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“;! 3A0 «3u0-3xoposne»
= 3Aopnge 142103, Poccust, MockoBckas 0611acTb,
= e [Momonkek, yi. XKenesHomopoxHas, 1. 2

Ten./paxc: +7(495) 419-20-64

JIMueH3Hs HA TIPOH3BOCTBO JIEKAPCTBEHHBIX CPEACTB /sl MEAMIHHCKOro NpUMEHEHUs
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

ITACIIOPT Ne1584/26

HaumenoBanue npenapara Ypcocan® kancyasr, 250 mr, Ne 50

Koa npenapara 753

Homep cepuu 2060726

O6bem cepun 14 647 mT. ynakoBox
Jarta npoussoacrea 30.07.2026 1.

I'onen xo 30.06.2031 r.

JMata anajausa 25.08.2026 r.

AHaJIM3 poBe/IeH 1o

CII-KO-0701-0122-11 «Ypcocan® kancysbl, 250 Mr»

HJ JITT-Ne(003033)-(PT-RU)-170424 «Ypcocan® KarncyJbl, 250 Mr»,

Pazpmeny 1.3.2 mogysnst 1 perueTpannoHHoro gochbe

MakeTy nepBHYHOI YIIAKOBKH JIII-Ne(003033)-(PT-RU) ot 25.08.2025
Makety BTOpUUYHOIi (TOTpPeGUTEbCKOI) YIAKOBKH JII-Ne(003033)-(PT-RU)

CAUHUIBI, MI'

2/20 xamncyi — ue 6osee + 15,0 %

ot 17.04.2024
JIMCTKY-BKIAABINY — HH(GOPMALIHH /151 TALHEHTA JITI-Ne(003033)-(PT-RU)
ot 17.04.2024
Haunmenosanue TpeboBanus HopMaTHBHOM Pe3ynbTathl HCIBITAHMIM
IoKasareneit JIOKYMEHTalu|
Ornucanue Berbie, TBEpAbIE, HEMPO3paUHbIe sKeTaTHHOBBIE KarCy1bl Ne 0. Benble, TBepable, HEMPO3payHble XKETATHHOBBIE
Conepxumoe Karcy.1: Genblit MM TOYTH GeTbIii HOPOIIOK, 60 | Karicysl Ne 0.
Gesbli MM M0YTH GelIbli IOPOIIOK ¢ KYCOYKAaMH MAcChl, JIHGO Cozepxumoe Kancyit: moutu Geblit OPOLIOK ¢
Ocibid  MaM  mouTH  GelNbli  CIIPECCOBAHHBIA  MOPOLIOK, KyCOYKaMH MacChl.
pacmagaloLMiCs PU HaJABIMBAHUH.
Hnentudukamus BOXX. Bpems yaepKUBaHMS OCHOBHOTO IHKA  Ha Bpems ynepxuBaHMsS OCHOBHOTO mHMKa Ha
XpoMarorpamme HCIBITYEMOT0 pacTBOpa JIOJDKHO | XpOMAaTorpamme HCIBITYEMOT0 pacrBopa
COOTBETCTBOBATL BPEMEHH YIEPKUBAHHMS OCHOBHOTO IIMKA HA | COOTBETCTBYET BpeMEHU YAEPKUBAHUS
XpOMaTorpaMMe CTaHIApPTHOrO pacTBopa A (CM. pasfeN | OCHOBHOIO MKa Ha  XpoMarorpamme
«KoM4ecTBEHHOE ONpeielieHHe ») CTaHIAPTHOTO pacTBopa A
OnmHOpoaHOCTH Ot 315,1 mr 10 348,2 mr (331,65 mr + 5,0 %) 3354
Macchl
JIO3MPOBAHHOM 18/20 xancyn — ue Gonee + 7,5 %; 20 u3 20 karcys —

or—4,1% o +3,6%

PacrBopenue, %

BOXX. He menee 80 % (Q) ypcone3oKCHX0IeBOM KHCIOTEL OT
HOMHHAJIBHOTO coziepxKaHus yepes 30 MUH

101
101
101
101
101
101

101 (cpennee)

HOMHHAJILHOT'O coaepxaﬂm)

Poncrennsie TCX.

npumecy, % IIpumech A (XeHOIE30KCHXOMEBAs KUCIOTA) — HE GoJiee 1,0 %; Menee 1,0
Hpumecs C (uroxonesas kuciora) — He Goee 0, 1 %; Memee 0,1
EnuHuyHas HeneHTHMUMpPOBaHHAs IPHMECE — He Goree 0,2 %;| Menee 0,2
Cymma HenneHTHPHUMPOBaHHBIX IPHMecei — He Golee 1,0 % Mewnee 1,0

OnHOpOAHOCTH Mnst 10 mosupoBanubIx exuumn (n=10) AV < 15,0 wm s 30

JTO3UPOBAHHBIX A03upoBaHHbX exuHUL (n=30) AV < 15,0 1 HE OnHH pe3ybTaT n=10

€JIMHMUIL CAMHUIHOrO onpeneneHus He mensme (1-L.2x0,01)xM unu ne AV =6,5
Goabure (1+L.2x0,01)xM

KomuuectBennoe BOXX. Ot 237,5 mr 10 262,5 Mr

. 254,9
OMpesIeNIeHUe, MI (01 95,0 % 110 105,0 % ypcone30KCHXOIEBOM KUCTOTEL OT (101,9 %)

Muxkpo6uonoruuec
Kas 9UCTOTa

Kateropus 3A.

OGwee 4rcno a9poGHEIX MUKPOOPTaHHU3MOB (TAMC) -

He Gonee 103 KOE B 1 T

O61iee YHUCIIO IPOKIKEBBIX U IIECHEBBIX rpu6oB (TYMC) —
He Gonee 102 KOE B 1 T.

Escherichia coli — otcyrctBue B 1 T.

O6uee 4MCI0 a9POBGHBIX MUKPOOPTaHH3MOB —
menee 10 KOEB 1 1.

OG11ee YMCIIO APOMOKEBEIX U IIECHEBBIX
rpu6oB —menee 10 KOEB 1.

Escherichia coli orcytctyer B 1 T.

Crp. 1 u3 2
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HaumeHoBaHme TpeGoBaHus HOpMATHBHOM Pesynbrathl HcHBITAHMI
noKasaresnen JOKYMEHTalUH
YnakoBka Ilepsuunan  ynaxoska: Tlo 10 kancyn B | [lepeuunas ynaxosxa: Tlo 10 karcyn YIAKOBKE SYEHKOBOU
YynakoBke s4eHkoBoi KoHTypHOH u3 TIBX | komrypro#t u3 [IBX IUICHKH U aIOMHHHEBOM (OB
IUICHKU U aTIOMHHUEBOU (oIbrut. Bmopuunas ynaxoexa: 5 ynakoBOK SYEHKOBBIX KOHTYPHBIX

Bmopuunas ynaxoexa: 5 ynaxoBok s4eHKOBBIX | BMECTE C JIHCTKOM-BKJIABIIIEM B [AYKE KapTOHHOM.
KOHTYPHBIX BMECT€ C JIMCTKOM-BKJIAIBINIEM B
MAa4YKC KAPTOHHOM.

MapkupoBka B coorserctBuu ¢ pasgenom 1.3.2 momyns 1 | CooTBeTcTByeT
PETHCTPALIOHHOTO J0ChE

I[lepBryHas yrakoBKa JIEKapCTBEHHOTO Nperapara.
Homep cepuu: «2060726»
Jlata HCTEYEH s CPOKa FOAHOCTH: «roaeH A0 062031,

Ko nucrka-Bxnansuna-unpopmanuu ams nauuenTa:
H-752-(753,767)-06-07, RU/05/24

BTopuyHas ynakoBka JiekapCTBEHHOTO Iperapara.

Kon nmauku: I1-753-50-03-06, RU/11/23

«Data Matrix»,

«GTIN: 04607085319940»,

«Cepusi: 2060726,

«["omen mo: 06 2031,

«S/N:» ¢ yKasaHMeM HHIMBHMAYAJILHOTO CEPUAIM3ALUOHHOTO
HOMeEpa MavKH.

VYcnoBus XpaHeHus He tpebyer cnenuanbHbIX YCIoBMiA XpaHEHHs. He tpebyer cnienuansHbIX yCnoBuii XpaHeHH .
Cpox rogHoctu (cpok | 5 mer 5 ner
XpaHeHusl)

3axmouenne: Jlexapcmeennviii  npenapam Vpcocan® wkancyner, 250 mz, Ne 50 cepuu 2060726
coomeemcmeyem mpebo6anuAM 8 4acmu NPOBEPEHHbIX NOKA3amenell.,

HavanpHuK oTena KOHTPOIIs KadecTBa 3eneHckas A.A. u/% s /
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