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AHAJUTHYECKUN TTACIIOPT N 18

Poccus

KOPTEKCHH®, nnoduinu3aT LIs MPUroTOBIEHHS pacTBopa 14 BHYTPHMBIIIEUHOr0 BBEACHNS, 5 MI

CrpaHa-IpoM3B0 IUTENE:
Homep perucTpauuoHHOro
YAOCTOBEPEHHA:
Tosupopka/akTHBHOCTE!
JlexapcteerHan Gopma:

Pa3zmep H THI YIIAKOBKH:

Poccuitckas ®enepauns
JICP-003190/09 ot 27.04.2009 r.

KopTekcHHa 5 Mr

AnHo¢UAN3AT A5 NPUTOTOBACHHA pacTBopa As BHYTPHMBbILIEYHOTO BBENe-
HHS

110 5 §/12KOHOB B KOHTYPHYIO AHCHKOBYI0 YIAKOBKY H3 MUIEHKH TNOHITHIIEH-
TepedTanaTHO! U POILTH ATIOMHHHEBOH, MO 2 KOHTYpHBIE S4eHKOBbIC yNa-

Homep cepun:

KonuiecTso ynakoBOK B CEPHH.
Jlata npou3BOACTBA!

Tonex jo:

[Tpou3BOHTE b TEKAPCTBESHHOIO
CpeJICTBA (Haseanue u adpec npoussoo-

CMBENHOU RAOWAOKY).
BropH4Has yraxkoBKa:

Tpou3BoACTEEHHAA TLIOLAMKA:
I[Ipon3BoACTBEHHAN JTHICHIHA

3aKMFOYEHHE O COOTBETCTBHH MPOH3BO-
IUTENA NEKAPCTBEHHRIX CPencTs Tpe-
GosarmaM IpaBmi1 HamiexameH mpo-

M3BOACTBEHHOH NPAKTHKY:

KOHTpOIb POBE/IEH Ha COOTBETCTBHE!

KOBKH C HHCT{JYKUi!eﬂ no NpUMEeHEHHI0 B HAYKY H3 KapToHa

60220

18 539 ynax.
05.02.2020 r.
05.02.2023 r.

000 «TEPO®APM», 142279, Mockosekan o6, ropoackoii oxpyr Cepmny-

x0E, pabounii noce10k OGosieHcK, TeppuTopusa «KsapTan Ay, eTp. §

000 «TEPO®APM», 142279, MockoBekast 001, TOPOACKOH OKpYT Cepny-
x0B, padounii noceaok OGo/IeHCK, TEPPHTOPHS «Ksapran Ay, c1p. 5

000 «'EPODAPM»
Ne 00107-JIC ot 25 uwons 2019 roga

pepauun. Jeficrutensunt Ao 14 wions 2022 1.
JICP-003190/09-240918

Ne GMP-0037-000408/19 o1 28 aBrycTa 2019 r., npuka3s Ne 3221 o7 28.08.201 9;
No GMP-0037-000409/19 ot 28 asrycta 2019 r., npukas Ne 3239 ot 28.08.2019,
BbiIaHHbie MHHHCTEPCTBOM NPOMBILLIEHHOCTH H TOPIoB/IH Poccuiickoii Me-

HauMeHnoBaHHe nokaszareneil

TpeGoBaHusi HOPMATHBHON A0KYMEHTAUHH

PeayabTaTh! HCNBITaHHH

Onucanne

JIuotuanzupoBaEHBIl HOPOLIOK Wil NOPHCTan Macca Genoro KiM
Fenoro ¢ WeTTOBATEIM OTTeHKoM usera. (Buayansubri)

JTropunH3HpOBAHHLIA  TIOPO-
wok fenoro usera

[ToanHRHOCTE:
A, Tlentuas!

B. ApoMaTH4eckHe aMIHOKHCIOTE

B. Fanuue

OxpauinBaHKe pacTsopa Npenapara B cutie-HHONeTOBLIH LBET B NPH-
CYTCTEMH DHypeTOBOIrO PEaKTHRA.

V®-criekTp NOTTOWERHA PACTROPA [penapata B 001aCTH ATHH BOjH
oT 250 710 300 HM JOMKEH UMETh MakciHMyM npu (275 % 6) HM. {Criex-
TpohOTOMETPHIECKHIH)

CooTHOLICHHE ONTHEeckUX MoTHOCTeH D27s/Daso nomxno OwiTh He
menee 1,0. (CrniexTpodoToMETpHYSCKUH)

Ha xpomaTorpamMMe HCTBITYEMOro Tpenapara JA0MKHO MOABHTHCH
[ATHO HA YPOBHE NATHA PACTEODA COBC ranumnna. (TCX)

[MoareepkaeHa

A max = 275,48 uMm

1,36

CoorserciByer

Bpems pacTBOpeHns

Conepwumoe QIaKoHa H0TKHO PacTBOPATECA MPH BCTPAXHBAHHA B
1-2 M BOIB! ANA usbekLit, 0,9 % pacteopa HaTpua xnopuaa, 0.5 %
pacTeopa npokanHa B TeueHue ne Gonee 1 MuH. {BuzyaneHerii, xpo-
HOMETPHYeCKHH)

Menee 1 mMun.

HBIX U151 BHYTpHMBbiIen o0 BBeaeHus, (MD PO, 0DC.1 4.2.0005.15
«Bua#MBIC MEXAHHUCCKHE BKIOUCHHS B ICKAPCTBEHHBIN dopmax

11p0o3payHOCTE PACTBOPA Jlonwen Gwre npospaunei. ([P PO, OGC.1.2.1.0007.15 «ITpo- | [Ipospayen
3paYHOCTD U CTCMEHD MYTHOCTH KHIKOCTEHN)

LlserHOCTL pacTeopa Oxpacka HCIBITYEMOro pacTBOpa HE A0/KHA NpeBBILIATE 3TANnoH Y4. | Beiuacpxusact
D Po, OOC.1.2.1.0006.15 «CreneHs 0Kkpacky RHAKOCTERY, Me-
Ton 2)

pH pactsopa Or 5,0 10 6,6 (pacTROp, NMPUTOTORTSHHBIR [UIA HCIBTAHUA Ha «llpo- | 6,09
apaunocTs pactsopar). (TP P, O®C.1.2.1.0004.15 «onoMeTpHa»
MOTEHUHOMETPHYECKOE ONpeIenene)

Toteps B macce npu seicyumea- | He Gonee 10 %. (T Pd, ODC.1.2.1.0010.15 «Tloreps B Macce NpH 3.99%

HHH BRICYLIHBAHHHY, criocad 1)

MeXaHHYECKHE BRMOUYCHHA

- BHIIMMBIC JloikeH BRLICP#HRATE TPeGOBAHNS U1 NIPCNAPATOB, IPeAHASHALCH- Bripepausact

Crp. 1u33




= HeBUIHMEBIE

AULA IBPEHTEPATEHOTO MPUMEHEHHS H MI23HAIX IeKapCTBEHHBIX dop-
MAXY)

B onnom daakone:

- CPEARSS HHCNO HacTHl pasmepom 10 Mkm u Bonee - He npessimaer
6000;

© PEHEE HHCNO HacTHL pasMepom 25 Mkm u Gonee - HE npessiaeT
600.

(C‘!mo-c}amomerpnwccxuﬁ, D PO, ODC.1.4.2.0006.15 «Hesuu-
MBIC MCXBHHMYECKHE BKITIOYEHHS B JCKAPCTBCHHEBIX [1)0]’),\:13.)( Aana na-
PEHISPAILHOIO MPHMEHEHHS », MeTo 1)

73 u./dax.

1 w./dnak.

[uporennocts

Homen GbITh ANHPOreHHBIM, (' PO, ODC.1.2.4.0005.15)

Amuporeten

AHOMATLHAS TOKCHYHOCTE

Homker OBITh HETOKCHURBIM. (I'® PO, ODC.1.2.4.0004.15 «Ano-
Ma/bHAA TOKCHYHOCTHY)

Heroxcuuen

CrepuisHOCTS

Honwen Guirn crepushem. (MeTon memOpanroi GunsTpanum, IO
PD, OPC.1.2.4.0003.15 «CrepunsHocTh»)

Crepunen

BricokomonekynsapHere Genku

Ha xpomarorpamse nemsiTyemoro PacTBOpa Z0MKHLI OTCYTCTBOBATE
KM TDUMECEH, BDEMS YICDHKMBAHMA KOTOPEIX MeHES BpeMeHH
YACPKEBAHHA Nhka Genka-Mapkepa - uuToxpoma C, yro noaTeep-
HAACT OTCyTCTBHE GeNKOB ¢ MOJCKYAIPHOR Maccoit copiue 12300
Aa. (Okckmosuonnas B3KX, F'd Pd, OGC.1.2.1.2.0005.15 «Beico-
K03 pekTHBHAS KUAKOCTHAS xpoMarorpadusy),

Cootrercrayer

Ocrarounsle oprammueckme pac-
TBOPHTEH

Anetora He Gonee 0,3 %. (I'd PO, ODC.1.2.1.2.0004.15 «[azonas
xpomarorpadus», ODPC.1.1.0008.15 «Octatounste opranuueckue
PACTBOPHTENHY).

0.02 %

OamnopoaHocTs A03HpOBAHMA

B cootmercTBMM ¢ TpefomAHMAMM (AVZIS). (Td Pd,
ODC.1.4.2.0008.15 «OnHODOIHOCTE JO3HPOBAHHI N, Criocos 2).

Coorpetcrayer
AV=5623

Conepxanue
TIOJIHTIENTHIOR

BCOOOPACTBOPHMEIX

Conepikanue  BOAOPACTEOPHMBIX (IOAHIENTHIOB BO thnakone
AonxHo BbrTs 07 1,5 10 3,5 mMr. (CnexrpodotomeTpHyeckui)

2,71 mr

Konuuecrsennoe onpeenenue

Conepranne KOPTEKCHHA BO (IaKOHE JOMKHO GBITH OT 4,25 10 3,75
ur. (CrexrpodioToMerpuueckuii)

5,01 mr

buonormueckas akTHBHOCTE

Ipenapar cunraor GHonorHuecky aKTHBHbIM, ecitd HIT Tkanu ro-
JIOBHOTO MO3ra [IOCAE KYNLTHBMPOBAHUA ¢ A00ABICHHEM IKCTpakTa
KOopieKcuHa B koHUeHTpauuu 20 Hr/Mn, #e McHee seM ma 20 %
Sonsire MIT 8 kostpone. (Buosormyee KWH)

Ha 22 % Gonswe koHTpons

Vnakosxa ITo 11 Mr muodimnusarta Bo nakoHB! U3 BECHBETHOrD CTEKAA BMECTIL Coorsercreyer
MOCTBIO 3 ML, YKYTIOPEHHEIE NPOOKAMU PEIHHOBLIMHA H 0GKATAHHELE
KOJIMa4yKaMu ATIOMHHHEBRIMH C OTPBIBHOM [NACTUKOBOH Haknanxoi
OpaHXKeBOro 1BeTa.
llo 5 dnaxkoros 8 xoxTypHYIO AMCHKOBYIO YIIAKOBKY M3 rnncHky ro- | [To 5 (I4KOHOB B KOHTYDHYEO
AMBRHUIXTOPUIHOH WK NOAHITHICHTepedh TaTaTHOM U OTBIH amo- FUCHKOBYIO  ynakoBky 3
MUHHEBOM, TISHKH NOAMITHICHTepedTa-
JarHOW W (DONBIH ATHOMHHHE-
BOH.
1lo 2 konTypibie sueiikoBEle ynakosxH ¢ MHCTPYKuMed 10 npuMene- | Cootsetcrryer
HHIO B Na4YKy H3 KapToHa.
Mapkuposka Tepsuunan ynarosra nexapemeennozo Hpenapama Cooteercrayer
Ha atuxerxe dmakoHa yxasbiBaioT HanMeHoBatHe ASPKATENA PerH-
CTPALIMOHHOID YAOCTOBSPEHHA, TOProBOE HAHMEHOBAHME HeKap-
CTBEHHOTO NMpenapara, MPeAyNPeaHTENbHYI0 MAPKUPORKY &, nexap-
CTIBCHHYIO GOpMY, KOMYECTEO AHCTRYIOWIERO BelecTRa B Mr, «Jlna
Aerei», dapMakos, HoMep cepuu H CPOK MOJHOCTH.
Ha otprsayio naactukosyio HAKAAIKY KOATIAYKa ATIOMHHHEROID
HEHOCAT pensediyio Haamich «T"EPODAPM).
Bmopuunan ynaxossa Cootercrayer

Ha honmnre amoMunKeBoi yKaI6IBAKOT HAHMEHOBAHME Jepxarens pe-
TUCTPALIONHORG YAOCTOBEPEHHA, TOPTOBOE HAHMEHOBANHE Jexap-
CTBEHHOIO npeniapara, mpelynpeiuTeNshyio Mapkuporky ®, «Jlag
AeTelin, JeKapCTBEHHYIO QOPMY, KOTHYECTRBO ASHCTRYIONMEro Bee-
CIBA B MI.

Ha nauke ykaspipaor HaHMCHOBAHWE, TOBAPHLIHA 3HAK, axpec, Tene-
(ou u hake mepwarens perucrpanmonHore YAOCTOBEpEHHSA, TOPro-
BOC HAMMEHOBAHME MeKapCTREHHOTO mpenapara, MpPeayIpeIHTe b=
HYH) MAPKHPOBKY ®), rpYnIMPOBOUHOE HAMMEHOBHHE, NIeKaPCTREH-
HYI0 OpMY, KONMYESCTBO NEHCTBYIOWEr0 BeMmEecTRa § MT, KOIiYe-
180 QirakoHoB B nauxe, «[I1s zeteiin, coctas, «CrepunsHo», yeno-
BHS XPAHEHHUA, YCIOBHA OTIYCKY, « XPaHHTh B HEAOCTYTTHOM A7 de-
TeH MECTE», HOMEP PEIHCTPALHOHHOND YAOCTOBEPEHHUS, IITPHXOBOH
ko, dapmaxon. HUlpudronm Bpaiina ua Na4Ky HaHoCAT uHbOpPMALHIO
“KOPTEKCHH 5 My, Ha NHUEBYIO CTOPOHY NAMKH HAKTEHBAIOT FONO-
rpammy.,

Ha nauky namocst cpeactro HIASHTHDRKALMN (ABYXMEPHLI IWTPH-
XOBOH KO/), M TexcT, AyGmupyrouuii HHOAPMALKIO, 33KOIHPOBAH-
HYIO B HeM (HOMep NPOH3IBO/CT BeHHOT CCPHH, JlaTa HCTCYEHNA CPOKa
TOAHOCTH, HEAMBHIVATLHLI cepuiuni HoMep (Mpr Hanuuwmm)),

Crp.2m33




