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T'EJIb JAJIS1 PEKTAJILHOTO M HAPYKHOT'O IPUMEHEHHSI,
BKJIIOYATOIINIT HUGETATINH U JIUJOKAWHA THAPOXJIOPH
(BAPHAHTBI), CIIOCOB ET'O TOJIVUEHHUS (BAPHAHTEI) 1 IPUMEHEHUE

Hzo0pererns oTHOCATCS K 00acTH (papManeBTUKY, a IMEHHO K (papMarieBTHYECKIM
KOMIIO3ULIUSIM, COCTABIISIFOIIIMM OCHOBY TeJIel JUIsl pEKTAIbHOTO M HAPY>KHOTO TIPUMEHEHHS,
a TakXke K crocobaM IMojyueHHs! YKa3aHHbBIX rejel, MpeaHa3sHauYeHHbBIX ISl UCTIONb30BaHUS
NP JIEYEHU U TeMOPPOS M aHAJBHBIX TPEIIUH, OCHOBHBIMH ACHCTBYIOIIMMHU BEIECTBAMH, HC-
MIOJIb3YEMBIMHU B MPEIIaraéMbIX H300PETEHUSX, ABJSIFOTCS HU(DEIUITUH U JINIOKAaNHA THIPO-

XJIOPULL.

OnHUM U3 aKTyaJbHBbIX HampaBiIeHUH (apMalleBTHKH SBJISETCS CO3JAHHE HOBBIX Jie-
KapCTBEHHBIX (POPM /ISl PEKTAIBHOTO U HAPY)KHOTO MIPUMEHEHHSI, B TOM YHCJIE, JICKAPCTBEH-
HBIX (DOPM Ha KUPOBOW OCHOBE, HaNpUMep, resiel, Masel, SMyJIbCHHA.

U3BecTHBI, JIeKapCTBEHHBIEC CPEICTBA, MIPECTABICHHBIE B (popMe Maszel Wiu SMYJIbCHN
JUIsl HAPY>KHOTO MPUMEHEHHs ¢ HCIIOJIb30BAHUEM >KMPOBOM OCHOBBI, B TOM YHUCJIE, COAEpKa-
e audenunu [1-3].

Hccnenosanus B 3TOM HaIpaBJI€HUU NPOAOCJDKAKOTCA U B HacTosiee Bpems. Tak, me-
XaHU3M JEHCTBHUS HU(ETUITNHA MTO3BOJIIET YCIEIIHO UCTIONb30BaTh €ro MPH Pa3INyHbIX 3a-
0oJeBaHUsAX, TPEOYIOLINX COCYAOPACLINPSIONIETO NEHCTBHSA, B TOM YHCJIE, B IPOKTOJIOTHH [4,
5]

Hudenunun, sBnsisck OJOKaTOPOM KaJNbLMEBBIX KAHAJIOB, MPEAOTBPAIIAET TPAHCIIOPT
HMOHOB KaJIbIIUs BHYTPB KJIETOK U TEM CAMbIM YMEHBIIIAET TOHYC aHaJbHOTO cuHkTepa. CHU-
JKEHHE CTIACTHYHOCTH aHAJIBHOTO CUHKTEpA SBISIETCS OCHOBHBIM CIIOCOOOM CHIDKEHHS 00-
JIEBBIX OINYLIEHUH y MallMeHTOB C FeMOPPOEM U aHaNIbHON TpellnHoil [6]. ®apmakonoruye-
CKasl aKTUBHOCTb HU(EAUITHHA TaK)Ke OOYCIIOBINBAET YMEHbIIEHHE HHTEHCUBHOCTH BOCIIA-
JUTETBHON peakuuu [7], okaspiBaeT MOAYIUPYHOLUH 3QdekT Ha MUKPOLUPKYIALuIO 8],
IpefOTBpAaIIaeT pa3BUTHE AePEKTOB CINU3UCTON 000IOUKN aHAIBHOTO KaHama [9].

[IpenmymecTBOM JIEKapCTBEHHBIX (POPM, TPENCTABICHHBIX B BUIE TeJIe, Masel, cyc-
NEeH3UH SBISIETCS MX MPOJIOHMMPOBAHHOE ACHCTBHE, HAJIWYHE YBJIAXKHsIOMmEro 3¢gdexra u

YI[O6CTBO NMPUMEHCHUA. HpI/I OTOM I'€JIM, Ionagas Ha KOXY, B OTJIUYHE OT MaSGI\/'I, JIETKO CMBbI-
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BAIOTCSI BOJIOH, UTO MO3BOJIIECT MPEANIOYECTDb Iellb MPH BIOOPE BUAA JIEKAPCTBEHHOTO Cpel-
CTBa B aHHOM ciy4ae [10].

U3 ypoBHs TexHuku [11] usBecTHa JexkapcTBeHHAss KOMIIO3ULUSA JJIs JIEUEHMs] aHAJb-
HBIX TPELINH, BKIFOYAIOIIasi OCHOBY, Npenapar, CHHKAIOLUIUI Cra3Mbl TJIAAKONW MBIIEYHON
MYCKYJIaTypbl, JUJOKAHH, B KAYECTBE OCHOBBI COEPKUT aKBAKOMILIEKC TIHIIEPOCOJIbBATA
TUTAHA, a B KAYECTBE MpernapaTa, CHHKAIOLIETO CMa3Mbl IJ1aJKOH MBIIIEYHOH MYyCKYJIaTypHl,
— HU(ETUNUH WM HUTPOTJIHMLEPHH, NPUYEM KOMIIOHEHTHI B KOMITO3ULIMH CONEPKATCS B
OTIpeIIeICHHOM COOTHOIIIEHUH B rpammax. Mzobperenue odecnieunBaer 3pdexTuBHOE eye-
HHUE NP CHIDKEHUHM KOHIIEHTPALUHU NEHCTBYIOIIUX BEILIECTB, CHIDKEHHE MOOOYHBIX 3 dek-
TOB, YMEHBIIEHNE CPOKOB JICUSHHSI.

Kak m3BeCTHO, MPUYNHON aHATBHON TPEIUHBI SBISIETCS TOBPEXKIECHNE CTEHKH aHAJb-
HOTO KaHalla, B TOM YHCJIe, TIPU 3aI0pax, MO3TOMY OOBIMHO AJISt MPOMUIAKTUKH U JICUSHHS
NPUMEHSIOT, KaK MPaBUJIO, CIA0UTENbHBIE MPEnapaThl, a TAKXKe Ma3b HUTPOTJIULEPUHOBYIO
0,2%, KOTOpasi B HACTOSIIEE BPEMsI CUMTAETCS OJHUM M3 BKHBIX KOMIIOHEHTOB KOHCEpBa-
THUBHOTO JICUEHHsI aHAJIbHON TPEIIUHBI, IOCKOJbKY HUTPOTJIMLEPHH pacciabiisier MyCcKyJia-
TYPY aHAJBHOTO C(HUHKTEPA, CHUMASL €Tr0 CIa3M, KOTOPBIH SBISETCS OOHUM M3 NATOT€HETH-
4eCKHX (PaKTOPOB PAa3BUTHSA TPEILIHMHBI, TAK KAK OH MPUBOJIUT K HIIEMHH, TO €CTh, K HapyIIe-
HUIO NPpUTOKA KpoBH. OHAKO MPU MCTIOIb30BAHUH HUTPOTIHLEPHHOBOH Ma3H HEOOXOANMO
NPUMEHSTh HEOOJNBbIIOE €€ KOJMYECTBO, TAK KaK B OOJBIINX 103aX OHA MOJKET BCOCATHCS B
CHCTEMHBIH KPOBOTOK U BBI3BATh T'OJIOBHBIE OOJIH, FOJIOBOKpY keHue [12].

H3BecTHO Takke mpuMeHEeHNe OJIOKaTOPOB KAJBLUEBBIX KAHAJIOB, B TOM YHCJIE, HAIIPH-
Mep, Hu(eAUnrHa, AUITHA3EMa HITH JPYTUX IPenapaTos, KOTOPbIE MPUMEHSFOTCS B JICUEHUU
3a0osieBaHU cepaLa, U B TIOCIIEAHEE BPeMsl HALIUTA CBOE NMPHUMEHEHHUE B JICUCHUH aHAJIbHON
TPELIUHBI, MPUHLINI IeHCTBHSI KOTOPBIX TAKOH e, KaK U Y HUTPOTJIULEPUHOBON Ma3n — OHU
CHUMAIOT Clia3M aHaJIbHOTO cuHKkTepa [12].

ITpu ucrnonp30BaHUU HUGPETUTTHHA B COCTABE I'elisl ISl PEKTAIBHOTO U HAPY>KHOTO PH-
MEHEeHUsI HeOOXOAMMO YUYHTBIBATh TOT (AKT, YTO BBUAY THAPOPOOHOCTH TAKOTO aKTUBHOTO
BEIIECTBA, KaK HU(EAHNIHH, co31aHne (papMaeBTHIECKUX KOMIIO3ULINH HU(EAUNNHA B BOA-
HOM cpezie, B TOM YHuCIie, rejel, UMeeT HEeKOTOpble 0COOEHHOCTH, BbI3BAHHBIE PACTBOPEHUEM
HU(ETUNIHA B BOJHON cpene.

IIpu 3TOM U3 YPOBHS TEXHUKU M3BECTEH CIIOCOO PACTBOPEHHUU HU(EIUITNHA B BOJHOM

cpene u (papmaneBTUYECKass KOMITO3ULMS, CONeprKamas pacTBOp HU(EIUNUHA B BOAHOH



cpene [13], ykazaHHBIN CIOCOO BKJIIOYAET MPUTOTOBJIEHHE BOJHOTO PACTBOPA, COAEPIKAIIETO
Hudeaunuy, nojokcamep 407, makporon 400, nonokcamep 188 mpu remneparype 20-37°C,
KOTOPBII 0OecreunBaeT pacTBOpeHrne HueaunuHa 10 KOHIEeHTpauuu nopsiaka 0,8-4,0 mr/r.

VYkazanubie B [13] cmocob 1 cocTaB COOTBETCTBYIOIIEH (hapMaLeBTHUECKON KOMIIO3H-
[ ObUTH B3SITHI 332 OCHOBY JUIS pa3pa0OTKH Pa3IMYHBIX BAPUAHTOB CIIOCO0A MOTyUESHHS TeJIst
U Pa3NIMYHBIX BAPHAHTOB CAMOTO T'eJisl, BKIFOYAOLIET0, B KAY€CTBE OCHOBHBIX JIEHCTBYIOIINX
BellecTs, HupenunuH u nmunokanHa ruppoxnopun (marent RU2641570, [14]), npenHasHa-
YEHHBIX ISl MPO(UIAKTHKH U JICUSHUH aHAJIBbHBIX TPELINH, FeMOPPOsL, sl CHUXKEeHuUs Oote-
BBIX OLIYIIEHUH, COMPOBOXKIAOIINX MOAOOHbIE 3a00IEBAHMSL.

Taxum 00pazom, crocod MPUTOTOBICHHS Iellst, BKIIOYAOIEro HU(EIUIHH, TUIOKAUH,
nosokcamep 407, makporon 400, nonokcamep 188, a Takke renb, MONTYYEHHBIN YIIOMSHYTBIM
cniocodom cornacHo nareHTy RU2641570 o COBOKYITHOCTH CYIIECTBEHHBIX MPU3HAKOB SIB-
JSFOTCSA HanboJsiee OIM3KUMHU K IPEAIaraéMbIM B HACTOSIIIEM H300PETEHUH I'eli0 U Croco0y
€ro MOJIyYeHHsI, U MOTYT OBITh BBIOPAHBI B KAYECTBE IPOTOTHIIA.

K HemocTaTkaM MpoOTOTHIIA MOKHO OTHECTH:

- CJIOKHOCTB U MCIIOJIb30BAHUE B CIIOCOOE MPUTOTOBIICHHS T'elist OOJBIIOTO KOJINYECTBA
SKCLUTHEHTOB,

- CPaBHUTEJBHO HEBBICOKYIO CTAOMIBHOCTH KOMIIO3UIIUH AK€ C YUETOM HAJH4HUs B
KOMIIO3ULIUH 3arycTutenei u/mimu crabunmsaropos, Takux kak Cekol 2000 T wnm KapGamon
Yaerpes 10).

JanpHelmue KIMHUYECKUE UCITBITAHMS TIOKA3aJd, YTO MOYKHO JOCTHYB TepaneBTHYE-
CKHUX PEe3yJIbTATOB, UCTIONB3YsI U IPyTrHe rejaeo0pasyoiye BCIIOMOraTelbHbIE BEIECTBA, KaK
IO COCTaBY, TaK M MO KOJHYECTBY.

BosHukaer HeoOXOMUMOCTh CO3AaHMsI CIOCO0a U COCTaBa TpemnapaTa, KOTOpbIi odec-
nevnBai Obl yCTOWYMBOCTh JOCTHIAEMBIX CBOHCTB, MPO3PAYHOCTb, COXPAaHEHHE CTaOUIIBHO-
CTH Ha CPOK, 3aMETHO NMPEBBIIIAOIINHN 1Ba ToAa (HE MEHee TPeX JIeT), U KOTOPbIi Takke obec-
neunBa Obl CHIDKEHUE OOJIEBBIX CHMIITOMOB IPY HAJIMYHMH aHAJBHBIX TPELIUH, TEMOPPOs], 10
MIOJTHOTO MX MPEKPaIleHus], ClIOCOOCTBOBA 3KUBJICHUIO aHAJBHBIX TPEIIUH HA PAa3JINIHON
CTaguH, KymUpoBaHUe OOJIH, B TOM YHCIIE, MOCIIE TeMOPPOUIIKTOMUH, B KOTOPOM COZEpIKa-
HUE BCIIOMOTATENIbHBIX BEIIECTB, ObUTIO ObI MEHBIIUM, Y€M B TIPOTOTHIIE, a Tpedyemast Oro-

JIOCTYITHOCTB oOecreunBagachk Obl paCTBOPEHHEM IEHCTBYIOIIETO BEIIEeCTBA B BOJHON cpere.
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3amaueil HACTOAIIErO M300PETEHUS SIBJIIETCS TIOJTyUEHHE TAKOTO COCTaBa I'eisl, BKIIFO-
Yaomero HupeIunuH 1 JIMJOKanHA THAPOXJIOPH] B KAYECTBE AKTUBHBIX BEIIECTB, KaYKIbIH
BapHaHT KOTOpOro obecneunBai Obl yCTOHYMBOCTD Tele00pa3HbIX CBOWCTB, MPO3PaYHOCTB,
COXpaHeHHe CTaOUIIBHOCTH CBOHCTB OoJiee ABYX JIET, IPUMEHEHHE KOTOPOTO MO3BOJIUIO ObI
o0ecrneunTh CHIKEHNE KIMHUYECKUX CHMIITOMOB FeMOPPOsL, BIUIOTh [0 MOJHOTO MX HCKITIO-
YEeHUs1, 3AKUBJICHHE aHAJIbHBIX TPEIIHH, KyTUPOBaHUE OOJIEBOTO CHHAPOMA, B TOM YHCIIE, TI0-
CJie TEMOPPOUASIKTOMHH, B KOTOPOM COZEP’KAHHE KaK aKTHBHBIX, TAK M BCIIOMOTATEbHBIX
BEIECTB, OBUTO OBl ONTUMANIBHBIM, a TpeOyemast OMOAOCTYITHOCTh o0ecreynBanachk Obl pac-
TBOPEHHEM JEHCTBYIOIIErO BEIIeCTBA B BOJHOH cpere.

Kpowme Toro, 3amadeii HacTosIIero U300peTeHNs SBISETCA CO3AaHUE TAKOTo Criocoda
NPUTOTOBJIEHHSI T€JIsl, BKJIIOYANOIEro HU(PEIUIUH U JIMAOKAWHA THAPOXJIOPHI, B KOTOPOM
Tpedyemasi OMOIOCTYITHOCTh 00ecreYnBaiach Obl pACTBOPEHUEM JAEHCTBYIOIIETO BEIECTBA B
BOIHOU Cpefie, U KOTOPbIH obecrneunBaj Obl yCTOHYHBOCTD TefIe00pPa3HBIX CBOHCTB TOTOBOTO
resist 0e3 NCIOIb30BAHNUS 3aryCTUTENEH W/ cTabUITN3aTOPOB, U KOTOPBIN obecnieunBat Obl
MOBBIIIEHHYIO CTA0MJIBHOCTh KOMITO3UIIMH.

TexHHUECKUM pe3yJabTaTOM, Ha NOCTIKEHHE KOTOPOTO HANpaBjIeHA NaHHAs Ipyrmna
n300peTeHN, SIBJISETCSI TOBBILIEHHE YCTOMYNBOCTH U CTA0OMIIBHOCTH T'eliec00pa3HbIX CBOMCTB,
a TaKk)Ke MPO3PAYHOCTH, IIPH COXPaHEHUHN (PapMaKOJOTHIECKUX CBOMCTB Mpernapara.

3amaua peraeTcsi, a TEXHUYECKHH Pe3ysIbTaT JOCTUTAETCs CO3AaHNEM Ccriocoba mody-
YEeHHUS Telisl [UIs PEKTAIbHOTO U HAPY)KHOTO IIPUMEHEHHS], KOTOPBINA BKIIFOUAET:

(a) monyyenue BogHOTrO pacteopa 1 myrem cmemuBanus 1,0-19,0 MmaccoBbIX YacTei
nojokcamepa 407 ¢ 0,01-10,0 maccoBbiMH HacTsimu nosiokcamepa 188 u ¢ 1,0-30,0 macco-
BBIMU YaCTSIMU BOJIBI,

(6) mosyueHue BOAHOTO pacTBOpa 2 myTteM pacTBopeHus 1,5-3,2 MacCcoBBIX 4acTei
ruapoxjopuaa auaokarnHa B 1,0-30,0 MacCOBBIX HaCTSAX BOJBL,

(B) monmy4enue pactsopa 3 myrem cmermmBaaus 0,25-0,55 MaccoBbIx yacteit HUpeI-
nuHa ¢ 0,01-34,0 MacCOBBIMU YaCTAMHU HU3KOMOJIEKYJISIPHOTO MOJUATHICHTJIMKOJIS,

(T) coenuHeHNE pacTBOPa 2 C PACTBOPOM 3 C MOJYYEHHEM OJTHOPOJHOTO PacTBOPa,

(m) coenuHeHne OOBEAMHEHHOTO PACTBOPA, MOJYYEHHOTO HA MPEIbIOYIIEM 3Tare, C
pacTBOpoM 1 mpu nepeMelnnBaHuy,

(e) nobaBneHue B CMeCh, IOJYYSHHYIO Ha mipenpinyiiem stare, 0,01-0,072 MaccoBbIX



yacteil MeTmmaparuapokcndenszoata (Hunaruaa) u 0,01-0,032 MaccoBbIX YacTel MPOMHI-
naparuapokcudeH3oara (HUma3ona);

(>x) mobaBieHHE B CMeCh, IOJYYCHHYIO Ha mpeabinymem stare, 1,0-19,0 maccoBbIx
yacTtel nosokcamepa 407 u nepemMeniBaHue 10 OJHOPOAHOCTH,

(3) xoppekuo 3HaueHus pH mosydeHHOH Ha MpenpIayIneM 3Tane CMecH Mocpen-
CTBOM J00aBJICHHS BEIIECTBA, KOppeKTupyomero pH,

npUYeM KaKIblHd U3 3TarnoB (a)-(3) MpoBOIAT NPU UHTEHCHBHOM NEPEMEIINBAHNUHN HE
MEHeE 5 MUHYT 0 NOJy4YeHUs] OJHOPOIHON MacCChl,

npudeM 3tarl (a) npoBoasaT npu remnepatype 8-17°C, npu nasnenun ot 10 no 99 xlla
u 0e3 mocryna ceera, stamsl (0) u (B) mpoBoaaT npu temneparype 18-25°C; stansl (1) u (1)
MpOBOAAT Npu Temmnepartype 8-17°C;

npudeM Ha 3tarne (3) KOppeKLuro 3HadeHnst pH cMecn mpoBOIsAT 10 3HAUEHUs B MH-
Tepsaje ot 3,5 no 7,5;

npuyeM stan (€) 1oOaBIeHUs] HUMIarnHa M HUIMA30J1a MOKET OCYILIECTBISITHCS Tepes
stanom (0);

NpUYEM BSI3KOCTb IMOJIYYEHHOTO YIIOMSIHYTBIM CIOCOOOM renst HaXOAWTCS B MHTEp-

Bajie oT 3 no 75 Ila-c.

CornacHo npeAnoYTUTEIbHBIM BapHaHTaM pPeaiu3alii YKa3aHHbIH TEXHUUECKUH pe-
3yJIbTaT TAK)Ke JOCTUrAeTCs TE€M, UTO!

- Ha 3Tane (1) uan nepex stanoM (k) k cmecu nodasisirot 0,01-10,0 MaccoBBIX HacTei
HU3KOMOJIEKYJISIPHOTO MOJIUATUIICHTJINKOJIS,

- HHU3KOMOJIEKYJISIPHBIN MOJIUATHIICHTJINKOIb BEIOUPAIOT U3 MOJIHATHIIEHTITHKOIs 400
U nou3TUNIeHT Ko s 600;

- BEIIECTBO, Koppektupyromee pH, BEIOMpAOT W3 HATPHS TUAPOKCHIA M KHCIOTHI
XJIOPUCTOBOAOPOIHOM;

- o01mee BpeMsi 3TarnoB (a)-(3) MOJIydeHHs TeJisl He MpeBbIaeT 4-6 4acos,

- YIIOMSTHYTBIH CITOCO0 JOTIONHUTEIBHO BKJIFOYAET 3Tal (1) KOHTPOJIS KauecTBa MOJTy-
YEHHOI'O IeJis;

- YIOMSIHYTBIH 3Tan (M) BKIFOYAET ONpeNesIeHUe 110 MEHBIIIE MEepPe OJHOTO U3 CIIeAy-
IOIEH COBOKYITHOCTH:

® KOJMYECTBEHHOE coaep:kaHue munokanHa ruapoxnopuna 0,25-0,55% u Hude-

nunuHa 1,5-3,2%.



conepskaHue WACHTU(OUIIMPOBAHHONW MPUMECH JIMAOKAMHA HE TPEBBIIIAET
0,1%:;

conepskaHue UACHTH(PUIMPOBAHHBIX MpUMeceill HudemumuHa CyMMapHO He
npeBbiaet 2,5%;

collepsKaHue eUHUYHON HEeWACHTU()UIIMPOBAHHON MPUMECH HE TNPEBBIIIAET
0,2%;

pa3Mep 4acTHUI] KOMIIOHEHTOB MMOJTy4e€HHOTO Tefisi — He 6onee 100 MkMm,

pH B unTepsane 3,5-7,5,

BSI3KOCTB rejisi B uHTepBadse ot 3 1o 75 Ia-c,

MUKpPOOHOIOrn9YecKas YUCTOTa COrNIACHO EHCTBYIOIEMY U3AaHuI0 I ocynap-

CTBEHHOH (papMakoIen COOTBETCTBYET KaTEerOpHH HECTEPHJIbHBIX JIeKap-

CTBCHHBLIX CPCACTB.

321}:[21"121 TAKXKE pELIACTCA, a TEeXHUYESCKHI PE3YIbTAT JOCTUTACTCA CO3AAHUECM T'CIIA AJIsA

PEKTaJIbHOTO U HAPY>KHOTO MPUMEHEHHsI, 00€CIeUnBAIOLIEro MPeIOTBpaIleHIe H/HITH Jieue-

HUE aHAJIbHBIX TPCHIUH U rEeMOpPPOs U CBA3AHHBIX C HUM 3a6OJ'IeBaHI/II\/'I, CHIDKEHHE OOJIEBBIX

OLIYIIEHUH IOCNIe TEMOPPOUAIKTOMHIH, MOJYYEHHOTO YIMOMSHYTBIM CIOCOOOM, BKIIFOHAFO-

mero Hu(penunuH, JUI0KanHA THAPOXIOPH, roJiokcamep 188, HU3KOMOJIEKYJIISIPHBIH MOJIH-

STUJICHTJIMKOJIb, HUMIArMH, HUIA30J1, ojiokcamep 407, BEECTBO, KOPPEKTUPYIOLIEE 3HaUE-

Hue pH, u Boay O4MIIIEHHYIO, TPU COOTHOLIEHUU HHIPEAUEHTOB, Macc.%:

HU(pEAUIH 0,25-0,55
JIUIOKANHA THAPOXJIOPHUL 1,5-3,2
nojiokcamep 407 1,0-19,0
nojiokcamep 188 0, 01-10,0
HU3KOMOJIEKYJIIPHBIN NOJUITUIIEHTJIUKOJIb 0,01-34,0
HUIArvH 0,01-0,072
HUTA30J1 0,01-0,032
BEILIECTBO, KOPPEKTHUpYIOLIee 3HaueHue pH no pH 3,5-7,5
BOJIa OYHIIEHHAs o 100,0

CornacHo npeanoYTUTEIbHBIM BapHaHTaM peaiu3alii yKa3aHHbIN TEXHUUECKUH pe-

3YJbTAT TAKXKE JOCTHUIaCTCA TCEM, YTO!

- HHU3KOMOJIEKYJISIPHBIHN MMOIUATHIICHTIINKOIb BEIOUPAIOT U3 MONUATHISHITUKOIA 400



U nou3TUNIeHT Ko s 600;

- BELIECTBO, KoppekTupyromee pH, BRIOUpAIOT U3 HATPHUS THAPOKCHIA M KHCIOTHI
XJIOPUCTOBOAOPOIHOM;

- YIIOMSIHYTBIN Iejib UMEET CIEAYIOLee COOTHOLIEHUE HHIPEUEHTOB Ha 1 T TOTOBOTO

JICKAPCTBCHHOT'O CPEACTBA.

JINIOKANHA THAPOXJIOPUA MOHOTHIPAT 0,0213 r
HU(pEAUIH 0,0030r
nojiokcamep 188 0,0500 r
nojiokcamep 407 0,1750r
MOUATUICHTTUKOJB 400 0,3000r
HUIArvH 0,0007 r
HUTA30J1 0,0003 r
HATPUsl TUAPOKCH] UM KUCJIOTA XJIOPUCTOBOAOPOAHAS no pH 7,0
BOJIa OUMIICHHAs mo 1,0r.

3anava TakXKe pelaercsi, a TEXHUUECKUN pe3ysbTaT JOCTUraeTCsl IPUMEHEHHEM Bbl-
LIEYIIOMSIHYTOT'O TeJisl Uil CHIDKEHUS] KIIMHUYECKUX CUMITOMOB IeéMOppOsi, BILIOTh A0 MOJI-
HOTO UX UCKJIIOUECHHMS, 32KMBJICHHS aHAJIBHBIX TPELINH, KyMUPOBaHUs OOJIEBOTO CHHAPOMA

10CJIe TEMOPPOUAIKTOMHUH.

3amaua peraeTcsi, a TEXHHYECKUI pe3yJIbTaT TOCTUTAETCs CO3AaHNeM criocoda mody-
YEeHHUS Telisl [UIs PEKTAIbHOTO U HAPY)KHOTO IIPUMEHEHHS], KOTOPBINA BKIIFOUAET:

(1) monyuenue BogHoro pacreopa | myrem cmemmBanus 1,0-19,0 MaccoBbIX HacTel
nojokcamepa 407 ¢ 0,01-10,0 maccoBbiMH HacTsiMu nosiokcamepa 188 u ¢ 1,0-30,0 macco-
BBIMH YaCTSIMH BOJBI,

(i1) mosy4eHHe BOAHOTO pacTBOpa 2 myTeM pacTBOpeHus 1,5-3,2 MaccoOBBIX HacTel
ruapoxyiopunaa auaokanHa B 1,0-30,0 MacCOBBIX 4acTsIX BOJBI,

(ii1) mony4deHue pactsopa 3 myrem cMemmBanus 0,25-0,55 maccoBbIx yacTeil Hude-
nunuHa ¢ 0,01-34,0 MacCOBBIMHU YaCTAMU HU3KOMOJIEKYJIAPHOTO MOJTUITUIIEHTITUKOJIS,

(iv) coennnenue pactBopa 2 ¢ pactBopoM 3, a Taxke ¢ 0,01-0,072 MaccoBbIX yacTeit
Mmetmanaparugpokcrudensoara (aumarusa) u 0,01-0,032 maccoBbIX yacTell mponwnaparus-
pokcubeH3oata (HUIA30J1a), C MOJy4eHUeM OJHOPOIHOTO PacTBOpa,

(V) coennHeHne pacTBOPA, MOJYIEHHOTO Ha MPEAbIAYIIEeM dTare, ¢ pacTBOpoM | mpu



nepeMeIBaHuH,

(vi) mobaByieHre B cMeCh, TIOJYYCHHYIO Ha mpeabiaymem stane, 1,0-19,0 maccoBbIx
yacTel nosokcamepa 407 u nocienyrouee nepemMernBaHie 10 OAHOPOAHOCTH,

(vil) xoppekuuio 3HaueHus: pH Nosy4eHHON Ha MpenbIAyIIeM dTane CMeCH Mocpe-
CTBOM J00aBJICHHS BEIIECTBA, KOppeKTUpyromero pH,

npUYeM Kax bl 13 3TanoB (i)-(vil) MpOBOAAT MPH HHTEHCUBHOM NepEMEIINBAHUH He
MEHee 5 MUHYT 10 MOJYy4YEeHUs] OJHOPOJIHONU MacChl,

npudem stan (i) mposoast npu temneparype 8-17°C, npu naBneruun Ha 1-80% Hike
arMocdepHoro u 6e3 noctyna ceera; sramnsl (ii) u (i) mpoBoasaT npu Temmneparype 18-25°C;
sTansl (1v) u (V) npoBonsaT npu temmeparype 8-17°C;

npudeM Ha sTane (vi) KoppeKkuuto 3HaueHust pH cMecu mpoBOsT A0 3HAYEHUS B MH-
Tepsaje ot 3,5 no 7,5;

NpUYEM BSI3KOCTb IMOJIYYEHHOTO YIIOMSIHYTBIM CIOCOOOM renst HaXOAWTCS B MHTEp-

Bajie oT 3 no 75 Ila-c.

CornacHo npeAnoYTUTEIbHBIM BapHaHTaM pPeaiu3alii YKa3aHHbIH TEXHUUECKUH pe-
3yJIbTaT TAK)Ke JOCTUrAETCs TEM, UTO:
- HHU3KOMOJIEKYJISIPHBIN MOJIUATHIICHTJINKOIb BEIOUPAIOT U3 MOJIHATHIIEHTITHKOIs 400
U nou3TUNIeHT Ko s 600;
- BEIIECTBO, Koppektupyroiee pH, BEIOMparOT W3 HATPUS THUAPOKCHAA W KUCJIOTHI
XJIOPUCTOBOAOPOIHOM;
- o01mee BpeMsi OCYLIeCTBISHHS 3TanoB (1)-(Vil) MoJyueHus Tefisl He mpeBbImaeT 4-6
4acoB,
- YOOMSIHYTBIN CITOCOO TOTIOJHUTENILHO BKJIFOYAET dTar (Vill) KOHTPOJISl Ka4eCTBa Mo-
JY4EHHOTO e,
- YIOMSIHYTHIH 3Tan (viil) BKJIIOYAeT ONpeaesieHHe 0 MEHbIe Mepe OJTHOTO M3 Clie-
DYoL COBOKYITHOCTH:
® KOJMYECTBEHHOE coaep:kaHue munokanHa ruapoxiopuna 0,25-0,55% u vude-
nunuHa 1,5-3,2%.
e cozepkaHUe WACHTU(PHUIMPOBAHHOW NPUMECH JIMAOKAMHA HE MPEBbILIAET
0,1%:;
e cozepkaHHe WACHTU(HULMPOBAHHBIX MpUMecel HHU(eOUunrHa CyMMapHO HE

npeBbiaet 2,5%;



® CconepKaHHe eIUHUYHONW HEeUACHTU(PHUIMPOBAHHONW MPUMECH HE NMPEBBIIIACT

0,2%;

® pasMep 4acTULl KOMIOHEHTOB MOJYYeHHOTO rest — He 6ojiee 100 Mk,

e pH B unrepnane 3,5-7,5,

e BS3KOCTb resst B uHTepBane ot 3 no 75 Ilac,

e  MHUKPOOHOJIOrHYECKast YUCTOTA COMIACHO ACHCTBYIOLIEMY U3naHuio ["ocynap-

CTBEHHOH (papMakoIen COOTBETCTBYET KaTErOPHHM HECTEPHJIbHBIX JIeKap-

CTBCHHBLIX CPCACTB.

321}:[21"121 TAKXKE PCIIACTCA, a TEeXHUYISCKHI PE3YIbTAT JOCTUTACTCA CO3JaHHUEM IM'CJIA AJIsA

PEKTaJIbHOTO U HAPY>KHOTO MPUMEHEHHsI, 00€CIeUnBAIOLIEro MPeIOTBpaIleHIe H/HITH Jieue-

HHUE aHAJIbHBIX TPCHIUH U IrEeMOpPPOs U CBA3AHHbIX C HUM 3a6OJ'IeBaHI/II\/'I, CHIDKEHHE OOJIEBBIX

OLIYIIEHUH IOCNIe TEMOPPOUAIKTOMHIH, MOJYYEHHOTO YIMOMSHYTBIM CIOCOOOM, BKIIFOHAFO-

IIHIO HU(ETUTINH, JIMAOKaWHA THAPOXIOPU, TIojokcamep 188, HI3KOMONIEKyISIPHBIH MoJn-

STUJICHTJIMKOJIb, HUMIArMH, HUIA30J1, ojiokcamep 407, BEEeCTBO, KOPPEKTUPYIOLIEE 3HAUE-

Hue pH, u Boay O4MIIIEHHYIO, TPU COOTHOLIEHUU HHIPEAUEHTOB, Macc.%:

HU(pEAUIH

JUAOKANHA TUAPOXIIOPUL

nosnokcamep 407

nojokcamep 188

HU3KOMOJIEKYJIIPHBIN NOJUITUIIEHTJIUKOJIb
HUIaruH

HUIMA30J1

BELIECTBO, KOppeKTupyrouee 3Hauenne pH

BOJa OUYHMIICHHAaA

0,25-0,55
1,5-3,2
1,0-19,0

0, 01-10,0
0,01-34,0
0,01-0,072
0,01-0,032
no pH 3,5-7,5
no 100,0

CornacHo npeAnoYTUTEIbHBIM BapHaHTaM pPeaiu3alii YKa3aHHbIH TEXHUUECKUH pe-

3YJbTAT TAKXKE JOCTHUIaCTCA TCEM, YTO!

- HHU3KOMOJIEKYJISIPHBIN MOJIUATHIICHTJINKOIb BEIOUPAIOT U3 MOJIHATHIIEHTITHKOIs 400

U nou3TUNIeHT Ko s 600;

- BEIIECTBO, Koppektupyroiee pH, BEIOMparOT W3 HATPUS THUAPOKCHAA W KUCJIOTHI

XJIOPUCTOBOAOPOIHOM;

- ynOMﬂHYTbeI rejib UMECT CICAYIEC COOTHOMECHUEC HHIPEAUCHTOB Ha 1 r roroBoro
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JICKAPCTBCHHOT'O CPEACTBA.

JINIOKANHA THAPOXJIOPUA MOHOTHIPAT 0,0213 r
HU(pEAUIH 0,0030r
nojiokcamep 188 0,0500 r
nojiokcamep 407 0,1750r
MOUATUICHTTUKOJB 400 0,3000r
HUIArvH 0,0007 r
HUTA30J1 0,0003 r
HATPUsl TUAPOKCH] UM KUCJIOTA XJIOPUCTOBOAOPOAHAS no pH 7,0
BOJIa OUMIICHHAs mo 1,0r.

3anava TakXke pelaercsi, a TEXHUUECKUN pe3yJbTaT JOCTUraeTcs IPUMEHEHUEM Bbl-
LIEYIIOMSIHYTOT'O TeJisl Uil CHIDKEHUS] KIIMHUYECKUX CUMITOMOB IeéMOppOsi, BILIOTh A0 MOJI-
HOTO UX UCKJIIOUECHHMS, 32KMBJICHHS aHAJIBHBIX TPELINH, KyMUPOBaHUs OOJIEBOTO CHHAPOMA

10CJIe TEMOPPOUAIKTOMHUH.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
JydeHue BOAHOro pactsopa Nel nmyrem cMmemmBaHus nojiokcamepa 407 u monokcamepa 188
¢ Bopoil. Jlanee rotoBaT pactBop Ne2 myTem pacTBOPEHUs IMIOKAWHA THAPOXJIOPUIA B BOJE.
Hanee rotosT cMech Ne3 myTeM cMemnBaHus HU(EAUIMHA U HU3KOMOJIEKYJIIPHOTO TIOJIH-
STUJICHTJIUKOJS. [lanee npoBOAAT COBMELIEHNE MOJYYEHHBIX PACTBOPOB — pacTBOp Ne2 ¢ pac-
TBOpOM Ne3, mosy4aroT OXHOPOIHBIN PacTBOP, KOTOPBII COCAUHSAIOT IPH MEPEMELINBAHNHN C
pacteopoM Nel. Bce onepanmy cMeIMBaHKs NPOBOASAT HA MAarHUTHOW MeELIAJIKe WIH BEpX-
HEMPUBOAHON MEUIAJKe, WU B CMECUTENE IS BSI3KUX >KUAKOCTEH O MOJy4E€HUsI OMHOPOI-
HOI1 Macchl, HO He MeHee 5 MuHyT. ['omMorenusanuio nposoasT npu temmneparype < 15 °C u
Bakyyme oT 10 mo 99 «lla. [Tocne momy4yeHUs TOMOT€HHOHM cMecH HOOaBJISIFOT HUMAruHa W
HUMA30J1a, OCTaBIIEECs KOJUUECTBO MojiokcaMmepa 407 U nepemMeninBaroT 10 OAHOPOIHOCTH.
Hunarun n HENaszon Moryt go0aBisAThCs Takxke K pactBopy Nel no coemmHeHus: ¢ oObeau-
HEHHBIM pacTBopoM Ne2 u Ne3 unm BMecTe ¢ 00beAMHEHHBIM pacTBOpOM No2 m No3.

B npennouTuTenbHOM BapHUaHTE OCYIIECTBIICHUS H300PETEHHsI 3TaIl MOJy4YEeHUs pac-
TBOpa 1 mpoBoaaT npu temnepatrype 8-17°C npu nasiaenuu ot 10 no 99 klla u npu orcyt-

CTBUU OCBelIeHHs (MJIH B EMKOCTH U3 TEMHOTO CTeKJIa). JIaHHOE TEXHOJOTHYEeCKOe pelieHHe,
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KaK 3TO ObLIO HEOKHIAHHO OOHAPYKEHO aBTOPaMH N300pETEHUs, TIO3BOJISIET CHU3HTD COJIEP-
YKAHHE TTy3bIPHKOB BO3IyXa, UTO B CBOIO OYePelb YBEIMUNBAET CTA0OMIbHOCTb CUCTEMBI H3-32
OTCYTCTBUSI KMCJIOPOAA BO3JyXa U CHI)KEHMsI IOTEHLMAJa OKUCIUTEIbHO-BOCCTAHOBUTEb-
HBIX peakunii. PactBopsl 2 u 3 rotoat npu Temnepatype 18-25°C. CMelnBaHue pacTBOpOB
poBOAAT npu Temnepatype 8-17°C.

ITocne mony4eHust H”TOroBOH cMecH (Tesist) MPOBOIAT KOppeKuuio 3HaueHus pH no nH-
TepBaJioB 3,5-7,5 BOOHBIM PAacTBOPOM HATPUS THAPOKCHAA JTHOO BOJHBIM PacTBOPOM KHC-
JIOTBI XJIOPUCTOBOIOPOAHON npu Temnepatype 8-17°C. IIpu 3TOM KOHTPOJUPYIOT BA3KOCTb
NPOAYKTa, KOTOpast JOJUKHA ObITh B HHTEpBase oT 3 1o 75 Tlac.

IIpennaraemslii reab 1151 pEKTAIbHOTO U HAPY>KHOTO MPUMEHEHHS BO BCEX MPECTaB-
JIEHHBIX BapHAHTaX 00EeCIIEYNBAET BBICOKYIO 3((PEKTUBHOCTD B YCTPAHEHUH CUMIITOMOB XPO-
HUYECKOHN aHAIbHOHN TPEIIHHBI, HAPYKHOTO IeMOPPOsi, CHIYKEHUH OOJIEBBIX OIMYIIEHUH IO~
CJie FeMOPPOUAPKTOMUU.

[IpenynoxeHHass TEXHOJIOTHS MTO3BOJISIET TIOBBICUTH CTA0MJIBHOCTD KOMIIO3HLIUHU Tels,
a Takke He Tpedyer 3arycTuresnei n/uim cTabuan3aTopos.

ITpu mostydeHuy rejist COTIACHO HACTOSIIIEMY H300PETEHHIO BMECTO TioJiokcamepa 407
MO>KHO HCIIOJIb30BATh SKBUBAJIEHTHBIE OJIOK-COTOJIMMEPBI 3TUIICHOKCHIA U TPOMUICHOKCH A
(TIpOKCaHOJIBI) C COIEPI)KaHUEM MOJUOKCUATHIIEHOBBIX OJIOKOB He Oosee 20-40% mo macce.

Cnenyer OTMETUTD CYILIECTBEHHbIE OTJINYNS B TEXHOJIOIMU MOJIy4EHHs Ielis Mo cpas-
HEHUIO C MPOTOTUIOM U ¢ naTeHToM Ne2606858. C 11enpt0 yMEHbIIEHMsI BI3KOCTH TPOMEKY-
TOYHOTO MPOYKTA IMOJIOKCAMEPA 3a CUET UCTIOIB30BAHUS TOTO (PaKTa, 4YTO COOTBETCTBYIOLIEE
MPOMEKYTOUHOE COEIMHEHHE MOJIOKCaMepa SIBISIETCS TEPMOOOPATUMON CTPYKTYPOH, TO €CTh
OHa IPETEePIIeBAET TEPMOTPOITHBIN (a30BbBIH MEPEXO] MPH OTPEACTICHHON TEMIIEpPaType, MPH
KOTOpPOI1 rejib, IBJIETCS MOJOKCAMEPHON MULIENJISIPHOM CEThIO U NMPEBPALaeTcsl B IPOCTYIO
JKUAKYIO MULIEJUIIPHYIO CYCIIEH3HIO 32 CUeT MOJAep KaHMs TEMIIEPaTypHOTO peXXuma B HH-
tepBasie 8-17°C, 4TO B CBOIO OUepenb MO3BOJISIET CYLUIECTBEHHO COKPATUTh BPEMsI TEXHOJIO-
THYECKOro npouecca (10 4-6 4acoB) U YIYUIIHTh PEOJOTHYECKYIO CTPYKTYPY MOJIY4aeMOTO
reiis 3a CUeT MOJIyYeHHUsl CHavajla MULIEJUIIPHON CyCIIEH3UH, KOTOpasl B CBOIO OUuepelb M03BO-
Jsiet ObICTpee MPOBECTHU IEra3aluio TeJlsl, YTO B UTOTE MPUBOIUT K MOIYyUEHHIO OOJiee YCTOM-
YIBOH (POPMBI TeJist M CAMOE TJIABHOE — MOBBICUTH CTAOMJIBHOCTH T'elisl TI0 CPABHEHHIO C IPO-

TOTUIIOM. HOCKOHbe HUCMOJIb3YEMbIC UHI'PEAUCHTBI HCUYBCTBUTECIIbBHBI K KOJIEOaHMSIM pH,



12

BILUIOTb JI0 MOJIHOIO YPaBHOBEIIUBAHUS CTPYKTYPBI Iejis, BCE MPOMEKYTOUHBIE KOPPEKTHU-
poBkHu pH ObUTH UCKITIOUEHBI B MOJB3Y OKOHUYATENbHOW HEHTpanu3alui HEMOCPENCTBEHHO
111 He(haCOBAHHOTO FOTOBOTO TeJIsl. DTO 3HAUYUTENBHO COKPAINAET BPEMS TEXHOJIOTHIECKOTO
npouecca (Ha 3-5 4acos).

Jlanee mpUBOIATCA MPUMEPBI OCYLIECTBIEHHS] N300pPETEHUs], KOTOPBIE, OHAKO, HE
OXBATBIBAIOT BCE BO3MOKHBIE BAPHAHTHI OCYIIECTBICHHS H300PETEHHS 1 HE OrPAaHUYUBAIOT

3asiBJICHHOE M300peTeHwe.

IIpumeps! ocymiecTB/IeHHsI H300peTEeHHUsI M peaM3allui HAZHAYEHHUsI

IIpumep 1.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
JydyeHue BogHoro pacteopa Nel nyrem cmemuBanus 0,7 MacCOBbIX yacTel nojokcamepa 407
¢ 0,01 maccoseiMu yacTsimMu nosiokcamepa 188 u 1,0 maccoBol 4acThio BOARL Jlanee roToBsT
pactBop Ne2 myteM pacTBOpeHus 1,5 MacCOBBIX YacTel JuaokanHa rugpoxiaopuaa B 1,0 mac-
coBoi yactu BoAbl. [anee rotossar cmech Ne3 mytem cmemuBanus 0,25 MacCOBBIX dacTed
Hudenununaa u 0,01 MaccoBbIx yacTei nonustuieHraukos 400. Jlanee oCyecTBISIFOT COB-
MeteHue pacrsopa Ne2 ¢ pactsopom Ne3, noyiydar0T OAHOPOAHBIN pacTBOP, KOTOPBIN COEnU-
HAIOT MPHU NepeMelmnBaHnu ¢ pactsopom Nel. Bee onepanun cMemmnBaHus OCYLIECTBISIOT
P NEePEeMEIINBAHNHN HAa BEPXHENPUBOAHON MEIIAJIKE 10 MOJy4YeHUs1 OJHOPOAHON Macchl 15
munyT. CMecb 0,01 maccosbix yacteit Hunarunaa u 0,01 MaccoBbIX YacTeil HUMAa301a, OCTaB-
nreecst KomuecTBo nojiokcamepa 407 (0,3 MacCOBBIX HacTeil) HOOABISIOT B OObeTUHEHHBIN
pactBop Ne2 u 3 npu nepeMeInnBaHuu. .

Onepauuro no nojydeHuro pactsopa Nel ocyiectsisatoT npu Temneparype 8°C npu
naByieHUH Hioke arMocdepHoro (99,0 kIla) u npu orcyrcTBUM ocBeueHus. PactBopsl Ne2 u
Ne3 rorosst npu temneparype 18°C. CmemnBanne pacTBOPOB MIPOBOJAT IIPHU TEMIIEPAType
8°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH 1o 4,5 BoaHbIM pacTBOpOM HaTpus ruapokcuna npu temmneparype 8°C. Ilpu 3ToM KoH-
TPOJIUPYIOT BA3KOCTh MPOIYKTA, KOTOpast JOJKHA ObITh B MHTEpBasie ot 3 no 75 Ia-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume

Tabmuna 1. [Ipumepsl npeayiaraeMbIX BApUAHTOB COCTaBa TeJisl JJIT PEKTANIbHOTO U
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Hapy>KHOTO MPUMEHEHHUS

Ne CocTaB MHrpeaANEeHTOB JJisl IPUTOTOBJIEHUSA CooTHomeHue HHTpe-

n/n res AHeHTOB, I HA 100 r
reJis

1. | andenumnun 0,25

2. JINIOKAWHA THAPOXJIOPUA MOHOTHIAPAT 1,5

3. | monokcamep 407 1,0

4. | mosokcamep 188 0, 01

5. MOUATUICHTTUKOJB 400 0,01

6. HUIArvH 0,01

7. | HUMA30J] 0,01

8. | HaTpus ruapokcHn (KUCIOTa XJIOPUCTOBOIOPOTHAS) 1o pH 4,5

9. | BO;a ouUINEHHAS 1o 100,0

IIpumep 2.

Crioco6 mostydeHust redist sl PEKTaIbHOTO U HapY KHOTO MPUMEHEHUS BKIIFOUAET I10-
aydeHue BOJHOro pactsopa Nel myrem cmemmBanus 12,0 MacCOBBIX 4acTel MOJIOKCaMepa
407 ¢ 10,0 maccoBbpiMu HacTamu noyiokcamepa 188 u 30,0 maccoBbiMU HacTsiMu BoAbL. [lanee
roToBAT pacTBop Ne2 myTem pacTBOpeHus 3,2 MacCOBBIX YacCTeH JIMAOKaNHA TMAPOXJIOPUIA
B 30,0 MaccoBbIx "actel BoApl Jlanee rotossaT cmech Ne3 myrem cmemuanus 0,55 macco-
BbIX yactel Hupeaunuaa u 34,0 MacCOBbIMU YacTsiMu nonudTHiieHr Ko 400. Jlanee ocy-
LIECTBJISIIOT COBMeIleHne pactsopa Ne2 ¢ pactsopom Ne3, mosydaroT OAHOPOIHBIN PacTBOp,
KOTOPBIN COENHUHSIIOT MPU MepeMelnnBanuu ¢ pactsopoM Nel. Bee onepanun cMemmnBanus
OCYLIECTBJISIIOT NPU MEPEMEIINBAHNN HA MAarHUTHONW MELIANKe A0 MOJY4EeHUs] OJHOPOJHON
Macchbl 5 muHyT. Cmech 0,072 mMaccoBbix yacTeit Hunaruda u 0,03 MacCOBBIX HacTel HUIIA-
30J1a, OCTaBILIeeCs KOIU4IecTBO nosiokcamepa 407 (0,5 MaccoBbIX yacteii) 10OABISIIOT B 00b-
eauHeHHbIN pacTBop Ne2 u 3 npu nepeMenInBaHuH.

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 17°C npu
nasyeHUH Hiwke atMocdeproro (80 kIla) u mpu oTCyTCTBHM IOCTyIa CBETa (B MOCYNIE TEM-
Horo crekia). PactBoper Ne2 1 Ne3 rorosst npu remneparype 25°C. CMmenBanne pacTBOPOB
OCYUIECTBJISIFOT pu Temmnepatype 17°C.

ITocne mosyueHns UTOrOBOTO PAacTBOpa (Tefst) OCYIIECTBIISIOT KOPPEKIHIO 3HAUSHHUS
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pH o 7,5 BogHbIM pacTBOpOM HaTpus ruapokcuaa npu temmneparype 17°C. Ilpu aToM KoH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAs NOJKHA OBITh B HHTEpBaje oT 3 1o 75 a-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume

Tabmuna 2. Tlpumeps! mpeiaraeMbIX BapHAHTOB COCTaBa TeJisl JUIsl PEKTAJIBHOTO U

Hapy>KHOTO MPUMEHEHHUS

Ne | CocTaB HHrpeIHEeHTOB 1Jisi NPUroTOBJIeHUs rejsi | CooTHOIEHUe HHIpe-

n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. | andenumnun 0,4

2. | IMOOKauHA TUAPOXJIOPUT MOHOTHUAPAT 2,35

3. | monokcamep 407 19,0

4. | mosokcamep 188 10,0

5. | nomuaTUaeHIMKOab 400 34,0

6. HUIArvH 0,072

7. | HUMA30J] 0,03

8. | HaTpus runpoKCcH (KUCIOTa XJIOPUCTOBOIOPOIHAS) no pH 7,5

9. | BO;a ouUINEHHAS 1o 100,0

Hpumep 3. lonyuenue censn

Crnioco0 mosrydeHust rejisi sl PeKTaIbHOTO M HAPY3KHOTO MPUMEHEHHS BKJTFOYAET TM0-
JydyeHue BogHoro pactopa Nel myrem cmenmBanus 7,0 MacCOBBIX HacTel nojokcamepa 407
¢ 5,0 MaccoBbIMU HacTsiMU ToJiokcamepa 188 u 25,0 MaccOBBIMU YacTsIMU BOABL. 3aT€M B
pactBop Nel mobasisitor cmech 0,03 maccoBbix vacTeid HunarvHa u 0,02 MacCOBBIX YacTel
Hunasoja. Jlanee rotoBsaT pactBop Ne2 myTem pacTBOpeHUs 3,2 MaCCOBBIX YacTEH JIMAOKA-
yHa rugpoxjopuaa B 15,0 maccoBbix yacteil BoAbl. Jlanee rotoBsaT cmech Ne3 myTeM cMmelnn-
BaHus 0,55 MaccoBbIx yactei HUudpenunuHa u 17,0 MacCOBBIMH YaCTSIMH TIOJTUITHIIEHT TUKOJIS
400. Janee oCyLIeCTBISIOT cOBMeLeHHe pacTBopa Ne2 ¢ pactBopom Ne3, mojydaroT OAHO-
POAHBIN PacTBOpP, KOTOPBIA COEAUHSIOT MPHU NepeMelluBaHuU ¢ pacTBopoMm Nel, comepxa-

UM HHUITar'H 1 HUII1a30J1. Bce onepanv CMCIIUBAHUS OCYIIECTBIIAOT MPU NEPEMEIINBAHUN
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B CMECHUTEJIE [l BI3KUX KUAKOCTEH 10 MOJy4YeHUs1 ONHOPOIHOM MacChl 15 MUHYT. OCTaBIIe-
ecst komyecTBo mnojiokcamepa 407 (0,3 MacCOBBIX HacTeil) JOOABJISIIOT B MOJYYEHHBIH pac-
TBOP MpH NepeMeIINBaHUH.

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 12°C npu
nasnenuu 10,0 xIla u mpu oTcyreTBun ocBewenus. PactBopel Ne2 u Ne3 roToBAT npu Temrie-
parype 20°C. CmemmBaHre pacTBOPOB OCYLIECTBIISIFOT npu Temmepatype 12°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH no 6,5 BogHbiM pacTBOpoM HaTpus ruznpokcuna npu remnepatype 12°C. Ilpu sTom KoH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAsk AOJKHA ObITh B MHTEpBaie ot 3 1o 75 a-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume

Tabmuua 3. [IpuMepsl mpeayiaraeMblX BApUAHTOB COCTaBa Telis AJIT PEKTAIbHOTO U

Hapy>KHOTO MPUMEHEHHUS

Ne | CocTaB HHTpeAHEHTOB JJIsl NPUTroTOBJeHNs rejisi | CooTHOLIeHUe HHIPe-
n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. | Hudpenunun 0,55

2. JlupokamHa rugpoOXIOpUA  MOHOTHUApPAT 3,2

3. | Ilomokcamep 407 9,0

4. | ITonokcamep 188 5,0

5. | NNoaustunenriaukons 400 17,0

6. | Hunarun 0,03

7. | Hunazon 0,02

8. | Harpus rugpokcup (KUCIOTa XJIOPUCTOBOIOPO THAS ) o pH 6,5

9. | Bona ounieHHas 1o 100,0

IIpumep 4.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
nydeHue BogHOro pactsopa Nel myrem cmemmBanus 10,5 MaccOBBIX 4acTell MOJIOKCaMmepa
407 ¢ 5,0 MmaccoBpIMU YacTsAMH nosiokcamepa 188 u 35,0 maccoBbiMM yacTsiMu Boabl. [lanee

roToBAT pacTBop Ne2 myTem pacTBOpeHus 3,2 MacCOBBIX YacCTeH JIMAOKaNHA TMAPOXJIOPUIA
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B 15,0 maccoBbix yacteil Boabl. [lanee rotossat cmech Ne3 nmyrem cmewmusanus 0,40 macco-
BbIX yacTel Hudenunuua u 17,0 MacCoOBBIMH YacTssMu oudTHIIeHr KOst 600. Janee rpo-
BOJAT cOBMeleHHe pacTBopa Ne2 ¢ pactBopoM Ne3, moJiydaroT OJHOPOIHBIN pacTBOpP, KOTO-
PBI COEAUHSIOT MPU NepeMelnnBanuu ¢ pacTsopoM Nel. Bee onepannu cMemmBaHus OCy-
LIECTBJISIIOT MIPU NMEPEMEIINBAHNHA B CMECHUTENE AJI BA3KUX KUAKOCTEH N0 MOJy4eHUs OJl-
HOPOAHOMN Macchl 20 MUHYT. B MONy4eHHYI0O OAHOPOAHYIO CMECh IIPU MEPEMELINBAHUN A0-
OaBssitoT cmech 0,05 maccoBbix yacTeidl HumaruHa u 0,032 MacCOBBIX YacTeil HHIIa30Ja,
OCTaBIIeecs: KOu4ecTBO mojiokcamepa 407 (4,5 MaCCOBBIX HaCTel) .

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 15°C npu
nasnenuu 50,0 klla u mpu oTcyreTBUM OcBewenus. PactBopel Ne2 u Ne3 roToBAT npu Temrie-
parype 22°C. CmemmBaHue pacTBOPOB OCYILIECTBIISIFOT npu Temmepatype 15°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH 107,5 BonHBIM pacTBOpPOM HaTpus ruapokcuaa npu remmneparype 8-17°C. Ilpu 3ToM KoH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAsk AOJKHA ObITh B MHTEpBaje oT 3 1o 75 a-c.

ITpumMep rensi, MONYYEHHOTO BBILIEYIIOMSHYTBIM CITOCOOOM, mpencTasieH B Tadnuie

Tabmuua 4. [Ipumepsl npeaaraeMblX BAPUAHTOB COCTABA Telisl ISl PEKTAJIbHOTO W

Hapy>KHOTO MPUMEHEHHUS

Ne | CocTaB HHTpeAHEHTOB JJisl NPUTroTOBJeHNs rejisi | CooTHOLIeHHe HHIPe-

n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. Hudemunun 0,55

2. JlupokanmHa rugpoOXIOpUA MOHOTHIIPAT 3,2

3. | Ilomokcamep 407 15,0

4. | ITonokcamep 188 5,0

5. | HonusTunenriaukoas 600 17,0

6. | Hunarun 0,05

7. | Hunazon 0,032

8. | Harpus rugpokcun (KUCIOTa XJIOPUCTOBOAOPOIHAS) o pH 7,5

9. | Bona ounieHHas 1o 100,0
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Hpumep 5. 3yuenue cmabunvnocmu NOIyYeHNbIX 2enell

VBenuueHue CpOKa CTaOUJIBHOCTH npeamaracéMoro cocCraBa NnOATBEPKAAOTCA HaH-

HBIMU (CpenHee 3HaUeHHe S5 n3MepeHni) TabIuIbl 5.

Tabmuma 5.
ITokasar | HammenoBanu 1 rox 2 roga 3 roga
enb/ | e nokasarenst  |[Ipemmarae| CocraB |[Ipemmarae| Cocras [IIpemmaral Cocras
Meron MBIH COTIJIACHO MBI  |COTJIACHO| €MBbIH | COIJIACHO
UCIIBITA COCTaB |MPOTOTHIYy| COCTaB |MPOTOTH | COCTaB |MPOTOTHUITY
HUI ny
Unentuduun- | 0,492% | 0,494% | 0,543% | 0,541% | 0,586% | 1,906%
pyembie  TIpH-
Mecu Hudenu-
MHUHA
Unentnduim- Menee Menee Menee | Menee | Menee | 0,11 %
Pon- pyemas mpu-| 0,05% | 0,05% | 0,05% | 0,05% | 0,05%
CTBEH- | MeCh JIUJOKa-
HbIE uHa (2,6-nume-
npu- TUJIAHWUJIMH)
vecu /| Equnuunas He- | 0,040% | 0,042% 0,05% | 0,052% | 0,02% 0,16%
BOXX | upentuduim-
pOBaHHas MPHU-
MECh
CymmMma He- |[Menee 0,1 |Menee 0,1 |Menee 0,1 Menee | Menee 0,3 %
UAeHTU(DULIN- % % % 0,1% 0,1%
POBaHHBIX
npuMmecen
Hudenununa 5 | 2,82 2,81 2,82 2,81 2.81 2.71
1 r/mMr
Ko - rokamma 20,93 2094 | 2092 | 20,95 | 2090 | 1845
e THIPOXJIOpHIA
CTBeR- B 1 r/mr
Hoe Merumapa- 0.680 | 0686 | 0675 | 0.685 | 0640 | 0.612
ompene-
Tere/ TUIPOKCUOEH-
BYKX 30aT B 1 r/mMr
Mponuamapa- | 0,290 0,288 0280 | 0,287 | 0271 0,255
THIPOKCHUOCH-
30aT B 1 r/mMr
Pasmep | Pasmep ya- 80 95 80 95 80 95
YaCTHIl | CTHII, MKM




18

Bsis- Bsizkocts, I1ac 45 94 45 95 46 95
KOCTBb/B
HUCKO3HU-

MeTpusi

IMpumeuanne: BOXX — MeTon onpeneneHus BEIIECTB METOAOM BbICOKOA((HEKTUBHOM SKH/I-
KOCTHO xpomarorpaduu.

Takum obpasom, mpemyaraembiii criocod MO3BOJSIET YBEIMYUTH CTAOUIIBHOCTH CO-
CTaBa KaK MUHUMYM 10 TpéX JIET, B CBA3U C TEM, UTO COACPKAHUEC POACTBEHHBIX HpHMeCGfI,
KOJMUYCCTBCHHOI'O COACPKAHUA JTUOOKAaHA U HI/I(beI[I/IHI/IHa, B OTJIMYMUE OT MIPOTOTUIIA, HE U3~

MCHAIOTCA, a IPUMECHU OCTAOTCA B JOMMYCTUMBIX IIpEACIax.

IIpumep 6.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
JydeHue BogHoro pacteopa Nel nyrem cmemuBanus 0,7 MacCOBBIX HacTel nojokcamepa 407
¢ 0,01 maccoBbiMu yacTsiMu nosiokcamepa 188 u 1,0 maccoBoii uacTero BoAbl. [lajee rotoBAt
pactBop Ne2 myteM pacTBOpeHus 1,5 MacCOBBIX HacTel JuaokanHa rugpoxjopuaa B 1,0 mac-
coBoM yactu BoAbl. [anee rotoBar cmech Ne3 mytem cmemuBaHusa 0,25 MacCOBBIX YacTed
Hudpennnuaa u 0,01 MaccoBbIMH YacTsiMu ONUATHIIEHTIUKOJIS 400. Jlajee oCyIecTBISIIOT
coBmenieHue pactBopa Ne2 ¢ pactsopom Ne3, a taxke co cMmecpro 0,01 mMaccoBbIX HacTeit
HunaruHa U 0,01 MaccoBBbIX YacTel HUIA30J1a, MOJYYa0T OJHOPOAHBINA PacTBOP, KOTOPBIN
COEUHSIOT MPU NepemMeninBaHuu ¢ pactsopoM Nel. Bee onepauuuy cMeImBaHus OCyLIeCTB-
JSIOT IPU NEPEMEIIVBAHUN HAa BEPXHENPUBOJHON MeEHIaNKe [0 MOJIY4YeHUs] OJHOPOAHOU
Maccbl 15 muHYT. ['OMOreHM3anuio OCyHecTBIsAOT mpu Ttemneparype 8°C u Bakyyme.
OcraBmeecs konmuecTBo nosiokcamepa 407 (0,3 MaccoBBbIX HacTeil) JOOABISIOT B MOJyYEH-
HBII PacTBOP MpPU NEePEMEIINBAHUH.

Onepauuro no nojydeHuro pactsopa Nel ocyiectsisatoT npu Temneparype 8°C npu
naByieHUH Hioke arMocdepHoro (99,0 kIla) u npu orcyrcTBUM ocBeuieHns. PactBopsl Ne2 u
Ne3 roroesT npu Temneparype 18°C. CmemmBaHue paCTBOPOB OCYIIECTRISIIOT IIPH TEMIIepa-
Type 8°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH 1o 4,5 BoaHbIM pacTBOpOM HaTpus ruapokcuaa npu temmneparype 8°C. Ilpu 3ToMm KoH-
TPOJIUPYIOT BA3KOCTh MPOIYKTA, KOTOpast JOJKHA ObITh B MHTEpBasie ot 3 no 75 Ia-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume
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Tabmuma 6. [IpuMepsl mpeayiaraeMbIX BApUAHTOB COCTaBa Telis AJIT PEKTAIbHOTO U

Hapy>KHOTO MPUMEHEHHUS

Ne CocTaB MHrpeaANEeHTOB JJisl IPUTOTOBJIEHUSA CooTHomeHue HHTpe-

n/n res AHeHTOB, I HA 100 r
rejs

1. | Hudpeaunun 0,25

2. | IMOOKauHA TUAPOXJIOPUT MOHOTHUAPAT 1,5

3. | monokcamep 407 1,0

4. | mosokcamep 188 0,01

5. | nomuaTUaeHIMKOab 400 0,01

6. HUIArvH 0,01

7. | HUMA30J] 0,01

8. | Harpus ruapokcun (KUCIOTa XJIOPUCTOBOIOPOIHAS ) o pH 4,5

9. | BO;a ouUINEHHAS 1o 100,0

IIpumep 7.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
aydeHue BOJHOro pactsopa Nel myrem cmemmBanus 12,0 MacCOBBIX HacTel MOJIOKCaMepa
407 ¢ 10,0 maccoBbiMu yacTaMH nosiokcamepa 188 u 30,0 maccoBbiMH HacTAMH BoAbL. [lanee
roToBAT pacTBop Ne2 myTem pacTBOpeHus 3,2 MacCOBBIX YACTEN JIMJOKaNMHA TMAPOXJIOPUIA
B 30,0 MaccoBbIx yacTsax BOAbL. [lanee rotosat cmech Ne3 mytem cmenuBanus 0,55 MacCOBBIX
yacreli Hudenunuua ¢ 34,0 MaccoBbiMH HacTsMu mnonudTwiIeHrmkojst 400. Jlanee ocy-
LIECTBJISIIOT cOBMeLIeHne pacTBopa Ne2 ¢ pactBopom Ne3, a taxxke co cmechro 0,072 macco-
BbIX yacTell HunaruHa v 0,03 MacCOBBIX HaCTEeW HUMA30J1a, MOJIY4YatoT OJHOPOAHBIN pacTBOP,
KOTOPBIN COENHUHSIOT MPHU MepeMeIInBaHuu ¢ pacTBopom Nel. Bee onepanuu cMelnBaHus
OCYLIECTBJISIIOT NPU MEPEMEIINBAHUN HA MAarHUTHONW MELIANKe A0 MOJY4YEeHUs] OJHOPOAHON
Maccel 5 MuHyT. OctaBiieecst konudecTBo mosiokcamepa 407 (0,5 MmaccoBbIx vacTeli) nobas-
JSIIOT B MOJYYEHHBIN PacTBOP MPU NEPEMEIINBAHUN.

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 17°C npu
nasyeHUH Hiwke atMocdeproro (80 kIla) u mpu OTCYyTCTBUM AOCTYNA CBETa (B MOCYIE TEM-

Horo crekia). PactBoper Ne2 1 Ne3 rotosst npu remnepatype 25°C. CMmernnBanne pacTBOPOB
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OCYUIECTBJISIFOT pu Temmnepatype 17°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH o 7,5 BogHbIM pacTBOpOM HaTpus ruapokcuaa npu temmneparype 17°C. Ilpu aToM KoH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAsk AOJKHA ObITh B MHTEpBaje oT 3 1o 75 a-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume

Tabmuna 7. Tlpumepsl mpeiaraeMbIXx BapUAHTOB COCTaBa TeJisl JUIsl PEKTAJIBHOTO U

Hapy>KHOTO MPUMEHEHHUS

Ne | CocTaB HHrpeIHEHTOB 1Jisi NPUroTOBJIeHus rejisi | CooTHOEHUe HHIpe-
n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. | Hudpenunun 0,4

2. | JIupokamHa rugpoOXJIOpUa  MOHOTHApPAT 2,35

3. | Ilomokcamep 407 19,0

4. | ITonokcamep 188 10,0

5. | Honustunennukoss 400 34,0

6. | Hunarun 0,072

7. | Hunazon 0,03

8. | Harpus ruapokcun (KUCI0Ta XJIOPUCTOBOIAOPOIHAS) o pH 7,5

9. | Bona ounieHHas 1o 100,0
IIpumep 8.

Crioco® mostydeHust refist AJisl PEeKTaIbHOTO U HAPYKHOTO MPUMEHEHHS BKJIFOYAET TM0-
JydyeHue BogHoro pacteopa Nel myrem cmemuBanus 7,0 MacCOBBIX HacTei nojokcamepa 407
¢ 5,0 maccoBbiMU HacTsIMH nosiokcamepa 188 u 25,0 maccoBbiMM 4yacTsAMHu BOAbL. [lanee
roToBaT pacTBop Ne2 myTem pacTBOpeHus 3,2 MacCOBBIX YacCTeH JIMJOKAWHA THAPOXJIOPUAA
B 15,0 maccoBbix yacteil Boabl. [lanee rotossat cmech Ne3 nmyrem cmewmusanus 0,55 macco-
BbIX yactel Hupeaunuaa u 17,0 MacCoBbIMU YacTaMu moudTHIIeHT KOs 400. Jlanee ocy-
LIECTBJISIIOT COBMelIeHue pactBopa Ne2 ¢ pactBopom Ne3, a taxxke co cmechro 0,03 MacCoBBIX
yacteil HunaruHa u 0,02 MacCoOBBIX YacTell HUIMA30J1a, MOJIY4YarOT OJHOPOAHBIN PacTBOp, KO-
TOPBIN COENUHSIOT MPU NepeMeInnBaHnuu ¢ pactBopoM Nel. Bee onepanuu cMemnBanus npo-

BOZAT NPpU NEPEMECIINBAHUN B CMECUTEIIC IJI BA3SKUX )KI/II[KOCTGI\/'I A0 MOJyUCHUA OI[HOpOI[HOfI
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maccel 15 munyT. OcraBimeecs: konndecTBo mojiokcamepa 407 (0,3 maccoBbIx yacteii) nodas-
JISFOT B NOJIy4EHHBINH pacTBOP MpHU NepeMeLINBaHUH.

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 12°C npu
nasyieHnn Hwke armocheproro (10,0 kI1a) u mpu orcyrcrBun ocBernenus. Pactoper Ne2 u
Ne3 roroesT npu Temneparype 20°C. CmemmBaHue paCTBOPOB OCYIIECTRISIIOT IIPH TeMIIepa-
Type 12°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH n06,5 BoaHbIM pacTBOpoM HaTpus ruapokcuaa rnpu remneparype 12°C. Ilpu sTom koH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAs NOJKHA OBITh B HHTEpBaje oT 3 1o 75 a-c.

[IpumMep remnsi, MONyYEeHHOTO BBILIEYTIOMSHYTBIM CITIOCOOOM, TpeacTanieH B Tabmume

Tabmuna 8. [IpuMepsl mpeayiaraeMbIX BApUAHTOB COCTaBa Telis AJIT PEKTAIbHOTO U

Hapy>KHOTO MPUMEHEHHUS

Ne | CocTaB HHTpeAHEHTOB JJisl NPUTrOoTOBJeHNs rejisi | CooTHOLIEeHUe HHIPe-
n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. | Hudpenunun 0,55

2. JlupokamHa rugpoOXIOpUA  MOHOTHUApPAT 3,2

3. | Ilomokcamep 407 9,0

4. | ITonokcamep 188 5,0

5. | NNoaustunenriaukons 400 17,0

6. | Hunarun 0,03

7. | Hunazon 0,02

8. | Harpus rugpokcun (KUCIOTa XJIOPUCTOBOIOPOIHAS ) o pH 6,5

9. | Bona ounieHHas 1o 100,0

IIpumep 9.

Crioco6 mostydeHus redist sl peKTaIbHOTO U HapY>KHOTO MPUMEHEHHS BKIIFOYAET T10-
ny4deHue BogHOro pactsopa Nel myrem cmemmBanus 10,5 MacCOBBIX 4acTel MOJIOKCaMepa
407 ¢ 5,0 maccoBpIMU YacTsAMH nosiokcamepa 188 u 35,0 maccoBpiMu yacTsiMu BoAbl. [lanee

roToBAT pacTBop Ne2 myTem pacTBOpeHus 3,2 MacCOBBIX YACTEN JIMJOKaNMHA TMAPOXJIOPUIA
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B 15,0 maccoBbix yacteil Boabl. [lanee rotossat cmech Ne3 nmyrem cmewmusanus 0,40 macco-
BbIX yactel HupeaunuHa u 17,0 MacCOBbIMH YacTAMH MONMUATHIICHT UKo 600. Jlanee ocy-
LIECTBJISIIOT COBMeLIeHue pacTBopa Ne2 ¢ pactBopom Ne3, a Taxske co cMechro 0,05 MacCoBBIX
yacteil HunaruHa v 0,032 MaccoBbIX HYacTel HUMNA30J1a, NOJy4aroT OAHOPOAHBIN pacTBOP, KO-
TOPBIN COENUHSIOT IIPU NepeMeInBaHuN ¢ pacTBOpoM Nel. Bee onepanuy cMelnBaHus OCy-
LIECTBJISIIOT MIPU NMEPEMEIINBAHNHA B CMECHUTENE AJI BA3KUX KUAKOCTEH 0 MOJy4YeHUs OJl-
HopoaHoH Macchl 20 muHyT. OcTaBiieecs: Koum4aecTBo nosokcamepa 407 (4,5 MaccoBbIX Ha-
cTeli) noOaBISIOT B MOJYYEHHBIH PacTBOP MPU NEPEMELTHBAHIH.

Onepauuro no nonyyeHuto pactsopa Nel ocymectsistoT npu temneparype 15°C npu
nasnenuu 50,0 klla u mpu orcyrerBun ocsewenus. Pactsopel Ne2 u Ne3 roToBAT npu Temrie-
parype 22°C. CMelnBaHue pacTBOPOB OCYILIECTBIISIOT pu Temnepatype 15°C.

ITocne noayueHust H”TOrOBOrO PacTBOpa (relisl) OCYIIECTBISIFOT KOPPEKLIUIO 3HAUCHUS
pH 107,5 BonHBIM pacTBOpPOM HaTpus ruapokcuaa npu remmneparype 8-17°C. Ilpu 3ToM KoH-
TPOJHUPYIOT BA3KOCTh MPOAYKTA, KOTOPAsk AOJKHA ObITh B MHTEpBaje oT 3 1o 75 a-c.

IIpumMep remsi, MONYYEHHOTO BBILIEYIIOMSHYTBIM CITOCOO0M, mpencTasieH B Tadnuie

Tabmuna 9. Tlpumeps! mpeTaraeMbIXx BapUAHTOB COCTaBa TeJisl JUIsl PEKTAJIBHOTO U

HAPY>KHOI'O NPHUMEHEHHSI.

Ne | CocTaB HHTpeAHEHTOB JJisl NPUTroTOBJeHNs rejisi | CooTHOLIeHHe HHIPe-

n/n auenToB Ha 100 r Boa-
HOT'0 pacTBopa, r

1. Hudemunun 0,55

2. JlupokanmHa rugpoOXIOpUA MOHOTHIIPAT 3,2

3. | Ilomokcamep 407 15,0

4. | ITonokcamep 188 5,0

5. | HonusTunenriaukoas 600 17,0

6. | Hunarun 0,05

7. | Hunazon 0,032

8. | Harpus rugpokcun (KUCIOTa XJIOPUCTOBOAOPOIHAS) o pH 7,5

9. | Bona ounieHHas 1o 100,0

Hpumep 10. /13yuenue cmadunrbHocmu NOIYUEHHbIX 2eaell
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VBenuueHue CpOKa CTaOUJIBHOCTH npeamaracéMoro cocCraBa NnOATBEPKAAOTCA HaH-

HBIMU (CpenHee 3HaUeHne S5 n3MepeHuii) Tadbmumsl 10.

Tabmuna 10. UsydeHne cpoka cTaOMIBHOCTH MOJYYEHHBIX rejiei

ITokasar | HammenoBanu 1 rox 2 roga 3 roga
enb/ | e nokasarenst  |[Ipemmarae| CocraB |[Ipemmarae| Cocras [IIpemmaral Cocras
Merton MBIH COTJIACHO MbIil  |COTJIACHO| €MBIM | COTJIACHO
UCIIbITA COCTaB |MPOTOTUITY| COCTAaB |MPOTOTH | COCTaB |MPOTOTHUITY
HUH ny
Unentudpumm- | 0,493% | 0,495% | 0,542% | 0,542% | 0,585% | 1,907%
pyemble TIpU-
Mecu Hudenu-
MHHA
Unentnduim- Menee Menee Menee | Menee | Menee | 0,11 %
Pon- pyemas npu- | 0,05 % 0,05 % 0,05% | 0,05% | 0,05%
CTBCH- MECh JUJIOKa-
HbIE MHA
BHAI;ZIH /| Ennnuanas ve- | 0,040% | 0,042% | 0,05% |[0,052% [ 0,02% | 0,16%
BYKX UAeHTU(DULIN-
pOBaHHAs TIPH-
MeCh
CymmMma He- |[Menee 0,1 |Menee 0,1 |Menee 0,1 Menee | Menee 0,3 %
UAeHTU(DULIN- % % % 0,1% 0,1%
POBaHHBIX
npuMmecen
HU(EINNIHA B 2,82 2,81 2,82 2,81 2,81 2,71
1 r/mMr
Konu- JUAOKAaUHA 20,93 20,94 20,92 20,95 20,90 18,45
qe- ruapoxjaopuaa
CTBCH- | g ] r/mMr
Hoe MeTunapa- 0,680 0,686 0,675 | 0,685 | 0,640 0,612
ompene-
nerme/ TUIPOKCUOEH-
BOYKX |30ars1r/mr
[Mponwmnmapa- 0,290 0,288 0,280 0,287 0,271 0,255
THIPOKCHUOCH-
30aT B 1 r/mMr
Pasmep | Pasmep ya- 80 95 80 95 80 95
HacTuL CTUL, MKM
Bsis- Bsizkocts, I1ac 45 94 45 95 46 95
KOCTBb/B
HCKO3H-
METpPHSI
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IMpumeuanne: BOXX — MeTon onpeneneHus BEIECTB METOAOM BbICOKO3(D(PeKTUBHOI skHI-

KOCTHO xpomarorpaduu.

Takum oOpasom, mpemyaraeMblii crioco® MO3BOJSIET YBEIHMUYUTh CTAOMIIBHOCTH CO-

CTaBa KaK MUHUMYM 10 TpéX JIET, B CBA3U C TEM, YTO COACPKAHUEC POACTBCHHBIX HpHMeCGfI,

KOJUYCCTBCHHOI'O COACPKAHUA JTUIOKAUHA U HI/I(I)GI[I/IHI/IHa, B OTJIMYMUE OT MIPOTOTUIIA, HE U3~

MCHAIOTCA.

Hpumep 11. Pezynsmamer ananuza nokazameneti Kauecmea cocmagos, noay4eHHbIX

6 npumepax 1-4 u 6-9.

Tabmuua 11. Pe3ynbpraTel aHann3a nokasaresieil kKayecTBa COCTaBOB, MOJYUYEHHBIX B

npumepax 1-4 u 6-9.

Hunazona (mr/100 r)

Meton Cneunduxanus PesyabTatr

Onucanue XKenras romorennas reneoOpasHas | CoOTBETCTBYET
Ma3b, JOMYCKAETCsl HaJIU4iue My3bIpb-
KOB BO3/lyXa

Bsiskocts (I1ac) Peructpupyrot pesynbrar 45

ITnotHOCTH (T/cM?) Perucrpupyrot pesynbrar 1,083

pH 3,5-7,5 4,5

IMonnmuunoCTE HUETUIUHA Bpems ynepkuBaHUs COOTBETCTBYET | COOTBETCTBYET
CTaHIAPTHOMY 00pasiy

IToanuHHOCTB IMAOKauHA 'Ul- | Bpems yaep:kuBaHUS COOTBETCTBYET | COOTBETCTBYET

poxjopuaa CTaHAAPTHOMY 00pa3iy

INopnuHHOCTE HUMIATHHA Bpems ynepkuBaHUs COOTBETCTBYET | COOTBETCTBYET
CTaHAPTHOMY 00pasiy

ITonnuHHOCTE HMIIA307a Bpems ynepkuBaHUs COOTBETCTBYET | COOTBETCTBYET
CTaHAPTHOMY 00pasiy

KonuuectBennoe onpenenenue | 250-550 301

Hudenunuaa (mr/100 r)

KonuuectBennoe onpenenenue | 1,50-3,20 2,01

JIUI0KauHa THIPOXJIOPHUIA

(r/100 1)

KonuuectBennoe onpenenenue | 10,0-72,0 70,6

Hunaruaa (mr/100 r)

KonuuectBennoe onpenenenue | 10,0-32,0 30,2

2
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Hpumep 12. I13yuenue s¢ghpexmusnocmu cocmasoe 2eis, noayueHnsix 6 npumepax -
4 u 6-9, 6 sxcnepumenmax in vivo

D¢ dexTnBHOCTD MpemIaraéMbIX COCTABOB I'elisl, TOJIyYeHHBIX B mpuMepax 1-4 u 6-9,
ObLIa UCTIBITAHA HAa KPBICAX.

I'enp HaHOCKIM NMEpUAHANBHO, IBAXKbI B I€Hb HA MPOTSLKEHUU YEThIPHAALIATH AHEN
KpBICAM C MOJEJIBIO aHAJIBHOU (uccypbl. IIpuMeHeHne rens mo3BONIMIIO MOJTHOCTBIO yCTpa-
HUTH MOP(QOJIOTHUECKHE W3MEHEHHs], XapaKTepHbIE Ul aHAJIBbHOW TPEIUHBI, TO €CTh JO-
OUTBHCS TOJTHOTO 3aXKUBJIEHUS] Y 95% HCHBITYeMBbIX Kpbic. B rpymnme KOHTpos, B KOTOpOH
NPUMEHSUTH TeJIEBYI0 OCHOBY O€3 aKTUBHBIX JEHCTBYIOINX BELIECTB — HU(EAUTTHHA U JIUTO-
KarHa, A0JIs )KUBOTHBIX C pa3pelleHneM CUMITOMOB aHaJIbHOM TpeiuHbl cocTaBuia 15%.

I'enp HaHOCKIM NEpUAHANBHO U PEKTAJIbHO, ABAXKABI B J€Hb HA MPOTSKEHUN YEThIP-
HAJLATH JHEH KpbICaM C MOJENBI OCTPOro reMoppost. IlpuMenenue ressi mo3BOJINIIO MOJTHO-
CTBIO YCTPaHUTb NPOSIBIEHUs] reMoppost v 92,5% >KUBOTHBIX, TOIAa Kak B KOHTPOJBHOM
rpyIIe, NOJyYaroue JIEUeHUe rejieBOl OCHOBOW MOJIHOE Pa3pellieHre NPOsBICHUN reMop-
post yaanoch 1octudb y 45% >KUBOTHBIX.

D¢ dexkTBHOCTE MPUMEHEHUS TeJlsl B CHIDKEHUH OOJIEBBIX OLIYIIEHUH MOCIe TeMop-
POUISKTOMHH OLIEHHBAJIACH Y KPbIC KOCBEHHBIM CIIOCOOOM. M3BECTHO, UTO OCHOBHOM NMpUYH-
HOM 00JIH MOCTie OTIEPAaTHBHOTO BMELIATENLCTBA 10 YAAICHUIO TeMOPPOUAATIBHBIX Y3JIOB SIB-
Jsiercs cra3M aHanbHOTo cunkrepa. [ToaTromy paspermenue O0IEBbIX OLIYIIEHUH Y KPBIC C
MOJIEJTBIO0 FEMOPPOsI OLIEHHBAJIOCH KaK CTAOMJIbHOE BOCCTAHOBJICHUE TIOKA3aTENs aHOPEKTaIb-
HOM MaHOMETPHUM K UCXOAHOMY YPOBHIO. ['€1b HAHOCHJIM NMEPHAHAIBHO U PEKTANBbHO, JBa-
JKAbl B ICHb HAa MPOTSDKEHUU YEeThIpHAAUATH AHEH. lIpumeHeHue rens no3BOJMIO BEPHYTH
MOKa3aTesb aHOPEKTaIbHON MaHOMETPUHU HA UCXOAHBIN ypoBeHb Yy 100% >kUBOTHBIX, TOr/AA
KaK B KOHTPOJIbHOU IpyIIe, MOIy4aroLIel JIeUeHNEe reJIeBON OCHOBOM MOJHOE BOCCTAHOBIIE-
HHUE TIOKa3arens ObUIO OTMEUEHO TOJIBKO Y 17,5% xuBoTHBIX. IIpu 3TOM BCE COCTaBBI e,
MOJIY4E€HHBIE BBILIEOMUCAHHBIMH CIIOCO0aMH, MOKA3bIBAIN OAMHAKOBYIO 3(p(eKTHBHOCTS in

Vivo.

BelieykasaHHable IPUMEPbl BAPHAHTOB MPEAJIOKEHHBIX TeJied 1 CIIoCO00B HX IMOJTy-
YEeHUs] WUTIOCTPUPYIOT, HO HE UCUEPIIBIBAIOT BCE BO3MOKHBIE BAPHAHTHI MPUMEHEHUS TIPe-
JaraeMbIX U300peTeHUH.

TexHnueckuil pe3yapTaT JOCTUTHYT MOJy4€HUEM BAPUAHTOB COCTABOB Iells PeKTallb-
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HOTO U JUI HAPY>KHOTO MPUMEHEHHs], BKIIOYAIOINEro HUGEeTuniH U JTUI0KanHa THAPOXJIO-
pHI, K&K BAPUAHT KOTOPOrO O0ECTIEYMBAET YCTOMYMBOCTD rete0Opa3HbIX CBOMCTB, MPO-
3pa4HOCTbh, COXPAaHEHHE CTA0OMIIBHOCTH CBOHCTB HA CPOK HE MEHEe 3 JIET, IPUMEHEHHE BapHu-
AHTOB TeJisl MO3BOJISIET OOECTIEYNTh CHIDKEHNE KJIIMHUYECKUX CHMIITOMOB IeMOPPOsL, BIIOTh
70 TIOJIHOTO MX HCKJIIOUYEHHS, 3KUBJICHHE AHAJIBHOHN TPEIIHUHBI U KyMHMPOBaHHE OOJIEBOTO
CHUHAPOMA, B TOM YHCJIE, IOCJIE TeMOPPOUIIKTOMUH, YBEINUUBAET ACCOPTUMEHTHBIN Mepe-
YEeHb refiel ¢ pa3HbIMU IeIMEeBbIMA CBONCTBAMHU.

Kpome Toro, TeXHU4ECKUH pe3ysbTaT JOCTHTHYT CO3AaHUEM TaKOro Crocoda Imoy-
YEeHHUs Telisl PEKTAIbHOTO U Ui HAPY>KHOTO MPUMEHEHUs], BKIFOYAOLIero HU(EeUIUH U JH-
JOKaWHa TUAPOXIIOPU, KOTOPBIH 00€CIeunBaeT yCTOMYHBOCTD reJie00pa3HbIX CBOIMCTB, MPO-

3pavuHOCTh, COXPaHEHHE CTA0MILHOCTH CBOMCTB Ha CPOK HE MeHee 3 JIeT.

[Ipennaraemble (papMaleBTHUECKHE KOMIIO3HMLIUY, COCTABJISIOLINE OCHOBY TelleH,
croco® MPOU3BOACTBA IrejieH, peHa3HAuYeHbl, B OCHOBHOM, IUIS IPEAOTBPALIEHUS 1/ UITH Jie-
YEeHUs] AHAJIBbHBIX TPEIIUH, FeMOPPOS U CBA3aHHBIX C HUM 3a00JI€BaHUH, CHIKEHUST OOJIEBBIX
OLIYIIEHUH MOCIe TeMOPPOUAIKTOMUU. M300peTeHNst OTHOCATCS K COCTaBaM U criocodam mo-
Jy4EHUs, a TAKXKE K IPUMEHEHUIO reliell, BKIFOYAKOIINX HU(EIUITUH U TMJOKaNHA THAPOXIIO-
PUA B Ka4eCTBE OCHOBHBIX JEHCTBYHOLIUX BELIECTB.

IIpennaraemslii resb, BO BCEX NPEACTABICHHBIX BAPUAHTAX, TOJYYEHHBIN Npejarae-
MBIM CITIOCOOOM, OOECTIEYHBAET, MIPU €T0 MCIIOJBb30BAHUH ISl PEKTAIBHOTO WM HAPY)KHOTO
NPUMEHEHHs], BBICOKYIO 3((EKTUBHOCTD B YCTPAHEHUH CUMIITOMOB XPOHHYECKOH aHAJIbHOM
TPELIUHBI, HAPY>KHOTO T€MOPPOSsi, CHIPKEHUH OOJIEBBIX OMIYIIEHHUH, BIUIOTh IO MX yCTpaHe-
HUS.

Bce npencraBieHHble H300peTEHHUs] MPOMBILLIEHHO MPUMEHUMBI, NPOIIIH Jabopa-
TOPHBIE MCIIBITAHUS, PeaTN3yeMbl IPAKTUYECKH U HAHAYT IIUPOKOE NMPUMEHEHHe B (papma-

I_IeBTI/ILIeCKOI\/'I MPOMBIINIJICHHOCTH.

Cnucox auteparypbl

1. Perrotti P, Dominici P, Grossi E, Cerutti R, Antropoli C. “Topical nifedipine with



27

lidocaine ointment versus active control for pain after hemorrhoidectomy: results of a multi-
centre, prospective, randomized, double-blind study” // Can J Surg, 2010, 53(1): 17-24.

2. Katsinelos P, Kountouras J, Paroutoglou G, Beltsis A, Chatzimavroudis G, Zavos C,
Katsinelos T, Papaziogas B. “Aggressive treatment of acute anal fissure with 0.5% nifedipine
ointment prevents its evolution to chronicity” // World J Gastroenterol, 2006, 12(38): 6203-
6.

3. Almeida H, Amaral MH, Lobao P, Sousa Lobo JM. “Pluronic F-127 and Pluronic
Lecithin Organogel (PLO): Main Features and their Applications in Topical and Transdermal
Administration of Drugs” // J Pharm Pharmaceut Sci, 2012, 15(4), 592-605.

4. ESH Scientific Council: ESC Committee for Practice Guidelines. 2013 ESH/ESC
Guidelines for the management of arterial hypertension. Furopean Heart Journal, 2013, 34:
2159-2219.

5. Cook TA, Brading AF, Mortensen NJ. “Differences in contractile properties of ano-
rectal smooth muscle and the effects of calcium channel blockade” // Br J Surg, 1999; 86(1):
70-75.

6. Gorfine SR. “Treatment of benign anal disease with topical nitroglycerin” // Dis Co-
lon Rectum, 1995, 38: 453-457.

7. Katoh N, Hirano S, Kishimoto S, Yasuno H. “Calcium channel blockers suppress the
contact hypersensitivity reaction (CHR) by inhibiting antigen transport and presentation by
epidermal Langerhans cells in mice” // Clin Exp Immunol, 1997; 108: 302-8

8. Oshiro H, Kobayashi I, Kim D, Takenaka H, Hobson RW 2nd, Duran WN. “L-type
calcium channel blockers modulate the microvascular hyperpermeability induced by plate-
letactivating factor in vivo” // J Vasc Surg, 1995; 22: 723-39.

9. Schouten WR, Briel JW, Auwerda JJ. Relationship between anal pressure and an-
odermal blood flow “The vascular pathogenesis of anal fissures” // Dis Colon Rectum, 1994,
37.664-669.

10. ITepue U.M., 3ynanen M. A. “@apmanieBTHUECKHE U METUKO-OHOIOTHYECKHE ac-
nekThl Jekapcts . T.1. Xappkos: M3a-80 HOAY; 1999.

11. ITatent P® Ne 2483721, ony6n. 10.06.2013.

12. "KoHcepBaTuBHOE U ONepaTUBHOE JieUeHHe aHAIbHOHN Tpewunsl", [[pokmonoaus,



28

2009, Unrepuer-caiit eurodoctor.ru, URL: http://proctology.eurodoctor.ru/analfissuretreat-
ment

13. TTatent P® Ne 2606858, omy6n. 10.01.2017.

14. TTatent P® Ne 2641570, ony6n. 18.01.2018.



29

DPOPMYJIA U3OBPETEHUA

1. Crocob mostydeHus Tedsi Ui PeKTaIbHOTO M HAPY)KHOTO TPUMEHEHHS, KOTOPBIH
BKJIFOUAET:

(a) monyyenue BogHOTrO pacteopa 1 myrem cmemuBanus 1,0-19,0 MmaccoBbIX yacTei
nojokcamepa 407 ¢ 0,01-10,0 maccoBbiMH HacTsiMu nosiokcamepa 188 u ¢ 1,0-30,0 macco-
BBIMH YaCTSIMH BOJBI,

(6) mosyueHue BOAHOTO pacTBOpa 2 myTteM pacTBopeHus 1,5-3,2 MacCcoBBIX 4acTei
ruapoxjopuaa qunokausa B 1,0-30,0 MaccoBBIX 4acTel BOABL,

(B) mony4enue pactsopa 3 myrem cMernsanus 0,25-0,55 MaccoBbIx yactel HUpeI-
nuHa ¢ 0,01-34,0 MacCOBBIMU YaCTAMH HU3KOMOJIEKYJISIPHOTO HOJUATHUICHTJIMKOJIS,

(T) coenuHeHHNE pacTBOPa 2 C PaCTBOPOM 3 C MOJIy4EHHEM OJHOPOIHOTO PacTBOPA,

(n) coenuHeHre OOBEAMHEHHOTO PACTBOPA, MOJYYSHHOIO HAa MPEAbIAYIIEM dTarme, ¢
pacTBOpoM 1 mpu nepeMelnnBaHuy,

(e) nobaBneHue B CMeCh, IOJYYeHHYIO Ha npeapiayiiem stamne, 0,01-0,072 MaccoBbIx
yacteil MeTmmaparuapokcndenszoata (Hunaruaa) u 0,01-0,032 MaccoBbIX YacTel MPOMHI-
naparuapokcudeH3oara (HUma3ona),

(>x) mobaBieHHEe B CMeCh, TIOJYUYEHHYIO Ha mpenbinyiiem stare, 1,0-19,0 maccoBbIx
yacTtel nosokcamepa 407 u nepeMelnnuBaHue 10 OJHOPOAHOCTH,

(3) xoppekuuo 3HaueHus pH mosydeHHOH Ha MpeAplAyIIEM STare CMeCH NOoCpen-
CTBOM J00aBJIEHHS BEIIECTBA, KOppeKTUpyomero pH,

npUYeM KaXKIbli 13 3TanoB (a)-(3) OCYLIECTBISIOT IPH MHTEHCUBHOM NEpeMeIInBa-
HUH HE MEHEe 5 MUHYT J0 MOJYYEHUsI OJTHOPOJHON MacChl;

npudeM 3Tar (a) OCyLIeCTBISIOT pu Temneparype 8-17°C, mpu nasiaenun ot 10 mo
99 xIla u 6e3 mocryna cBera; 3tamnbl (0) u (B) ocylmecTBIsIIOT Mpu Temmneparype 18-25°C;
sTansl (T') ¥ () OCYIIECTBISIIOT Npu Temmeparype 8-17°C;

npuYeM Ha 3tane (3) KOppeKIHo 3HaueHnst pH cMecu oCyIiecTBIsIIoT 10 3HAYeHHS B
uHTepBaje ot 3,5 no 7,5;

npuyeM stan (€) 1oOaBIeHUs] HUMIarnHa M HUIMA30J1a MOKET OCYILIECTBISITHCS Tepes
stanom (0);

NpUYEeM BSI3KOCTb IMOJIYYEHHOTO YITOMSIHYTBIM CIOCOOOM Telisli HAaXOAUTCSl B UHTEP-

Bajie oT 3 no 75 Ila-c.
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2. Crocob no m. 1, oTnuYaroLuiicss TeM, 4To Ha 3Tane (1) Wik nepex 3tarnoM (k) K
pactBopy win cmecu nodapisitor 0,01-10,0 MacCOBBIX YacTel HU3KOMOJIEKYJISIPHOTO TOJIH-

OTHUJICHITIMKOJIA.

3. Cnoco® mo . 1 wnm 2, OTIIUYAIOLTHIACS T€M, YTO HU3KOMOJIEKYJISIPHBIA TOJIMITH-

JICHTJIUKOJIb BBIOMPAIOT U3 MOJUATHIIEHTITUKOJIS 400 1 monmsTuieHriuKosist 600.

4. Criocob no 1. 1, oTIMYaroIuics TeM, YTO BEIIECTBO, Koppekrupyrommee pH, BbiOn-

ParOT U3 HATPUs TUAPOKCUIA U KUCJIOTHI XJIOPUCTOBOJIOPOIHOM.

5. Cnoco0 mo 1. 1, oTnMyaromuiics TeM, 4To o0Inee BpeMsi OCYLIECTBIEHHS 3TaroB

(a)-(3) mony4enwust rejisi He MpeBbImaeT 4-6 4acoB.

6. Cnioco6 no 1.1, OTIMYAOIUNACS TeM, YTO YIOMSIHYTBIH CIIOCOO IOTIONHUTENBHO

BKJIFOYAET 3Tan (1) KOHTPOJISI KA4eCTBA MOTyUYEeHHOTO TeJIsl.

7. Cnoco® 1o 1.6, OTIAMYAOIIHUNCS TEM, YTO YIOMSHYTBIH 3Tar (M) BKIIOYAET OIpe-
JieJICHUE 110 MEHbILIE Mepe OJHOIO U3 CIEAYIOLIEH COBOKYITHOCTH MTOKA3aTeNen:

- KOJIMYECTBEHHOE CoJleprKaHue naokanHa ruapoxiopuna 0,25-0,55% u nude-

nunuHa 1,5-3,2%.

- colepKaHne WACHTU(PHULUHUPOBAHHONH NPUMECH JHAOKAWHA HE MPEBBbILAET

0,1%:;

- colepKaHne UACHTU(PHUIMPOBAHHBIX NMpUMecell HUeAuNnUHA CyMMapHO HE

npeBbiaet 2,5%;

- CoIepKaHNe €IUHUYHON HEMIEeHTU(PUIMPOBAHHON MPUMECH HE IMPEBBIAET

0,2%;

- pa3Mep 4acTHUI] KOMIIOHEHTOB MOJIy4€HHOTO Telisi — He Oosee 100 Mxwm;

- pH B unTepsane ot 3,5 no 7,5;

- BSI3KOCTB renst B uHTepsane ot 3 no 75 Ila-c;
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- MI/IKpO6I/IOJ'IOFI/ILIeCKa$I YUCTOTAa COOTBETCTBYET Tpe6OBaHI/I$IM KaTEropuu He-

CTEPWJIBHBIX JIEKAPCTBEHHBIX CPEACTB AEHCTBYHOLIEro u3faHus l'ocynapcTBeHHON

dapmaxoren.

8. I'entb 11 peKTAIBHOTO U HAPY)KHOTO IPUMEHEHHS], 00eCIIeunBaOIUi IPeIoTBpa-

IMCHUE W/WIIKA JIEY€HHE aHAJIBHBIX TPCIIUH U I'EMOPPO U CBA3AHHBIX ¢ HUM 3a6OJ'IeBaHI/II\/'I,

CHIDKEHHUE OOJIEBBIX OINYLIEHUH MOCIIe FeMOPPOUIIKTOMUHY, MOJYYEHHBIH CITIOCOOOM 1O JIF0-

O6omy u3 mm. 1-7, BKIOUYarOIIMK HUGBETUNUH, JTUIOKAMHA THAPOXJIOPUA, mosokcamep 188,

HU3KOMOJICKYJIAPHBIN MOJUATUIICHTJIMKOJIb, HUMTAruH, HUNa30J1, noyjokcamep 407, BEECTBO,

KoppekTupytoliee pH, 1 Boly OUMILEHHYIO, IPU COOTHOLIEHUU UHIPEIUEHTOB, Macc.%o:

HU(pEAUIH

JUAOKANHA TUAPOXIIOPUL

nosnokcamep 407

nojokcamep 188

HU3KOMOJIEKYJIIPHBIN NOJUITUIIEHTJIUKOJIb
HUIaruH

HUIMA30J1

BELIECTBO, KOppeKTupyrouee 3Hauenue pH

BOJa OUYHMIICHHAaA

0,25-0,55
1,5-3,2
1,0-19,0
0,01-10,0
0,01-34,0
0,01-0,072
0,01-0,032
no pH 3,5-7,5
no 100,0.

9.T'enp no 1. 8, OTNIUYAKOIUNACA TE€M, YTO HU3KOMOJIEKYJISIPHBINA MOJU3TUICHIJIUKOIb

MpencTaBisieT CoO0H MOMUATHIIEHTTTUKOIb 400 WK MOMUATHIIEHTTUKOJIB 600.

10. T'enb 1o 1. 8, OTIUYAIOIIUIACS TEM, YTO BEIIECTBO, Koppektupyroiiee pH, BbiOu-

ParOT U3 HATPUs TUAPOKCUIA U KUCJIOThI XJIOPUCTOBOAOPOAHOM.

11. T'enp o 0. 8, OTIMYAOLIUICS TEM, YTO YIIOMSIHYTBIN Iejib UMEET CIAEAYIoLIee CO-

OTHOLICHUEC UHIPCAUCHTOB Ha 1 r roToBOTO JICKAPCTBCHHOTO CPCACTBA.

JUIOKAWHA THIPOXJIOPU]] MOHOTHIPAT
HU(pEAUIH
nojokcamep 188

nosnokcamep 407

0,0213 r
0,0030 r
0,0500 r
0,1750 r
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MOUATUICHTTUKOJB 400 0,3000r
HUIArvH 0,0007 r
HUTA30J1 0,0003 r
HATPUsl TUAPOKCH] UM KUCJIOTA XJIOPUCTOBOAOPOAHAS no pH 7,0
BOJIa OUMIICHHAs mo 1,0r.

12. Tlpumenenue rens no JrodoMy u3 . 8-11 1t CHHKEHUS! KIIMHUYECKUX CUMITTO-
MOB IeéMOppOsi, BIUIOTb O MOJHOTO UX HUCKIIIOUEHHs, [JIs 3a’KUBJICHHUs aHAJIBHBIX TPELIUH,

1T KyAPOBaHUs O0JIEBOTO CHUHAPOMA TIOCIIEe TEMOPPOUASKTOMHH.

13. Criocob mony4deHus resst sl peKTaIbHOTO M HAPYKHOTO MPUMEHEHHsI, KOTOPBIH
BKJIFOUAET:

(1) monyuenue BogHoro pacreopa | myrem cmemuBanus 1,0-19,0 MaccoBbIX HacTel
nojokcamepa 407 ¢ 0,01-10,0 maccoBbiMH HacTsiMu nosiokcamepa 188 u ¢ 1,0-30,0 macco-
BBIMH YaCTSIMH BOJBI,

(i1) mosy4eHHne BOAHOTO pacTBopa 2 myTeM pacTBOpeHus 1,5-3,2 MaccOBBIX HacTel
ruapoxjopuaa qunokausa B 1,0-30,0 MaccoBBIX 4acTel BOABL,

(ii1) mony4deHue pactsopa 3 myrem cMemmBanus 0,25-0,55 maccoBbIx yacTeil Hude-
nunuHa ¢ 0,01-34,0 MacCOBBIMU YaCTAMU HU3KOMOJIEKYJISPHOTO MOJUITUIIEHTJIUKOJIS,

(iv) coennnenue pactBopa 2 ¢ pactBopoM 3, a Taxke ¢ 0,01-0,072 MaccoBbIX acTeit
metmnaparugpokcrudensoara (umaruaa) u 0,01-0,032 mMaccoBbIX YacTell mponwnaparus-
pokcubeH3oata (HUIA30J1a), C MOJy4eHUeM OJHOPOIHOTO PacTBOPa,

(V) coennHeHne pacTBOpA, MOJTYYEHHOTO Ha MPEABIIYLIEM 3Talle, ¢ pacTBOPOM 1 mpu
nepeMeIBaHuH,

(vi) mobaByieHre B cMeCh, TIOJYYSHHYIO Ha mpenbiayinem stame, 1,0-19,0 MaccoBbIX
yacTel nosokcamepa 407 U nocienymwlee nepemMeinBaHie 10 OAHOPOAHOCTH,

(vil) xoppekuuio 3HaueHus: pH Mosyd4eHHOW Ha MPEeabIAyINeM dTane CMeCH MoCpea-
CTBOM J00aBJICHHS BEIIECTBA, KOppeKTUpyromero pH,

npUYeM KaKAbIH U3 3TanoB (1)-(Vil) OCYIIECTBISIIOT MPU HHTEHCUBHOM TIepeMelInBa-
HUH HE MEHEe 5 MUHYT J0 MOJYYEHUsI OJTHOPOJHON MacChl;

npudeM 3tan (1) ocymecTBisitoT npu Temneparype 8-17°C, npu naBnennn Ha 1-80%

HUKe aTMocepHoro u 0e3 ocTymna cBeta, dtansbl (i) 1 (1i1) OCYIIeCTBISIOT MPU TEMIIEPATYPeE
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18-25°C; stamsl (iv) u (V) OCyILIeCTBISIFOT pHu Temneparype 8-17°C;
npudeM Ha stane (Vi) KOppeKuuro 3HaueHus: pH cMecH ocymecTBISIOT 10 3HAUYEHUS
B UHTEpBaJe oT 3,5 1o 7,5,

MIPUYEM BA3KOCTb TOTOBOIO Iejisl HAXOAUTCS B uHTepBane ot 3 1o 75 Ila-c.

14. Cnoco6 mo m. 13, oTnuuaromuiicss TeM, YTO HHU3KOMOJIEKYJISIPHBIN IOJU3TH-

JICHTJIUKOJIb BBIOMPAIOT U3 MOJUATHIIEHTITUKOJIS 400 1 monmsTuieHriuKosist 600.

15. Cnoco6 mo 1. 13, oTinyaromuiicst TeM, 4To BELIECTBO, KOppekTupyrotee pH, BbI-

OMpArOT U3 HATPUS THAPOKCUAA U KUCIIOTHI XJIOPUCTOBOIOPOTHOM.

16. Cnoco6 mo 1. 13, oTynyaromuiicst TeM, 4To olree BpeMs OCYIIEeCTBICHHUS STaloB

(1)-(vil) mony4yeHHs rens He mpeBbIaeT 4-6 4acos.

17. Cioco6 mo 1. 13, oTIMYaroLIniicss TeM, 9TO YIOMSIHYTBIH CrIOco0 TOMOTHUTENBHO

BKJIFOYAET 3Tam (Viil) KOHTPOJISI KA4eCTBa MOJy4EeHHOTO el

18. Croco6 mo n. 17, OTIMHAOIIMICSA TEM, YTO YIOMSHYTBIA 3Tam (Vi) BKJIOYAeT
OIpenesIeHHe MO MEHBIIIE Mepe OAHOTO U3 CIEAYIOLIEH COBOKYITHOCTH MOKAa3aTeNen:

- KOJIMYECTBEHHOE CoJleprKaHue naokanHa ruapoxiopuna 0,25-0,55% u nude-

nunuHa 1,5-3,2%.

- conepskaHue uAeHTU(GUIUPYEMOi mpuMecH uaokanaa He npebimaet 0,1%;

- colepKaHne HACHTHU(PHUUPYEMBIX NMpUMecedl HudenunuHa He NpPEeBbIIIaeT

2,5%:;
- CoIepKaHNe €IUHUYHON HEMIEeHTU(PUIMPOBAHHON MPUMECH HE IMPEBBIAET
0,2%:;
- pa3Mep YacTUIl KOMIIOHEHTOB TOJY4eHHOTO Telisi cocTapisieT He Oonee 100
MKM;

- pH B unTepsane ot 3,5 no 7,5;

- BSI3KOCTB renst B uHTepsane ot 3 no 75 Ila-c;
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- MI/IKpO6I/IOJ'IOFI/ILIeCKa$I YUCTOTAa COOTBETCTBYET Tpe6OBaHI/I$IM KaTEropuu He-

CTEPWJIBHBIX JIEKAPCTBEHHBIX CPEACTB AEHCTBYHOLIEro u3faHus l'ocynapcTBeHHON

dapmaxoren.

19. I'enb 171t peKTAIBHOTO M HAPYKHOTO MPUMEHEHHsI, 00eCTIeYnBarOIUi IPEIOTBpa-

IMCHUE W/WIIKA JIEY€HHE aHAJIBHBIX TPCIIUH U I'EMOPPO U CBA3AHHBIX ¢ HUM 3a6OJ'IeBaHI/II\/'I,

CHIDKEHHUE OOJIEBBIX OINYLIEHUH MOCIIe FeMOPPOUIIKTOMUHY, MOJYYEHHBIH CITIOCOOOM 1O JIF0-

6omy u3 mm. 13-18, prmovaromuii HUGpETUNHH, TUAOKAWHA THAPOXJIOPUA, Mmojiokcamep 188,

HU3KOMOJICKYJIAPHBIN MOJUATUIICHTJIMKOJIb, HUMTAruH, HUNa30J1, noyjokcamep 407, BEECTBO,

KOppeKTupyrlnee 3HadeHue pH, U BOAy OYMINEHHYIO, NMPU COOTHOLIEHWH WHIPEIUEHTOB,

macc.%:
HU(pEAUIH
JUAOKANHA TUAPOXIIOPUL
nosnokcamep 407
nojokcamep 188
HU3KOMOJIEKYJIIPHBIN NOJUITUIIEHTJIUKOJIb
HUIIArvH
HUIMA30J1
BELIECTBO, KOppeKTupyrouee 3Hauenue pH

BOJa OUYHMIICHHAaA

0,25-0,55
1,5-3,2
1,0-19,0
0,01-10,0
0,01-34,0
0,01-0,072
0,01-0,032
no pH 3,5-7,5
no 100,0.

20. I'eap o 0. 19, oTMYAOIUIICS TEM, YTO HU3KOMOJIEKYJISIPHBINA NOJU3TUIICHIJIN-

KOJIb MPEACTABIISIET COOOM MONMUATHIIEHTIUKOJIh 400 MM MONMMATHIIEHTTUKOJB 600.

21. T'enb 1o 1. 19, OTNIUYAOIIMIACS TEM, YTO BELIECTBO, KOoppekTupyromee pH, BbOu-

ParOT U3 HATPUs TUAPOKCUIA U KUCJIOThI XJIOPUCTOBOAOPOAHOM.

22. T'enp mo . 19, oTAMYArOIMIICS TE€M, YTO YIIOMSIHYTBIN I'ejlb UMEET CIEAYIOLlee

COOTHOLLIEHHE UHTPEIUEHTOB Ha | I TOTOBOrO JIEKAPCTBEHHOI'O CPEACTBA!

JUIOKAWHA THIPOXJIOPU]] MOHOTHIPAT
HU(pEAUIH

nojokcamep 188

0,0213 r
0,0030 r
0,0500 r



35

nosnokcamep 407

NOJMATUIEHTIINKOIEL 400

HUNAruH

HUITA30.1

HATpUs THAPOKCUA WM KHUCJIOTA XJOPHUCTOBOJOPOIHAS

BOJa OUYHMIICHHAaA

0,1750r
0,3000 r
0,0007 r
0,0003 r
o pH 7,0
mo 1,0r.

23. Ilpumenenue refus mo odomy u3 nn. 19-22 njst CHUKEHUS KJIMHUYECKUX CUMII-

TOMOB I'¢MOppOs, BIUIOTh OO0 MOJIHOTO UX UCKJIIOYCHUSA, AJId 3a’KUBJICHHUSA aHAJIbHBIX TPCIIWH,

1T KyAPOBaHUs O0JIEBOTO CHUHAPOMA TIOCIIEe TEMOPPOUASKTOMHH.
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