE OTKJIOHEHHE). B kaxmom
UHTEPBAJIe TECTUPOBAHUS PACTBOPEHHE CUMBACTaTHHA U3MEPSUTH dYepe3 45 MUHYT, paCTBOPEHHE

JU3UHONpPUIA U3Mepsiu yepe3 30 MUHYT, a paCTBOPEHUE aCIUpPHUHA U3MepsiIn dyepe3 90 MUHYT.

Tabmuua 5
Kancynbr % PactBopenust 20 Mr cumMBacTaTHHa 32 45 MUHYT NIOCJIE XpaHeHUs (B
CHUMBACTaTHH/ Mecsnax ) kancya mpu 25°C/60% RH
JU3UHOTPUIT/
0 3 6 9 12 18 24
aCTIUPHH,
(Hauano) | mecsua | MecsLEB | MeCALEB | MECSIEB | MECSLEB | Mecsa
20/10/81 mr
1 90 96 96 89 94 99 95
2 94 95 94 103 99 98 100
3 95 97 89 101 96 98 96
4 97 102 94 101 100 99 99
5 97 98 97 103 97 100 99
6 88 98 96 99 96 100 96
Cpennee
3HaueHue 6 94 98 94 99 97 99 98
Karcy1
% RSD 4,0% 2,5% 3,0% 5,3% 2,3% 0,9% 2,1%
Tabnuua 6
Kancynbl % PactBopenust 20 Mr cuMBacTaTHHA 3a 45 MUHYT NIOCJIE€ XpaHeHUs (B
CUMBACTaTHH/ Mecsinax ) kancy npu 25°C/60% RH
JU3UHOTIPUIT/ 24
0 3 6 9 12 18
aCIHUpPUH, Mecsn
(Hauano) | mecsaua | MecsueB | Mecsues | Mecsues | Mecsues
20/20/81 mr a
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1 103 103 105 98 99 100 97
2 105 89 98 101 101 105 100
3 103 98 101 97 102 92 103
4 92 104 105 103 101 104 93
5 95 90 106 104 98 99 96
6 95 104 99 102 85 81 92
Cpennee
3HaYeHue 6 99 98 102 101 98 97 97
Karcy.1
% RSD 5.5% 7.1% 3.4% 2,8% 6,5% 9.3% 4,3%
Tabnuma 7
Kancynbl % PactBopenust 40 Mr cumBacTaTHHa 32 45 MUHYT NIOCJIE XpaHeHUs (B
CUMBACTaTHH/ Mecsinax ) kancys npu 25°C/60% RH
JU3UHOTIPUIT/ 24
0 3 6 9 12 18
ACTIMPHH, Mecsn
(Hadano) | mecsima | MecsineB | MecsineB | MecsineB | Mecsies
40/10/81 mr a
1 94 95 95 95 92 95 96
2 94 94 97 96 84 98 99
3 86 90 96 82 94 97 94
4 93 98 93 89 95 96 92
5 98 97 96 97 89 93 95
6 92 95 87 99 96 85 96
Cpennee
3HAYEHHE 6 93 94 94 93 92 94 95
Karcy.1
% RSD 4,2% 2,5% 3.9% 6,8% 4,9% 5,0% 2.5%
Tabmuua 8
Kancynbr % PactBopenust 40 Mr cumBacTaTHHa 3a 45 MUHYT MOCiie XpaHeHHs (B
CUMBACTaTUH/ Mecsinax ) kancys npu 25°C/60% RH
JTU3UHOTIPUIT/ 24
0 3 6 9 12 18
ACTIUPHH, Mecsn
(Hadano) | mecsima | MecsineB | MecsineB | MecsineB | Mecsies
40/20/81 mr a
1 103 103 104 105 105 105 105
2 109 107 107 106 106 107 104
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3 105 103 108 107 106 104 102
4 107 104 109 99 106 98 105
5 104 103 107 102 107 104 104
6 105 102 102 106 109 102 103
Cpennee
3HaYeHNUe 6 106 104 106 104 107 103 104
Karcy1
% RSD 4,0% 2,5% 3,0% 5,3% 2,3% 0,9% 2,1%
Tabnuua 9
Kancynbl % PactBopenwust 10 mr mu3uHONprIIa 3a 30 MUHYT NOCIIE XpaHeHUs (B
CUMBACTaTHH/ Mecsiax) karcyn mpu 25 25 °C/60% RH
JU3UHOTIPUIT/ 24
0 3 6 9 12 18
ACTIUPHH, Mecsn
(Hadano) | mecsa | Mecsnes | Mecsines | MecsiieB | Mecsines
20/10/81 mr a
1 101 104 102 104 100 101 101
2 102 106 102 100 101 102 101
3 105 105 102 105 102 100 101
4 99 103 102 104 101 102 101
5 100 106 105 103 102 101 101
6 106 106 105 101 100 102 100
Cpennee
3HauUeHue 6 102 105 103 103 101 101 101
Karcy.1
% RSD 2,7% 1,2% 1,5% 1,9% 0,9% 0,8% 0.5%
Tabmuua 10
Kancynbl % PactBopenwust 20 mr au3uHONpHIIA 32 30 MUHYT NOCIIE XpaHeHUs (B
CUMBACTaTHH/ Mecsnax ) kancya npu 25°C/60% RH
JTU3UHONPUI/ 24
0 3 6 9 12 18
ACTIUPHH, Mecsn
(Hadano) | mecsima | Mecsine | MecsineB | MecsieB | Mecsines
20/20/81 mr a
1 104 105 107 105 103 107 106
2 105 107 105 106 105 103 106
3 107 101 109 105 104 106 107
4 105 107 108 106 104 105 106
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5 107 105 107 102 102 108 105
6 106 101 105 104 102 106 103
Cpennee
3HaYeHNUe 6 106 104 107 105 103 106 105
Karcy1
% RSD 1,1% 2,6% 1.5% 1,4% 1.2% 1,6% 1.2%
Tabnuua 11
Kancynbr % PactBopenus 10 mr nusuHonpuia 3a 30 MUHYT Mociie XpaHeHUs! (B
CUMBACTaTUH/ Mecsiax ) kancys npu 25°C/60% RH
JU3UHOMIPUIT/ 24
0 3 6 9 12 18
ACTIUPHH, Mecsn
(Hadano) | mecsma | Mecsines | Mecsines | MecsiieB | Mecsiies
40/10/81 mr a
1 96 102 101 103 101 102 99
2 100 103 103 103 104 105 102
3 99 102 100 100 99 105 99
4 99 101 102 102 104 104 99
5 99 101 101 103 104 103 100
6 99 99 100 101 102 105 101
Cpennee
3HaYeHNUe 6 99 101 101 102 102 104 100
Karcy1
% RSD 1,4% 1,3% 1.2% 1.2% 2,0% 1.2% 1,3%
Tabnuua 12
Kancynbl % PactBopenwst 20 mr au3uHONpHIIA 332 30 MUHYT NOCIIE XpaHeHUs (B
CHUMBAacCTaTHH/ Mecsuax ) kancya npu 25°C/60% RH
JTU3UHOMIPUIT/ 24
0 3 6 9 12 18
ACIUPHH, Mecsn
(Hadano) | mecsma | Mecsines | Mecsines | MecsiieB | Mecsines
40/20/81 mr a
1 110 106 98 107 105 104 106
2 108 107 108 110 102 107 102
3 105 105 108 109 107 102 109
4 107 108 108 99 107 102 106
5 108 98 99 104 105 106 105
6 107 109 108 108 110 99 104
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Cpennee

3HaYEHNUE 6 108 106 105 106 106 103 105

Karcy1

% RSD 1,5% 3., 7% 4,7% 3.8% 2,5% 2,8% 2.2%
Tabmuma 13

Kamncynbt % PactBopenust 81 mr acninpuHa 3a 90 MUHYT nocje XpaHeHus (B MecsiLax)

CHUMBACTaTUH/ kancyn npu 25°C/60% RH

JU3UHOMIPUIT/ 0 6

aCTMHPUH, (Hava 3 Mecsie ? 12 18 24

40/20/81 e 10) MecsAna . Mecsaues | Mecsues | Mecaues | Mecsna

1 98 100 99 99 98 100 102

2 95 96 98 97 97 97 93

3 100 97 97 101 96 96 93

4 93 96 97 95 101 101 98

5 96 98 98 100 100 100 98

6 99 98 94 99 102 94 97

Cpennee

3HaYeHNE 6| 97 98 97 99 99 98 97

Karcy.1

% RSD 2,7% 1,6% 1,8% 2.2% 2,4% 2,8% 3.5%

Crnenyer moHMMaTbh, 4TO, XOTS H300peTeHHe OBUIO OMUCAHO BMECTE€ C BapHAHTAMHU
OCYLIECTBJICHHs, W3JIO)KEHHbIMU BBIIIE, MpEAbIAylIee OINUCAHUE, a TAKXKe IOCIeIyIOLINe
NpUMepbl NpeIHA3HAYEHbI U WUTFOCTPALIMH, a HE AJIsi OrpaHH4YeHuss o0beMa H300peTeHHUs.
Kpowme Toro, cienyer mOHMMATh, YTO BapHAHTHI OCYIIECTBJICHHUS U MPHUMEPHI, U3JI0KEHHBIE B
HACTOSIIIEM JOKYMEHTE, HE SIBJISIOTCS MCUEPIMbIBAKOILIMMHU, U YTO MOAU(DHUKALUN U BapUAHTHI
u300peTeHust OyayT OYEBUAHBI CIIELUATUCTAM B TAHHOW 00jacTu 06e3 OTKJIIOHEHHs OT o0beMa U
CYLIHOCTH U300pETEHUsI.

DKCMEePUMEHTAJIbHAS YaCTh

Crenyrooimue HWKE TMPUMEPbl MPEACTABJCHbI Ui TOro, 4YToObl MPENOCTaBHTH
CreLHUaaicTaM B JaHHOH OONACTU TOJIHOE OMHCaHHe CMOCOOOB MOJYYEHHsS W HMCIOJIb30BAHHS
ACTIEKTOB M BapPUAHTOB OCYLIECTBJICHHS M300peTeHHMs, KaK OMMCAHO B HACTOSIIEM JOKYMEHTE.
Hecmotpst Ha To, 4TO OBUIM MPEANPHHATHI yCHUIHA Ui 00€CHeYeHus] TOYHOCTH B OTHOLICHUH
TaKUX MEPEMEHHBIX, KaK KOJMYeCTBa, TeMIlepaTrypa U T.I., CIEAYeT YYUTHIBATH MOTPEIIHOCTb
SKCIEepPHMEHTa M OTKJOHeHHusl. Ecii He yka3aHO MHOe, YacTH SIBJISIFOTCS MAacCCOBBIMH IOJISIMH,
TeMIepaTypa BblpakeHa B rpaaycax Llenabcus, a naBjieHue paBHO aTMOC(pEepHOMY MM OJM3KO K
HeMy. Bce KOMIOHEHTBI ObUTH KOMMEPYECKH JOCTYITHBIMHU, €CJIA HE YKa3aHO HHOE.

ITpumep 1
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[TonyueHne TaOIETOK aCIUPHHA, TTOKPBITHIX SHTEPOCOTFOOMIBHON 000I0UKON

90 kr AunermncanuuuioBoir kuciaorsl (RHODINE® 2368, Rhodia Chimie Corp.,
Boulogne, France) npomyckamu dyepe3 curo #20 wmem (Erweka GmbH, Germany) c
OCLIJUIATOPOM U MPOCESHHYIO alleTHICATULUIIOBYIO KUCIOTY OTkiaabBaiu. OtaensHo 6300 r
nopoukosoii nemnono3sl (ELCEMA™ Type G 250, Degussa AG, Frankfurt, Germany)
IPOMYCKaIN 4Yepe3 cUTo #20 Mell ¢ OCLIUIATOPOM U NMPOCESHHYIO MOPOLIKOBYIO LEIUTIOJIO3Y
oTknanpiBanu. IIpocesHHYIO aLeTUICATULUIOBYIO KHCJIOTY M MPOCESHHYIO MOPOIIKOBYIO
LIEJUTIOJIO3Y CMEIIMBaIN BMecTe B V-oOpa3sHoM cmecurene (cmecurens Patterson Kelley 0,084
M, Keith Machinery Corp., New York, USA) u nepemernBanu B TedeHue 15 MUHYT (CKOPOCTb
cmecurens: 20 o6/mun; I-bar off). 3arem 700 r creapunoBoii kucnotel (HYSTRENE® 5016,
PMC Biogenix, Inc. Memphis, Tennessee, USA) nponyckanu uepe3 cuto #30 (Newark Wire
Cloth Company, New Jersey, USA) u pobaBnsiim k cMecu B V-00pasHOM cMecHTENe U
nepeMeIInBaIid B TE€UCHNUE MPUOIM3UTENBHO MECTH MUHYT (CKOpOCTh cMmecuTens 20 06/muH; I-
bar off). Cmecp BoIrpy)kanu u3 V-obpasHoro cmecurens u npeccoBaiu B Tadnerku (Kikusui
Libra tablet press, Kikusui Seisakusho Limited, Kyoto Japan). K Tabnerkam mo mnopsnuky
nobasisun cnenyromue nokpbitus: OPADRY® Clear (BPSI Holdings, LLC, Delaware, USA)
HaHOCUJM Ha TabneTku B kadectBe moxaciios; ACRYL-EZE® (BPSI Holdings, LLC, Delaware,
USA) HaHocuimu Ha TaONeTKU Ui CO3MAHUS SHTEPOCOJIOOMIBHOTO TMOKPBITHSI; W BTOPOE
Ha"eceHne OPADRY Clear HanoCHIN Ha TaOJETKH B KAYECTBE BEPXHETO MOKPBITHSI.

ITpumep 2

ITonyuenne kancyn ¢ (UKCHPOBAHHBIMH J103aMHM CHMBACTATHHA/JU3UHOIIPUTIA C
COTpaHyJIMPOBAHUEM aKTUBHBIX CPECTB

Kancyner 40 mr cumBacratuHa/l0 wMr gusuHompuina/8l Mr acnupuHa MoJydanu
CIIEYIOIIIM 00pa3oM.

ITony4yenue pactBopa AJjist TPaHyIUPOBAHMS:

3 r koHcepBaHTa BHA (nabopatopHslii 3amac, noctymnHeiid ot Sigma Aldrich, St. Louis,
Missouri, USA) nobasnsau B 250 ma daakon co 128 r sranona (96%), nomeueHHbIii “PacTBop
BHA nns rpanymmpoBanus.” Conepkumoe (piakOHa HHEPrHYHO IMEPEMEINUBAIM B TEYCHUE
4yeTblpeX MHUHYT, U OTkianeiBaign. OtmenbHo 1600 © OYMIIEHHOW BOXBI AO0ABISIH B
TapUpOBaHHBIM KOHTeiiHep SS, momeueHHbIN «PacTBOp MOBHUIOHA Uil TPaHyJUPOBAHMS», U
nepeMeIInBaIi BEPTUKAIBHONW MEINaJKOW O TeX TOp, MOKa He CO3MABAJICS BUXPb (IIPUMEPHO
OHA MHUHYTa), IMOCJe 4ero B KoHTeiHep nobasmsum 1600 r stanHoma (96%). Ilpomomkas
nepeMeInuBaHue, B KOHTEHHEpP MeMIeHHO no0aBmsuii 432 ©  MOBHIOHA-CBSI3YIOIIETO
(PLASDONE® K-29/32, ISP Investments LLC, Wilmington, Delaware, USA), mponomxas
nepememuBanue rmpu 350 06/MHUH 10 TIOJHOTO PACTBOPEHMS MOBUIOHA (IPUOIU3UTENBHO AECATh

muHyT). Jpyroii koHTrediHep SS, mnomeueHHbI1 «J{OMONHUTENBHBIH  pacTBOpP I

2
IPaHyJIMPOBAHUS», TOJNy4Yald Ha CIy4aid, €Cld BO BpeMs TIPaHYJIMPOBAHUS TOTpedyercs
JNOMOJIHUTENIbHBIM  PacTBOp  AJIsl  TPaHyJUPOBaHUA. «/ONMONHUTENBHBIA  pacTBOp  AJA
IPaHyJIMPOBAaHU» IOJy4Yaau NyTeM cMemuBaHus 320 r ouuineHHOW BoAbl U 320 r sTaHoNa

(96%) B xoHTeliHEpe SS U nepeMenInBaHus B TeUueHNe OgHOU MUHYTHI Tpu 100 06/MuH.



24

I'panynuposanue:

6400 r cumBactatuHa (Hetero Labs Limited, Hyderabad India) u 1749 r nusunonpuna
(Farm Hispania S.A., Barcelona Spain) cmemuBanu BMeCTe B T€U€HHE MATHU MHUHYT (CKOPOCTb
nonactHoi mewmanku 300 o6/muH; ckopocth uaMenvuurens 1800 o6/MuH) B pesepByape 65 n
rpanysstopa ¢ Oonbuium ycunuem capura (Fiedler PMA 65 25, T.K. Fielder Limited). 3atem
HACOC TpaHysIATOpa ¢ OOJBIIUM YCUIIMEM CABUIa KanuOpoBamu s noxauu 38 (£15) r/mun mist
pactBopa BHA nnst rpanynmpoBanust u 384 r (15) r/mMuH ans pacTBOpa MOBHUAOHA MAJIS
rpanyiupoBanusi. PactBop BHA nobaBnsiin k CMECH CHMBACTaTHH/JTM3HHOIIPHUIT B pe3epByape
65 J1 CO CKOPOCTBIO 38 I/MHUH MPH NMEPEMEIIUBAHIY B TEUEHHE MATH MUHYT (CKOPOCTh JIOMACTHON
memanku 300 oO/MUH, CKOPOCTh W3MENbUUTENS BBIKIOYeHa). lloclie TSTUMUHYTHOTO
nepemernuBanus (M mocne no0aByieHus: Bcero pactsopa BHA nist rpaHynupoBaHUs), KPBILIKY
pesepByapa OTKpbIBalld, CTEHKHU pe3epByapa OuHIIald, U pe3epByap MepeMellnBail B TeUueHue
elle ONHON MHUHYTHI (CKOpOCTh JiomacTHON Memanku 300 0o0/MHH; CKOPOCTb H3MEIbYHTEJIsI
BBIKJIFOUEHA). 3ateM 5227 T 4YacTHYHO MPEKETATHHU3UPOBAHHOTO KYKYPY3HOrO Kpaxmaja
(STARCH 1500®, BPSI Holdings LLC, Wilmington, Delaware, USA) nobasnisiiu k cMmecH
cumBactatus/musuHonpwi/BHA B pesepByape 65 1 u mepeMemnBaiyd B TEUEHHE BYX MHHYT
(cxkopocTth JomacTHOW Memanku 300 06/MHH; CKOPOCTb M3MENBYHTENs] BBIKJIIOUEHA). 3aTeM B
pesepByap 65 5 H00aBISLIM PACTBOP MOBHUAOHA IJISI TPAHYJIMPOBAHUS CO CKOPOCThIO 384 r/MuH
IpU MepeMeInBaHuN (CKOPOCTh JonacTHOW Memanku 300 00/MUH; CKOPOCTb HM3MEIbUUTEINS
1800 0o6/muH) B TeueHue npudbausutenpHo 10 MuHyT. M3MepeHust Macchl CMECH MPOU3BOIAMIN
KX ble IB€ MUHYTHI B TedeHue 10-mMunyTHOro nporosa. Ilocae 10-MuHYyTHOrO nepeMernnBanus
(u mocne noGaBneHMsT BCEro pacTBOpa MOBUIOHA AJISI TPAaHYJUPOBAHUSA), KPBILIKY pe3epByapa
OTKpBIBAJIM, CTEHKH pe3epByapa OUMINAIN, U pe3epByap MepeMEelIMBAIN €le JBE€ MHHYTHI
(ckopocth somactHoW Memanku 300 00/MuH; ckopocTh usMenbuuteas 1800 o6/muH).
ITockonpKy cMechb CHMBACTaTUHA/JIM3MHONpPUIA ObUla THIATENPHO TPAaHYJIUPOBAaHA, B
JOTIOJTHUTEIBHOM PacTBOPE JJIsl TPAHYJUPOBAHMS HE ObLIIO HEOOX OTUMOCTH.

3areM TpaHYJUPOBAHHYIO CMECh CHUMBACTATHHA/JIU3UHONpPHJA  BBITPY)KAIH U3
rpanysitopa u npomyckanu depes cuto #6 mem (Newark Wire Cloth Company, New Jersey,
USA) u nomemanu B cymmibHbii mkad (Gruenberg L18h27-0SS, Gruenberg Oven Company,
Pennsylvania, USA) nnst cymku npu 55-60°C no Tex mop, noka 3nadenne LOD (morepu npu
Cylnke) He cocTtaBmio doee 3,5% (mpubNU3UTENbHO J1BA Yaca).

ITocne B3BEUIMBAHMS BBICYIIEHHOE YILUIOTHEHHOE BEINECTBO CHMBACTATHH/JIM3HHOIPUII
npoceuBanu uepe3 curo #20 mem (Newark Wire Cloth Company, New Jersey, USA). Bce
BELIECTBO, KOTOPOE He MPOILJIO Yepe3 MPOCeHBaHUe, U3MeNbyalu ¢ Ucnoib3oBaHueM Quadro
COMIL® 197 (Ultra, Quadro Engineering Corp, Waterloo, Ontario, Canada), o6opyaoBaHHOTO
cutoM 991 wmumkpon (cmeiicep 0,76 cm;, ckopoctb MenbHUIBI 1500 00/muH). IlpocesHHbIE
U3MeJIbYCHHbIE TPaHyJIbl COOMpasy, B3BELUIMBAJIN W TAPUPOBAJIHM B CHELMAIbHBIN KOHTEHHEp,
noMmeueHHbIN «IIpocesiHHbIE U U3MENbUEHHBIE TPaHyJIbD».

CwmemuBanue:

OtnenpHo 144 1 xomnouaHoro auokcuaa kpemuus (CAB-O-SIL® MS-P, Cabot Corp.,
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Boston, Massachusetts, USA) u 311 r creapunoso#i kucnotrel (HYSTRENE® 5016, PMC
Biogenix, Inc. Memphis, Tennessee, USA) nmponyckanu depe3 cuto #20 mem (Newark Wire
Cloth Company, New Jersey, USA). IlpocesHHO€ BBICYIIEHHOE YIUIOTHEHHOE BEILECTBO
CHUMBACTaTHH/JIU3UHONIPUI BMECT€ C KOJUIOWIAHBIM IHOKCHUIOM KpPEMHHsS U CTEapHuHOBOM
KHCJIOTOW 3aTeM cMemuBaiu B V-oOpa3HoM cMecutene (cmecutenb Patterson Kelley 0,028 M,
Keith Machinery Corp. New York, USA) B Teuenue 10 MuHyT (CKOPOCTH cMecuTesst 25 00/MuH;
I-bar off). 3atem 145 r creapara maraus (HYQUAL™, Avantor Performance Materials, LLC
Center Valley, Pennsylvania, USA) mponyckanu uepe3 curo #30 mem (Newark Wire Cloth
Company, New Jersey, USA) u nobGasmisuin B V-00pasHblii CMECUTENb C TEPEMELIMBAHUEM B
TE€YeHHe TPeX MUHYT (CKOPOCTh cMecurens 25 o6/muH; I-bar off). ITo 3aBepiieHNN CMeIIUBaHUS
Opanmu o0Opas3ubl OAHOPOXHOCTH cMecH. KOHEYHyr CMeCh CHMBACTATHHA/JIIU3UHOIIPHIIA
BBIFPYKaTH H3 V-00pa3HOro CMECHTENs] U HHKANCYJUPOBAIN C TaOJNeTKaMHu acrmupuHa C
SHTEPOCOIFOOMIIBHBIM TOKPBITHEM, TIOJYYEHHBIM B COOTBETCTBHH € TIPOLIEAY POl mpumepa 1.

ITpumep 3

[Tonyuenne kamcyn ¢ (UKCHPOBAHHBIMH J03aMH CHMBACTaTHHA/JIM3MHONPHIIA C
pa3aeNbHbIM IPaHyJIUPOBAHUEM aKTUBHBIX CPE/ICTB

Ilpouenypy mnpumepa 2 OCYINECTBISUIM CO ClIeAyHOIIUM u3MeHeHueM. Ha craguu
I'PaHyJIMPOBAHUS JIM3UHONPWI TPAHYJUPYIOT B TPAHYJATOPE C OONBLIINM YCHUJIMEM CIBUTA U
OTKJIQIbIBAIOT B Cyxoil ¢opme. CuMBACTaTUH TPaHyJIHMPYIOT, Kak ommcaHo B Ilpumepe 2, u
pactBop BHA nys rpanynupoBanusi TOOABIISIOT K CMECH CHMBACTAaTHHA TIPH MEPEMEIINBAHUU.
ITocne TImaTenbHOro NMepeMeIBaHusl CHMBAaCTaTHHA B CMECh CHMBACTaTHHA JOOABISIIOT CYXOH
JU3UHONPUI MpU nepemelmnBaHuu. OCTanbHYI 4acTb MPOLEAYPbl OCYLIECTBJISIA TaK, Kak
OMMCAaHO B mpumepe 2.

ITpumep 4

ITony4yenne kamcyn ¢ (UKCHPOBAHHBIMHM J03aMU CHMBACTaTHHA/JIM3UHONIPHIA C
pa3aeNbHbIM IPaHYJIMPOBAHUEM AKTHBHBIX CPE/ICTB

[Ipouenypy mnpumepa 2 OCYyIIECTBISUIM CO ClEAyIOIIUM u3MeHeHueM. Ha craguu
IPaHyJIMPOBAHUSI CUMBACTATHH TPAHYJUPOBAIN B TPAHYJSATOPE C OONBLINM YCHIIUEM CABHTra C
pactBopoMm BHA nist rpanynupoBaHusi, 1 OTAEIBHO JU3UHONPUII MPaHyJIUPOBANIU B TPaHyJIsITOpe
c OONBIIMM YCHJIUEM CABHra C PacTBOPOM MOBHUIOHA MJIsl TPAHYJIMPOBAaHUS (OAMH W3 JBYX
PacTBOPOB OTKJIAIBIBAETCS, & APYTOH OCTAeTCs B rpaHyssATope). JBa oTAenpHBIX pacTBOpa AJs
IPaHyJIUPOBAaHUsI OOBEAWHSIIM BMECTe B TIpaHyJsTOpe ¢ OONBLINM YCHJIHEM CHABHra C
no0aBlieHUEM NPEXKENATHHU3UPOBAHHOIO Kpaxmana ©  cMemuBain. OCTambHYK 4YacTh

MPOLIEYPbI OCYLIECTBIISIIIN TaK, KaK OMHCAHO B IIpUMeEpe 2.
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D®OPMYJIA U3OBPETEHUS

1. Crtoco0, BKIIFOYArOIIHIA:

CMELINBAaHUE  JIGKAPCTBEHHOIO  CPEACTBA, CHIDKAIOIIETO  XOJIECTEPHH, |
AHTUTUIIEPTEH3UBHOIO JIEKAPCTBEHHOTO CPEICTBA B IIEPBOM DPACTBOpE ISl IPAHYJIMPOBAHUS,
BKJIIOYAIOIEM KOHCEPBAHT, C 00pa30BaHUEM NEPBOW IPaHyIMPOBAHHON CMECH;

nobaBJieHHEe BTOPOTO PacTBOpa Ul TIPAHYJIMPOBAHUS, BKIIOYAIOIIETO CBS3YIOIIEe, K
NepBOH TI'PaHYJIMPOBAHHOM cMecH C 00pa3oBaHHEM BTOPOI TI'paHYJIMPOBAHHOW CMeECH, I7ie
CMEILIMBAHKE JICKAPCTBEHHOTO CPEACTBA, CHIDKAIOMIETO XOJECTEPHH, W aHTHTHIIEPTEH3UBHOTO
JIEKAPCTBEHHOTO CPECTBA B MEPBOM M BTOPOM PACTBOPAX U T'PAHYJIUPOBAHUS YBEJITUYHUBAET
PacTBOPUMOCTD B BOZIE JIEKAPCTBEHHOT'O CPEICTBA, CHIDKAIOIIETO XOJIECTEPUH;

CYLIKy BTOPOW TPaHYJIMPOBAHHOW CMeCH C OOpa3oBaHMEM OTAENbHBIX TPaHyJ, TI7e
KaX/1asi U3 OTAENbHBIX TPaHYJI BKJIIOYAET JIEKAPCTBEHHOE CPEICTBO, CHIDKAIOIIEE XOJECTEPUH,
AHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO WJIM KOMOWHAIMIO JIEKAPCTBEHHOTO CPEACTBA,
CHIDKAFOIIETO XOJIECTEPUH, U AHTUTHIIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPEACTBA; U

¢dbopMupoBarue (papMaleBTHUECKON JIEKAPCTBEHHON (hOPMBI, BKIIFOHYAIOMIEH OTHENbHbIC
IpaHyJIbL.

2. Cnocob mo m.1, rae KOHCepBAaHT BBIOPAH W3 TPYIIIBL, COCTOSIIEH M3 mMapaOeHoB,
KHCJIOT M HX COJIeH, YeTBEPTHYHBIX AMMOHHEBBIX COEIWHEHHH, CHUPTOB, OWUT'yaHWUIMHOB,
(eHoNOB, PEeHONBbHBIX AHTUOKCUAHTOB M UX KOMOWHALIHH.

3. Cnocob mo m. 1, riae KOHCePBAHT COMOOMIM3MPOBAH B JKUAKOCTH, BBIOPAHHOH U3
TPYIIIBL, COCTOSIIIEN U3 BOJBI, 3TAHOJIA, H30MPOIAHOJA U X KOMOMHAINH.

4. Cnoco6 mo m. 1, rme mnepBelii pacTBOp AN TPaHYJIMPOBAHUS BKIIOYAET
OyTunupoBaHHbIH rugpokcuannzon (BHA), comoOunmsnpoBaHHbIi B 3TaHOIE.

5. Cnocob mo m. 1, rae cesi3yroliee BBIOPAHO M3 TPYIIIBI, COCTOSILIEH W3 CaxapHIOB,
HOJIMCAXapUI0B ¥ MPOU3BOIHBIX, CAXAPHBIX CIIMPTOB, OEJIKOB, CHHTETUYECKUX MOJUMEPOB U UX
KOMOWHALIHH.

6. Crocod mo m. 1, rae cesizyroIee COMOOUIM3UPOBAHO B JKUAKOCTH, BBIOPAHHOW W3
TPYIIIBI, COCTOSIIIEH M3 BOJBI, 3TAHOJIA, U30MPOINAHOJA U UX KOMOWHAIIHH.

7. Cnoco6 mo m. 1, roe BTOpOH pacTBOp JJIsl TPAHYJIMPOBAHUS BKIJIIOYAET
nonusuHUIIHPposuacH (I1BIT), comoOnmmu3npoBaHHbIil B BOIE U paCTBOPE 3TAHOJIA.

8. Croco® mo m. 1, rae mepBbId pacTBOP Ul TPAHYJUPOBAHMS, BTOPOHW PaCTBOP MJIS
rpaHyJMpoBaHusl M (apMaleBTHUECKass JIeKapCTBEHHass (opMa HE CoAepKaT JIMMOHHOM
KHCJIOTBHI.

9. Cnocob mo m. 1, rae aHTUTHNEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO BBIOPAHO W3
IPYIBL, COCTOSALIEH W3 MHIMOMTOPOB aHTHOTEH3MHIpeBpamaromero ¢epmenta (AIID),
MHTUOUTOPOB PELIENITOPOB AHTMOTEH3WHA B OeTa-0JI0KaTOpOB.

10. Cnocob mo m. 9, rne uHruOburopbl AII® BBIOpaHBI W3 TPYMIbL, COCTOSINEH W3
OeHaserpuia, KanToONpuia, OSHamanpuia, (O3UMHONPWIA, JU3UHONPUIIA, MOIKCHIIPHUIIA,
NEePUHIOTIPIIIA, XUHATIPIIIA, PAMUIIPUIIA, TPAHAONANIPHUIIA U UX KOMOWHAIIHH.

11. Croco® mo m. 9, rae MHrHOUTOPBI PeLenTopa aHMMOTEH3MHA BBIOPAHbI U3 TPYIIIIEL,
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COCTOSLIEM W3 as3wWicapTaHa, KaHIecapTaHa, »JIpocapTaHa, wupdecapTaHa, TEIMHCAPTaHa,
BaJICApTaHa, JO3apTaHa, OJIMecapTaHa. SHTPECTO, OMBAJICOHA M UX KOMOMHAIIHH.

12. Cnocob 1o 1. 9, rae Oera-O10kaTop BIOpAaH U3 TPYIIILI, COCTOSLIEH U3 OeTakcooa,
MUHAOJOMA, aneOyTosioja, aTeHoyoNa, Oucomposiona (ymapara, KapBeAWJIONa, 3CMOJIONA,
naberanona, METONPOIIOIIa, HAI0JI0JIa, HEOMBOJIONIA U MX KOMOUHALIUIA.

13. Crmoco6 mo m. 1, rme IeKapCTBEHHOE CPEACTBO, CHIIKAIOLIEE XOJIECTEPHH,
npencTaBisieT COOOH CTaTHH, BBIOpAHHBIM W3 TPYIIBIL, COCTOSIIEH W3 aTOPBACTATHHA,
¢yBacTaTHHa, JIOBACTATHUHA, MMPABACTATHHA, MUTABACTATHHA, CUMBACTATHHA, PO3yBAaCTaTHHA U
X KOMOWHALIMIA.

14. Cnocob mo 1. 1, rae neKkapCTBEHHOE CPENCTBO, CHIPKAIOIIEE XOJECTEPHH, BEIOPAHO U3
IPYIIBL, COCTOALIEH M3 33eTuMubOa, rempuOpo3mia, anbToKopa, (eHOoPUOPOBON KUCIOTHI,
sM(pudpo3mIIa, JOMUTANMUAA U UX KOMOMHALIUH.

15. Croco® mo m. 1, rie aHTUTHIIEPTEH3UBHOE JICKAPCTBEHHOE CPEACTBO MPEACTABIISIET
coboii marnouTop AII® u JeKapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPHH, MPENCTaBIISET
co0oii cTaTuH.

16. Croco® mo m. 1, rae aHTUTHNEPTEH3UBHOE JICKAPCTBEHHOE CPEACTBO MPEACTABIISET
co0OM JTM3UHOIIPUI U JIEKAPCTBEHHOE CPENICTBO, CHUKAOIEE XOJIECTEPUH, PEACTABISIET COOOi
CHMBACTaTHH.

17. Crioco® o m. 1, rie aHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO MPUCYTCTBYET B
(apmaneBTHUECKOH JIeKapCTBeHHOU (opme B amama3one oT 1 mr go 160 Mr Ha CTaHAAPTHYIO
A03y.

18. Cmoco6 mo m. 1, raoe JekapCTBEHHOE CPEACTBO, CHIDKAKOIIEE XOJECTePUH,
MPUCYTCTBYET B (hapMalleBTHUECKOH JiekapcTBeHHOU Gopme B auanazone oT 1 mr go 160 mr Ha
CTaHIAPTHYIO 103Y.

19. Cnocob6 mo mn. 1, roe ¢apmaneBTHUecKas JeKapcTBeHHass (popma JOMOJHUTEIBHO
BKJIFOYAET ACMHUPUH C SHTEPOCOMOOMIBHBIM TIOKPBITHEM WM HHTHOUTOP TPOMOOLIMTOB C
SHTEPOCOOOMIbHBIM TTOKPBITHEM.

20. Cnocob mo . 19, rne UHruOUTOP TPOMOOLIUTOB € HSHTEPOCONFOOUIIBHBIM TOKPBITHEM
BbIOpPAaH M3 TPYMIbL, COCTOSMICH U3 KIOMHIOTPENsl, TUKArPeIopa, Mpacyrpessi, TUIHPUAAMOIa,
TUKJIOIUIUHA, 3NTHUdaTHIA U X KOMOWHALINH.

21. Cnocob mo 1. 19, rae acnupuH ¢ SHTEPOCONOOMIBHBIM MTOKPBITHEM HIJIH HHTHOUTOD
TPOMOOIIUTOB C SHTEPOCOTIOOUIBHBIM MMOKPBITHEM HAXOIUTCS B KOHLIEHTPAIMH OT 25 Mr 110 325
MT Ha CTaHJAPTHYIO J03Y.

22. Cnocob mo m. 19, rae acmupuH C 3HTEPOCOTIOOMIIBHBIM MOKPBITHEM HAXOIHUTCS B
KOHLIEHTpauuu 81 Mr Ha CTaHIAPTHYIO 103Y.

23. Cnoco0 mo 1. 1, rae apmaneBTHUECKas JIEKapCTBEHHAs (opMa MpencTaBiseT coOoi
Karcyy.

24. Cnocob mo m. 23, raoe dapmaneBTHUecKas JieKapcTBeHHast (popma TOMOJHUTEIBHO
BKJIFOYAaeT TaOJeTKU AacnupuHa C HHTEPOCOMIOOMIBHBIM TOKPBITHEM WM HMHIHOUTOD

TPOMOOIIUTOB C HSHTEPOCOTFOOMIBHBIM OKPBITHEM, 3aKIIOUEHHBIE B KaICyJy.
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25. Cnoco0 mo 1. 1, rae apmareBTHUECKas JIEKapCTBEHHAs (opMa MpencTaBiseT coOoi
TabNEeTKYy.

26. Cnoco0b mo m. 25, rae Tabnerka BKIIOYAET SIAPO M BHEIIHUN CJIOW ¢ HEMEIJIEHHBIM
BBICBOOOXKIIEHHEM, TAe sApo TabJeTKu mpencraBiser coO0i aCImUpHUH C SHTEPOCOMOOMIBHBIM
NOKPBITHEM W BHEIIHUH CJIOW C HEMEIJIEHHBIM BBICBOOOXIEHHEM COCTOUT U3 OTHENIbHBIX
IPaHyJ, COAEpXKAIlMX AaHTUTHIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO, JIEKAPCTBEHHOE
CPEIICTBO, CHIDKAIOLIEE XOJNECTEPUH, WM KOMOWHALIMIO aHTHUTHIIEPTEH3MBHOTO JIEKAPCTBEHHOTO
CPEACTBa U JISKAPCTBEHHOT'O CPENCTBA, CHUYKAIOLIETO XOIEeCTEPHH.

27. Cnocob mo m. 25, rae TabjeTka BKIIOYAET SIAPO M BHEIIHUN CJIOW ¢ HEMEJIEHHBIM
BBICBOOOXKIEHHEM, Ine SApO TaONeTKH MpeAcTaBisieT CO0OW WHTHOMTOpP TPOMOOLIUTOB C
SHTEPOCONIOOMIBHBIM MMOKPHITHEM M BHEIIHHI CJION C HEMEIJIEHHbIM BbICBOOOKICHHEM COCTOUT
U3 OTAENbHBIX TpaHyJ, COIEpPIKAIIUX aHTUIMIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO,
JIEKapCTBEHHOE CPENCTBO, CHMIKAIOLIEE XOJEeCTePHH, MM KOMOWHALMIO aHTHTHIIEPTEH3MBHOTO
JIEKapCTBEHHOTO CPENICTBA U JIEKAPCTBEHHOI'O CPECTBA, CHIDKAIOIIETO XOIECTEPHH.

28. Cmocod mo m. 1

bapmaneBTHUECKON JIEKapCTBEHHOU ¢dopmbl UHAUBULY, HY KJAI0LIEMYCsl B

, JIOTIOJIHUTEJbHO BKJIIOYAIOIIMN BBEICHUE pa30BOM J103BI
AHTUTUNIEPTEH3UBHOM JIGKAPCTBEHHOM CPEICTBE U JICKAPCTBEHHOM CPEACTBE, CHIDKAIOIIEM
XOJIECTEpUH, OJIUH pa3 B 24-4acoOBO MepUo.

29. Cnoco0, BKIIFOYAKOLIHIA:

CMEIINBAHNE JIEKAPCTBEHHOI'O CPENCTBA, CHUKAIOLIETO XOJECTEPHH, B TIEPBOM PacTBOPE
IUTSI TPAHYJIUPOBAHUS, BKJIFOYAIOIIEM KOHCEPBAHT, ¢ 0Opa3sOBaHHEM IMEPBOH IpaHyJIUPOBAHHON
cMecH;

CMEIIMBAHWE AHTUTUIIEPTEH3UBHOIO CPEACTBA CO  BTOPBIM  PacTBOPOM IS
rpaHyJIMPOBAHUsS, BKJIIOYAIOIIMM CBsI3yloInee, ¢ oOpa3oBaHMEM BTOPOH TIpaHyJIUPOBAHHOMN
cMecH;

CMELIMBAHUE TEPBOH W BTOPOH TPaHYJIMPOBAHHBIX CMecel BMecTe ¢ OoOpa3oBaHHUEM
TpeTbel TPaHyJUPOBAHHON CMECH, Tle CMEIIMBAHHUE JIEKAPCTBEHHOTO CPEICTBA, CHIDKAIOIIETO
XOJIECTEPUH, U aHTUTHIIEPTEH3UBHOTO JIEKAPCTBEHHOI'O CPENCTBA B TPETbel IpaHyJIMPOBAHHOMN
CMECH VYBEIIMYMBAET PAaCTBOPUMOCTb B BOJAE JIEKAPCTBEHHOTO CPEACTBA, CHIDKAOIIETO
XOJIECTEpPUH;

CYLIKy TpeThell TPaHyJUPOBAHHOW CMECH ¢ OOpa3OBaHUEM OTAENbHBIX TPaHyNd, TIe
Ka)kaasi U3 OTAENbHBIX I'PaHyJ BKJIIOUAET JIEKAPCTBEHHOE CPEACTBO, CHIKAIOLIEE XOJECTEPHH,
AHTUTUTIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO WJIM KOMOWHAIMIO JIEKAPCTBEHHOTO CPEICTBA,
CHIDKAIOLLETO XOJIECTEPUH, U aHTUTUMIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPEACTBA; U

¢dopMupoBanre (papMaLeBTHUECKON JIEKAPCTBEHHOH (hOPMBI, BKIIFOUAIOMIEH OTHENbHbIC
IPaHYJIbL.

30. Crocob mo m. 29, rne KOHCepBaHT BbIOpAaH M3 TPYIIIBL, COCTOsIEN n3 mapaOeHoB,
KHCJIOT W WX COJIEH, YeTBEPTUYHBIX AMMOHHEBBIX COCIUHEHHH, CHHUPTOB, OWIyaHUIUHOB,
¢beHosoB, PeHOTBHBIX AHTUOKCHUIAHTOB U UX KOMOMHALINH.

31. Cnoco0 mo m. 29, rne KOHCePBAHT CONMOOMIM3MPOBAH B JKUAKOCTH, BBIOPAHHOH U3
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TPYIIBL, COCTOSIIIEN M3 BOJBL, 3TAHOJIA, H30MPOIAHOJA U X KOMOWHAIUH.

32. Cnoco6 mo m 29, rae mnepBeIi pacTBOpP AN TPAHYJIMPOBAHUS BKIFOUAET
OyTunupoBaHHbIN ruapokcuannzon (BHA), comoOunnsnpoBaHHbIi B 3TaHOIE.

33. Cnmocob mo m. 29, rae cBsizyrolee BRIOPAHO U3 TPYIIIBI, COCTOSIIEH U3 CaXapuioB.,
NIOJICAaXapUIOB U MPOU3BOMHBIX, CAXAPHBIX CIIUPTOB, OEJIKOB, CHHTETUYECKUX MOJIUMEPOB U HUX
KOMOMHALHH.

34. Criocob mo 1. 29, rae cesizyromiee COMOOUIM3UPOBAHO B KUIKOCTH, BBIOPAHHON U3
TPYIIBI, COCTOSIIIEN U3 BOJBL, STAHOJIA, U30MPONAHOA U UX KOMOWHAIIUN.

35. Cmoco6 mo m. 29, roe BTOpPOH pacTBOp JUIS TPAHYJHUPOBAHUS BKIFOYAET
nojuBuHUIIHPposuaoH (I1BIT), comoOnmmu3npoBaHHbIil B BOE U paCTBOPE 3TAHOJIA.

36. Cnocob no m. 29, rae mepBblil pacTBOpP I FPAHYJIMPOBAHUS, BTOPOH PACTBOP MJIS
rpaHyJIUpOBaHUsT M (apMaleBTHUECKasl JIeKapCTBEHHass (opMa HE COAepXKaT JIMMOHHOM
KHCJIOTBHI.

37. Crocob mo m. 29, rae aHTHTUIePTeH3UBHOE JIGKAPCTBEHHOE CPENCTBO BBIOPAHO U3
TPYIIBL, COCTOSAIIEH W3 MHIHOMTOPOB aHTHOTEH3HMHIpeBpamaromero ¢epmenta (AIID),
UHTUOUTOPOB PELIETITOPOB AHTMOTEH3WHA U OeTa-0JI0KaTOpPOB.

38. Cmoco6 mo m. 37, rne maruburtopsl AII® BeIOpaHBI M3 TPYIIBL, COCTOSINEH H3
OeHaserpuia, KanToONpwia, OSHajanpuia, (O3UHONPUIA, JIM3UHONPUIA, MOIKCHIIPHUIIA,
NEePUHIONPIIIA, XUHATIPIIIA, PAMUIIPHJIA, TPAHAONANIPHIIA U UX KOMOWHAIIHH.

39. Cnocob no . 37, rae MHrHOUTOPBI pelienTopa aHTMOTeH3MHA BBIOPAHbI U3 TPYIIIEL,
COCTOsALIIEM W3 a3WicapTaHa, KaHIecapTaHa, »JIpocapTaHa, wupdOecapraHa, TEJIMHCAPTaHA,
BaJICapTaHa, JO3apTaHa, OJIMecapTaHa. SHTPECTO, OMBAJICOHA M UX KOMOUHAIIHMH.

40. Cnmoco6 mo mn. 37, roe Oera-Onokarop BBIOpaH M3 TPYIIBL, COCTOSIEH U3
Oerakcosyionia, MUHAONONA, auedyTOJ0Ja, aTeHoNoNa, Oucomnposona ¢ymapara, KapBeauiona,
3CMOJI0Ja, TabeTasona, MeTOPOJIoa, Hal0I01a, HEOMBOJIONA U UX KOMOMHALHIA.

41. Crnocod mo m. 29, rme JeKapCTBEHHOE CPEACTBO, CHIDKAIOILIEE XOJECTEPHH,
npeAcTaBsier coOOM CTaTWUH, BBIOPAHHBIA W3 TPYMINbL, COCTOSIIEH M3 AaTOPBACTATHHA,
¢yBacTaTHHA, JIOBACTATHUHA, MMPABACTATHHA, MUTABACTATHHA, CHMBACTATHHA, PO3yBacTaTHHA U
WX KOMOWHALIHIA.

42. Cnocob 1o m. 29, rue ekapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPHH, BHIOPAHO
U3 TPYIIIBL, COCTOSAIEH M3 33eTuMHOa, rempuoOposuia, anbTokopa, HeHohuOpoBOH KHUCIOTHI,
sM(pudpo3mIIa, JOMUTANMUAA U UX KOMOMHALIUH.

43. Cniocob mo 1. 29, rne aHTUTUNIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO MPEACTABISET
coboii narnouTop AII® u NeKapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPHH, MPENCTABIISET
co0oii cTaTuH.

44. Cniocob mo 1. 29, rie aHTUTUINIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO MPEACTABISET
co0OM JTM3UHOIIPUI U JIEKAPCTBEHHOE CPEACTBO, CHIKAOIEE XOJIECTEPUH, PEACTABISIET COO0M
CHMBACTaTHH.

45. Cniocob no 1. 29, rae aHTUrUNepTeH3UBHOE JIEKAPCTBEHHOE CPEACTBO MPUCYTCTBYET

B (papmaneBTUYECKOI JeKapCTBEHHON popMe B auana3zone or 1 mMr no 160 Mr Ha cTaHAAPTHYIO
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103y.

46. Cnocod mo m. 29, rme JEeKapCTBEHHOE CPEACTBO, CHIDKAIOLIEE XOJECTePHUH,
MPUCYTCTBYET B (hapMalleBTHUECKOH JiekapcTBeHHON popme B nmuana3zoHe ot 1 mr go 160 mr Ha
CTaHIAPTHYIO J103Y.

47. Cnocob mo m. 29, rue ¢apMaieBTHYecKas JieKapCTBEHHass (opMa TOMOIHUTEHEHO
BKJIIOYAET ACMUPUH C OSHTEPOCOMIOOMJIBHBIM TOKPBITHEM WM HMHIUOUTOP TPOMOOLIMTOB C
HHTEPOCONIOOMIIBHBIM TTOKPBITHEM.

48. Criocob mo 1. 47, rne UHrHOUTOP TPOMOOLIUTOB C SHTEPOCONOOMIBHBIM MTOKPBITHEM
BbIOpPAH M3 TPYMIbL, COCTOSIICH M3 KJIOMHIOTPENs, TUKArPENIopa, Mpacyrpessi, TUIHPUIaMOIa,
TUKJIOIUITUHA, 3NTHUOATHIA U X KOMOMHALIUH.

49. Cniocob no 1. 47, rae acCupuH € SHTEPOCONMOOMIBHBIM TTOKPBITHEM HIJIH UHTHOUTOP
TPOMOOIIUTOB C SHTEPOCOTIOOUIIBHBIM MMOKPBHITHEM HAXOIUTCS B KOHLIEHTPAIMH OT 25 Mr 110 325
MT Ha CTaHJAPTHYIO J03Y.

50. Cnocob mo m. 47, rae acmupuH C 3HTEPOCOTIOOUIIBHBIM MOKPBITHEM HAXOIHUTCS B
KOHLIEHTpauuu 81 Mr Ha CTaHIAPTHYIO 03Y.

51. Cnocob mo m. 29, rme dapmaneBTHUECKas JeKapCTBEHHass (opMa NpEeACTaBisieT
co0oli karncyy.

52. Cmocob mo n. 51, rne dapmareBTryueckas JieKapcTBeHHas (opMa JOTMOTHUTEIBHO
BKJIFOYAae€T TaOJNETKU AacnupuHa C HHTEPOCOJIOOMIBHBIM TOKPBITHEM WM HMHTHOUTOD
TPOMOOIIUTOB C SHTEPOCOFOOMIIBHBIM IMOKPBITHEM, 3aKIIOUEHHBIE B KAIICYJTy.

53. Cnocob mo m. 29, rae dapmaieBTHUeCKas JieKapCTBEHHass (opMa NpeACTaBisieT
co0oli Ta0eTKy.

54. Cnocob no m. 53, rae Tabnerka BKJIIOYAET SAPO M BHEIIHHUI CJIOW C HEMEIJICHHBIM
BBICBOOOXKIEHNEM, TAe sipo TaOJeTKH MpeAcTaBysieT cOOOH acIUpUH C SHTEPOCONOOUIBHBIM
NOKPBITHEM W BHEIIHUH CJIOH C HEMEIJIEHHBIM BBICBOOOXIEHHEM COCTOUT U3 OTHENIbHBIX
TpaHyJs, COIEepXKAIIUX AHTHTUIEPTEH3HUBHOE JIEKAPCTBEHHOE CPEICTBO, JIEKApPCTBEHHOE
CPEACTBO, CHIDKAIOIIEE XOJECTEPUH, WM KOMOWHALIUIO aHTUTHIIEPTEH3UBHOTO JICKAPCTBEHHOTO
CPEeACTBa U JICKAPCTBEHHOT'O CPENICTBA, CHUYKAIOLIETO XOIECTEPHH.

55. Cnocob mo m. 53, rae Tabierka BKJIKOYAET SAPO U BHEIIHUH CJIOH C HEMENJICHHBIM
BBICBOOOXKICHHEM, TIZe SApPO TaOJNEeTKH MpPeACTaBisieT COO0OW WHTHOMTOpP TPOMOOLIUTOB C
SHTEPOCOIIOOMIIBHBIM MOKPBITUEM H BHEIITHUH CJION C HEMEIJIEHHBIM BBICBOOOKIAEHUEM COCTOHT
U3 OTHENbHBIX TPaHyJ, COAEPKAIIMX aHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO,
JIEKapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTePHH, MM KOMOMHALMIO aHTHTHIEPTEH3UBHOTO
JIEKaApCTBEHHOTO CPEICTBA U JIEKAPCTBEHHOT'O CPENCTBA, CHIKAIOIIETO XOJIECTEPHH.

56. Crmocob6 mo m. 29, NONOJHWUTENBbHO BKJIOUYAOLIMHA BBEACHHUE PAa30BOH J0O3bI
dapmaneBTHUECKON JIEKapCTBEHHOM ¢dbopmbl WHIIUBUAY, HYKIQFO LIEMY CsI B
AHTUTHIIEPTEH3UBHOM JIEKAPCTBEHHOM CPEICTBE M JIGKAPCTBEHHOM CPEICTBE, CHIDKAOLIEM
XOJIECTEPUH, OAUH Pa3 B 24-4acOBOM NEPUOA.

57. Cioco0, BKJIFOYAFO LIHIA:

CMCHINBAHUE JICKAPCTBCHHOI'O CPCACTBA, CHUKAIOLICTO XOJICCTEPHUH, B IIEPBOM PACTBOPE
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IUI TPaHYJUPOBAHMS, BKJIIOYAIOIIEM KOHCEPBAHT, ¢ 0Opa3oBaHMEM NEPBOH I'PaHYJINPOBAHHON
cMecH;

no0aBiieHHE T'PaHYJUPOBAHHOTO AHTUTHMIIEPTEH3UBHOIO JIEKAPCTBEHHOI'O CPENCTBA K
NepBOil rPaHyIMPOBAHHON CMecH ¢ 00pa30BaHUEM BTOPOH IPaHyJIMPOBAHHON CMECH;

nobaBJieHHEe BTOPOTO PAcTBOPA Uil I'PAHYJIMPOBAHUS, BKJIIOUAIOLIErO CBS3YIOIIEE, KO
BTOPOIl TI'PaHYJUPOBAHHOH cMecH C OOpa3oBaHHEM TPETbeHl TIpaHyJIUPOBAHHONH CMeCH, I7ie
CMeLINBaHNEe JIEKAPCTBEHHOI'O CPEACTBA, CHUXKAIOLIErO0 XOJECTePUH, U AHTUTUIEPTEH3UBHOI'O
JIEKAPCTBEHHOTO CPENCTBA B TPEThEH I'PaHYJIMPOBAHHOW CMECH YBEJIUYHBAET PACTBOPUMOCTH B
BOJIE JIEKAPCTBEHHOT'O CPEICTBA, CHUKAIOIIETO XOJIECTEPHH;

CYLIKy BTOPOW TPaHyJMPOBAHHOW CMeCH C OOpa3OBaHMEM OTHAEJbHBIX TpaHyJ, I7Ie
KaX1asi U3 OTAENbHBIX T'PaHYJI BKJIIOYAET JIEKAPCTBEHHOE CPEICTBO, CHIKAIOINEE XOJECTEPUH,
AHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO WJIM KOMOWHAIMIO JIEKAPCTBEHHOTO CPEACTBA,
CHIDKAFOIIETO XOJIECTEPUH, U AHTUTHIIEPTEH3UBHOTO JIEKAPCTBEHHOT'O CPEACTBA; U

dbopMupoBanue (papMaleBTHUECKON JIEKAPCTBEHHON (hOPMBI, BKIIFOUAIOMIEH OTHENbHbIC
IpaHyJIbL.

58. Cmocob mo m. 57, rme KOHCepBAaHT BbIOpPAaH M3 TPYIIIBL, COCTOSINEN M3 mapaOeHoB,
KHCJIOT M HX COJIeH, YeTBEPTHYHBIX AMMOHHEBBIX COEIWHEHHH, CHUPTOB, OWUTyaHWUIMHOB,
(b eHooB, PeHOTPHBIX AHTUOKCUIAHTOB U HX KOMOHMHALINH.

59. Cnoco0 mo m. 57, rae KOHCepBAHT CONMOOMIM3MPOBAH B JKUAKOCTH, BBIOPAHHOH U3
TPYIIIBL, COCTOSIIIEH U3 BOJBL, 3TAHOJIA, H30MPOINAHOJIA U X KOMOMHAINH.

60. Cnoco6 mo mn. 57, rae mnepBeIii pacTBOpP AN TPAHYJIMPOBAHUS BKIFOUAET
OyTunupoBaHHbI rugpokcuannzoi (BHA), comoOunnsnpoBaHHbIi B 3TaHOIE.

61. Cnocob no n. 57, rae cBsA3yolee BHIOPAHO W3 IPYIIBI, COCTOSIIECH U3 CaxapuIOB,
HOJIMCAXapUIOB ¥ MPOU3BOIHBIX, CAXAPHBIX CIIMPTOB, OEJIKOB, CHHTETUYECKUX MOJUMEPOB U UX
KOMOMHALHH.

62. Cniocob mo m. 57, rae CBsI3yrolnee COMOOMIM3UPOBAHO B KUIKOCTH, BHIOPAHHOH U3
TPYIIBI, COCTOSIIIEN M3 BOJBL, TAHOJIA, U30MPONAHOJA U X KOMOWHAIIUH.

63. Cmocod mo m. 57, roe BTOPOH pacTBOp [UI TPAHYJIUPOBAHUS BKIFOUAET
nojuBuHUIIHPposuacH (I1BIT), comoOnmmu3npoBaHHbIi B BOE U paCTBOPE 3TAHOJIA.

64. Cnocob no m. 57, rae mepBblil pacTBOpP [UIA FPAHYJIMPOBAHUS, BTOPOH PaCTBOP MAJIS
rpaHyJUpOBaHUsT M (apMaleBTHUECKasl JIeKapCTBEHHass (opMa HE CoAepKaT JIMMOHHOM
KHUCJIOTHI.

65. Crocob mo m. 57, rae aHTUrUNepTeH3UBHOE JIEKAPCTBEHHOE CPEICTBO BHIOPAHO U3
IPYIIBL, COCTOSAILIEH W3 MHIHMOMTOPOB aHTHOTEH3HMHIpeBpamaromero ¢epmenta (AIID),
UHTUOUTOPOB PELIENITOPOB AHTMOTEH3WHA U OeTa-0JI0KaTOpPOB.

66. Cnoco6 mo m. 65, rne maruOuTopsl AII® BBIOpaHBI M3 TPYIIBL, COCTOSINEH H3
OeHaserpuia, KanTONpWia, OSHalanpuia, (PO3MHONPWIA, JHU3UHONPUIA, MOIKCHUIIPHUIIA,
NEePUHIONPIIIA, XUHATIPIIIA, PAMUIIPHIIA, TPAHAONANIPHUIIA U UX KOMOWHALIHH.

67. Cniocob o 1. 65, rae MHrHOUTOPBI pelenTopa aHrMOTeH3MHA BBIOPAaHbI U3 TPYIIIEL,

coCTOsIel W3 aswicapTaHa, KaHIecapTaHa, »mpocapraHa, upOecapraHa, TeJIMHCApTaHa,
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BaJICApTaHa, JO3apTaHa, OJIMecapTaHa. SHTPECTO, OMBAJICOHA M UX KOMOWHAIIHH.

68. Cnocod mo m. 65, roe Oera-OnokaTop BBIOPAaH W3 TPYMIBL COCTOSINEH U3
Oerakcosioyia, MUHIOJIONA, aeOyToJoa, areHosona, Ouconpojoia ¢gymapara, KapBeIwioia,
3CMOJIONA, JIabeTaoia, METOIPOJIOa, HaA0J0J1a, HEOUBOJIONA U X KOMOMHALIHA.

69. Cnmoco®6 mo m. 57, rae JeKapCTBEHHOE CPEICTBO, CHIDKAIOINEE XOJIECTEPHH,
npencTaBisieT COOOH CTaTHH, BBIOPAHHBIM W3 TPYIIBI, COCTOSIIIEH W3 aTOPBACTATHHA,
¢nyBacTaTuHa, JOBACTaTHHA, NPABACTATHHA, NUTABACTATHHA, CUMBACTaTHHA, PO3yBacCTATUHA U
WX KOMOWHALIMIA.

70. Cniocob mo 1. 57, riue JeKapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJIECTEPHH, BBIOPAHO
U3 TPYIIBL, COCTOSALIEH M3 d3eTuMuOa, rempuoOposuia, anbTokopa, HeHohuOpOBOH KUCIOTHI,
sM(puOpO3IIa, JOMUTANUAA U UX KOMOMHALIUH.

71. Cniocob mo 1. 57, rie aHTUTUIEPTEH3UBHOE JIEKAPCTBEHHOE CPENCTBO MPEACTABIISET
coboii marnouTop AII® M JeKapCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPHH, MPENCTABIISET
co0oii cTaTuH.

72. Cniocob mo 1. 57, rie aHTUTUINIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO MPEACTABISIET
co0OM JTU3UHOIIPUI U JIEKAPCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTEPUH, MPENCTABISIET COO0H
CHMBACTaTHH.

73. Cniocob mo 1. 57, rae aHTHUrUIepTeH3UBHOE JIEKAPCTBEHHOE CPEACTBO MPHUCYTCTBYET
B (papmManeBTUYECKO JeKapCTBEHHOH (opMe B anana3zone ot 1 mr 1o 160 Mr Ha cTaHAAPTHYIO
A03y.

74. Cnocod mo m. 57, rme JeKapCTBEHHOE CPEACTBO, CHIDKAIOLIEE XOJECTePHUH,
MPHUCYTCTBYET B (hapMaLleBTHUECKOH JiekapcTBeHHON popme B nmuamaszoHe ot 1 mr go 160 mr Ha
CTaHIAPTHYIO 103Y.

75. Cnocob mo m. 57, rue nekapcTBeHHas: (popma AOMOJHUTEIBHO BKJIOYAET aCIHUPHUH C
SHTEPOCONIOOMIBHBIM TOKPBITHEM WJIM HMHIHOMTOP TPOMOOLIUTOB C SHTEPOCOTOOMIBHBIM
MOKPBITHEM.

76. Criocob mo 1. 75, rne UHruOUTOp TPOMOOLIUTOB C SHTEPOCONOOUIBHBIM MTOKPBITHEM
BbIOpPaH M3 TPYMIbL, COCTOSLICH U3 KJIOMHIOTPENsl, TUKArPEIopa, Mpacyrpessi, TUITHPUAAMOa,
TUKJIOIUITUHA, SNTHUOATHIA U X KOMOMHALIHIA.

77. Cniocob mo 1. 75, rae acupuH € SHTEPOCONTOOMIBHBIM TTOKPBITHEM FIIH UHTHOUTOP
TPOMOOIIUTOB C SHTEPOCOTIOOUIIBHBIM MMOKPBITHEM HAXOIUTCS] B KOHLIEHTPAIMH OT 25 Mr 110 325
MT Ha CTaHJAPTHYIO J03Y.

78. Cnocob mo m. 75, rae aclupuH C SHTEPOCOTIOOMIIBHBIM TTOKPBITHEM HAXOOUTCS B
KOHLIEHTpauuu 81 Mr Ha CTaHIAPTHYIO 103Y.

79. Cnocob mo n. 57, rae ¢apmaneBTHUECKas JIEKAPCTBEHHast (opMa MpencTaBisieT
co0oli Karncyy.

80. Crocob mo m. 79, roe dapmaneBTudeckas JeKapcTBeHHass (opma AOMOIHUTEIHHO
BKJIFOYAae€T TaOJNETKU AachupUHA C OSHTEPOCONIOOMIIBHBIM MMOKPBITUEM HJIM  HHTHOUTOP
TPOMOOILIUTOB C SHTEPOCOTFOOMIBHBIM IMTOKPBITHEM, 3aKIIOUEHHBIE B KAIICYJTy.

81. Cmocob mo m. 57, rme QapmaneBTudeckasl JeKapCTBeHHas (Gopma IMpPenCTaBIsSeT
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coboli TaleTKy.

82. Crocob mo m. 81, rae TabieTka BKJIIOYAET SAPO U BHEIIHUH CJIOH C HEMEIJICHHBIM
BBICBOOOXKIIEHHEM, I'7ie siAPO TaOJETKU MPENCTaByseT cOOON aCUpHH C SHTEPOCOTHOOMIBHBIM
NOKPBITUEM U BHELIHWH CJIOM C HEMEIUIEHHbIM BBICBOOOXKIEHHEM COCTOUT W3 OTAENbHBIX
rpaHyJs, COAEpXallUX aHTUTHUIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEACTBO, JIEKAPCTBEHHOE
CPEICTBO, CHIDKAIOLIEE XOJNECTEPUH, WM KOMOWHALIMIO aHTHTHIIEPTEH3UBHOTO JIEKAPCTBEHHOTO
CPEeACTBA U JIEKAPCTBEHHOT'O CPEJICTBA, CHIDKAIOLIETO XONEeCTEPHH.

83. Crocob mo m. 81, rae TabieTka BKJIHOYAET AP0 U BHEIIHUH CJIOH C HEMEIJICHHBIM
BBICBOOOXKICHHEM, Ine SApO TaONEeTKH MpeAcTaBisieT CO0OW WHTHOMTOpP TPOMOOLIUTOB C
HHTEPOCOIFOOMIBHBIM MOKPBITUEM H BHEIIHUH CJION ¢ HEMEIJIEHHBIM BBICBOOOKIEHUEM COCTOHT
U3 OTHENbHBIX TPaHyJ], COAEPKAIIMX AHTUTHIIEPTEH3UBHOE JIEKAPCTBEHHOE CPEICTBO,
JIEKApCTBEHHOE CPEACTBO, CHIDKAIOIIEE XOJECTePHH, MM KOMOHMHALMIO aHTHUTUIIEPTEH3UBHOTO
JIEKApCTBEHHOTO CPEICTBA U JIEKAPCTBEHHOT'O CPENCTBA, CHIKAIOIIETO XOJIECTEPHH.

84. Croco® mo m 57, NONONHUTENBPHO BKJIOUAIOIIMHA BBEICHHUE PAa30BOM JO3bI
dapmaneBTHIECKON JIEKapCTBEHHOM ¢dbopmbl WUHIUBULY, HYKJIQFO LIEMY CsI B
AHTUTHIIEPTEH3UBHOM JIEKAPCTBEHHOM CPEICTBE M JIGKAPCTBEHHOM CPEICTBE, CHIDKAIOLIEM

XOJIECTEpUH, OJIUH pa3 B 24-4acOBOH NEPUOS,.
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