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3A0 «3u0O-310poBHe»

142103, Poccusi, MockoBckast 00J1acTh,
ITomoneck, yn. XKenesHonopoxkHas, 1. 2
Ten./dakc: +7(495) 419-20-64

JlnueHsusi Ha NPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB AJIsi MEAHLHHCKOr0 NPHMEHEHH S
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanue npemaparta

Kon npenapara
Homep cepun
O6bem cepun

Jarta npou3BoacTBa

I'ogen mo
JMaTa ananuza

AHanu3 npoBeIeH o

ITACIIOPT Ne0533/26

753

610326

14 502 mT. ymakoBok
02.03.2026 r.
28.02.2031 r.
23.03.2026 r.

Vpcocan® kancyibi, 250 mr, Ne 50

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

HJT JITI-Ne(003033)-(PT'-RU)-170424 «Ypcocan® kancyJibi, 250 Mr»,
Paspeny 1.3.2 mopyans 1 JIIT-Ne(003033)-(PT-RU)

HOMMHAJILHOTO COJIEPIKaHMs)

HaumenoBanme TpeboBaHUs HOPMATHBHOI PesynbTaThl HCIIBITAHUM
IoKa3areJien JOKYMEHTalUK
Onucanue Benble, TBepbIe, HENPO3PaYHbIE JKENATHHOBBIE KaricyJisl Ne 0. Benble, TBepAble, HEMPO3pPAUHbIE XKEIATUHOBHIC
Conepxumoe Karncyn: Genblif Wik noutu Genblit mopook, mbo | xancyist Ne 0.
Genbiid unM noutu Geblif MOPOLIOK ¢ KyCOYKaMu Macchl, b0 | ComepuMoe Kancysl: MouTH Gelblit MOPOIIOK ¢
Oenblf  wiu  1ouTH GBI CIIPECCOBAHHBIM  IOPOIIOK, | KYCOUYKAMM MAcChI.
pacnanaronuiics Npy HalaBIMBaHUM.
Hnenrtuduxanus BOXX. Bpems ynepxXuBaHHS OCHOBHOrO IMKA Ha | Bpems ymep)KMBaHMS OCHOBHOTO IIMKa Ha
XpoMarorpamMmme UCIBITYEMOTO pacTBopa JIOJDKHO | XpoMaTorpamme HCIBITYEMOTO pacTBopa
COOTBETCTBOBaTh BPEMEHM YIEPXKMBAHMS OCHOBHOTO NHKA HA | COOTBETCTBYET BPEMEHHU YIEPKUBAHUSL
XpOMaTorpaMMe CTaHIapTHOTO pacTBopa A (CM. pasjmed | OCHOBHOTO nHKa Ha  Xpomarorpamme
«Konn4ecTBEHHOE OTIpE/IeICHHE ) CTaHIapTHOT'O pacTBOpa A
OnRHOPOIHOCTE Or 315,1 mr 10 348,2 mr (331,65 Mr £ 5,0 %) 336,5
Macchl
JI03MPOBAHHOM 18/20 xancyn — ue Gosee + 7,5 %; 20 u3 20 xancyn —
€IUHMIIBI, MT' 2/20 xarnicyn — He 6oaee = 15,0 % or—1,6% no +1,1 %
PacrBopenue, % BOXX. He menee 80 % (Q) ypcoae30KCHX0NeBoi KUCIOTHI OT 99
HOMMHAJIBHOTO Cozepxanus uepe3 30 MUH 100
100
100
100
100
100 (cpennee)
PoncrBennsie TCX.
npumecH, % IMpumecs A (xeHoae30KcHX0JIEBas KUCI0Ta) — He Goiee 1,0 %; Mesee 1,0
IMpumecs C (Jiutoxonesas kuciora) — He 6oiee 0,1 Y%; Menee 0,1
Envnnunas neuneHTiduImMpoBannas npuMech — He 6oiee 0,2 %; Menee 0,2
Cymma HeneHTUUUMPOBaHHBIX TIpUMeceii — He Gonee 1,0 % Menee 1,0
OnHopoxHocTs Hna 10 nosupoBanusix equnun (n=10) AV < 15,0 wu ais 30
JI03MPOBaHHBIX NO3MPOBaHHEIX eUHUL (n=30) AV < 15,0 u HU OIUH pe3ynbTaT n=10
CIUHHLL CAMHUYHOTO onpeneneHus He MeHblue (1-L.2x0,01)xM unu He AV=19
Goapwe (1+4L.2x0,01)xM
KomuyecTBenHoe B3OXX. Ot 237,5 mr 110 262,5 mr 252.0
OIpEZENICHHE, MI' (ot 95,0 % 110 105,0 % ypcoae30KCHXONEBON KUCIOTEl OT (100 8’ %)

Muxpo6uonoruyec
Kasl YUCTOTa

Kareropus 3A.

O61uee unciio a3po6HbIx MikpooprauusmoB (TAMC) —

He 6osiee 10° KOE B 1.

OO1ee 9MCIIO APOXKIKEBBIX U TLIECHEBBIX IPHGOB (TYMC) -
He Gonee 102 KOE B 1T

Escherichia coli — orcyrctBue B 1 1.

OO61wee YHCIIO0 ad3pOOHBIX MUKPOOPTaHU3MOB —
menee 10 KOE B 1 1.

O61Liee YMCIO0 APOMIKEBIX U MIIECHEBBIX
rpu6oB — menee 10 KOEB 1T.

Escherichia coli orcyrctByer B 1 T.

YnakoBka

Ilepsuunan ynaxoska: Tlo 10 xancyn B ymakoBke sS4CHKOBOK
KOHTYpHOH u3 [IBX nieHKH! U alllOMUHUEBOH (GONBIH.
Bmopuunas ynaxosxa: 5 ynaxkoBoK S4EHKOBBIX KOHTYPHBIX
BMECTE C JIMCTKOM-BKJIA/IBILIEM B T1aYKe KAPTOHHOIH.

Ilepeuunas ynaxosxa: Ilo 10 xancyn B ynakoBke
A4eikoBoi koHTYpHOUM wu3 I[IBX mnneHku u
QIIOMMHHUEBOH (ONBIH.

Bmopuunas ynaxoexa: 5 ynakoBok sS4eHKOBBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJAIbIIIEM B
Na4yKe KapTOHHOMH.
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PYCCKOM A3BIKC YKa3bIBaIOT:

- TOProBO€ HAMMEHOBAaHHUE [Mpemapara ¢
HpeayNpeaUTENbHOM MapkupoBKoi ©,

- JO3UPOBKY,

- MEXIYHapOIHOE HENaTEHTOBAHHOE

HaWMEHOBaHME (LyOIMPYETCS Ha AHIJIMICKOM
S3BIKE),

- KOJIMYECTBO Karicyl B 1 ymakoBKe S4eKoBOi
KOHTYDHOM,

- HOMED CepuH,

- IaTy UCTEUCHHUS CPOKA TOTHOCTH (CTOIEH 10%),
- HAMMEHOBAHHE NEPIKATENS PETUCTPALIMOHHOTO
YIOCTOBEPEHHUS,

- JIOTOTHI JEpXarejsi pPEeruCTPaldOHHOIO
YAOCTOBEPEHHUS (Ha aHTIIHHCKOM S3BIKE).

Ha wxapmounoii nauxe Ha pycckoM s3BIKe

YKa3blBAIOT  (HaAmMCH  AyONMpYIOTCS  Ha
AHIJIMICKOM SI3BIKE):

- TOProBOC HAaMMEHOBAaHHME [pemapara c
NpeaynpeauTeabHON MapKkupoBKoi®,

- MEXIYyHapOIHOE HENaTEeHTOBAHHOE
HaUMEHOBaHME,

- JI03UPOBKY,

- JISKapCTBEHHYIO (hopMy,

- HauMCHOBAaHHWE NEHCTBYIOIIErO BELIECTBA W
€ro cozeprxaHue B 1 karcyie,

- KOJIMYECTBO Karcy B 1 mauxke,

- C110co6 npumeHenus «Jlis npuema BHYTPs!»,
- YCIIOBHSI OTITYCKa,

- YCIIOBHSI XpaHEHUs,

- HpeNyNpeIUTENbHbIE HANNUCH: «XPaHUTh B
HEIOCTyNHOM aus  getedt  mecrel», «He
TIPUMEHSATH 110 UCTEYEHHH CPOKaA roqHOCTH! Y,

- HAUMCHOBAHKE H aPEC IIPOU3BOIMTETS,

- HaUMCHOBaHME W  ampec  Jepxarens
PETHCTPALIMOHHOTO YIOCTOBEPEHMS,

- JIOTOTHUNI  JEepXareis pPerucTPaLMOHHOTO
YAOCTOBEPCHHUSI (Ha aHTIIMICKOM S3BIKE),

= HOMEp PErUCTPALMOHHOTO YIOCTOBEPEHH S (Ha
PYCCKOM SI3BIKE);

- IITPUX-KOJI,

- papmakon(sl),

- KOz1(bI) THIIOrpadMK (MECTOIONOMKEHHUE MOMKET
HU3MEHATHCH),

- «Cepus:» (Ha pycCKOM  S3BIKE,
NPOU3BOJCTBA BKJIFOUEHA B HOMED CEpUH),
- IaTy MCTEYECHUs CpoKa roqHOCTH «["oneH 10:»
(Ha pycckoM si3bike).

Jara

BosmMOXHO  HaHeceHue Kkoga  mE4aTHOro
YNIaKOBOYHOT'O MaTepuana.
JIOIOTHATENBHO MOYET YKa3bIBATHCS

MHQODMAIHA U1l MOHMTOPHHIA NBIKEHHS
JIEKAPCTBEHHOI'O MpENapaTa OT MPOM3BOIUTEIS
J10 KOHEYHOTO IOTPeOUTE NS,

HaumeHnoBanue Tpe6oBaHUs HOPMATHUBHOIA Pe3ynbraTel ucnbiTanmit
ToKa3aTeJiei JMOKYMEHTaLUu
MapxkupoBka Ha ynaxosxe sueiikosoti xowmypnoii wHa | Ha ynaxoexe sueiikooil KOHMYpHOU HA PYCCKOM S3BIKE

yKa3aHo:

- TOProBO€ HAMMEHOBAHKE NPENapara ¢ NPeAyIpeAUTENLHOM
Mapxuposkoi ® «<YPCOCAH®»,

- I03UpOBKa «250 My,

- MEXIYHapOJHOE  HENAaTCHTOBAHHOE  HAMMEHOBAHHUE
«ypcodesokcuxonesan Kuchomay, «ursodeoxycholic acidy,

- KOJIMYECTBO Karcyl B 1 ynakoBke sYeHKOBON KOHTYpHOM
«10 xancym»,

- HoMep cepuu «610326»,
- IaTa UCTEYCHUS CPOKA TOAHOCTH «roaeH a0 022031y,
- HaVMEHOBaHUE JepxKares PETUCTPALIIOHHOTO

ynocrosepenus «I[IPO.MEJLIIC Ilpara a. o.»,

- JIOTOTHII IepKaTelisl PETUCTPALIIOHHOTO yA0CTOBEPEHH S (Ha
AHIIMHACKOM S3BIKE).

Ha xapmonnoii nauke Ha pycckOM sI3bIKe YKa3aHO (HALIIHCH
Ay6JIUpyIOTCs Ha aHTTMHCKOM SI3BIKE):

- TOProBOC HAUMEHOBAHME TIPENapara ¢ MPEAYNPEAUTENLHOM
MapkupoBkoi® « YPCOCAH®y,

- MEeXIYHapoIHOE  HENaTeHTOBAaHHOE
«YPCOOE3OKCUXO1e6AA KUCTLOMAY,

- I03UpOBKa «250 Mr»,

- JICKapCTBEHHAs! (hopMa «KAMCYJIbI»,

- HAMMECHOBAHHE IEHCTBYIOLIEr0 BEMIECTBA U €0 COIEPHKAHUE
B 1 «xancyne «1 kamcyna comepsur 250 mr
YPCOE30KCHX0JIEBOi KHCIOThI»,

- KOJIMYECTBO Karcyi B 1 mauke «50 kamncy.»,

- croco6 npumeHenus: «Jlist npuema BHYTpb!»,

- ycnoBus oTnycka «OTnycKaercsi o peuentyy,

- ycnoBust xpaHenus: «He TpeGyer cneumaabHbIX yeaoBHii
XPpaHeHus1»,

- IPEAYNIPEIUTENBHBIC HANUCK: «XPAHUTH B HEAOCTYNHOM
Ans aereit mecre!», «He npuMeHsTh M0 McTeyeHun cpoka
TFOAHOCTH!Y,

- HANMCHOBAHHE U anpec npoussonutens «lIpouzeodumens:
3A0 «3u0-3a0poBbe», Poccus, 142103, MockoBckas
o6nacts, r. Ilogoanck, y.. KenesHomoporxkuas, . 2,

- HaWMEHOBAHHE U QAPEC NEPHKATENs PErUCTPALIMOHHOTO
YIOCTOBEPEHHS «Aepacamens pezucmpayuonnozo
Yyoocmosepenua: TIPO.MEJLLC Ilpara a. o., Temucka
377/1, Muxue, 140 00 Ilpara 4, Yemckas Pecny6auxay,

- JIOTOTHII AEPHKATEIIS] PETHCTPAMOHHOTO YAOCTOBEPEHHS (Ha
aHIIIMHACKOM S3bIKE),

- HOMEp DPETHCTPALMOHHOIO YHOCTOBEPEHHMS (HA DPYCCKOM
s3bike) «JIII-Ne(003033)-(PT-RU)»,

- wTpux-kox «4607085319940»,

- hapmakop,

- kon Tunorpadpuu «RU/11/23».

- «Cepus: 610326 (Ha pycckoM si3bIke),

- «T'ozen mo: 02 2031» (Ha pycckoM s3bIKe).
Kon MeYaTHOro YNIaKOBOYHOT'O
«I1-753-50-03-06».

JlononuuTensHo ykasaHa uWHGbOpManms s MOHHUTOPHHTa
JBWXEHUS JIEKAPCTBEHHOTO Mpernapara OT MPOU3BOJUTENIS [0
KOHEYHOI'0 MOTpeOHTE NS :

«Data Matrix»;

«GTIN: 04607085319940

«S/N:» ¢ ykazaHHeM MHAMBHIYAILHOTO CEpUATM3ALIUOHHOT0
HOMepa IayKu.

HAauMCHOBaHHEC

MaTepuasia

YCI0BUs XpaHeHus

He TpeGyer crenuaibHbIxX ycloBHit XpaHeHHs.

He TpeGyer cnienuanbHbIX ycoBuii XpaHeHus.,

Cpox rogHocTH (cpox
XPaHEHHUs)

5 ner

5 ner

3axmouenne: Jlexapcmeennwiii npenapam  Ypcocan® xancyme, 250 wmz, Me 50 cepuu 610326
coomsememeyem mpebo6anusm 6 Yacmu nPoepeHHvIX NOKA3AMeNeil,

Havanpauk OTACJIa KOHTPOJISI KauecTBa

[Honxcnocme

I"amaronosa U.B.
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