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142103, Poccus, MockoBckast 0611acTs,
Iomonsck, yn. XenesnomopoxHas, 1. 2
Ten./daxc: +7(495) 419-20-64

JIunensusi Ha NPOM3BOICTRO JIEKAPCTBEHHBIX CPEACTB /151 MEAHLUMHCKOr0 IPHMEHEHHS]
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HanmenoBanmue npenapara

Kon npenapara
Homep cepun
O0bem cepun

Jarta npousBoacrea

I'onen mo
Jdara ananusa

AHaJIU3 NPOBE/IEH 10

ITACIIOPT Ne0244/26

754

360226

7 340 mT. ymakoBok
02.02.2026 r.
31.01.2031 r.
11.02.2026 r.

Ypcocan® kancyast, 250 mr, Ne 100

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

HJ JITI-Ne(003033)-(PT'-RU)-170424 «Ypcocan® kancyibl, 250 Mr»,
Pasneny 1.3.2 moayais 1 JITI-Ne(003033)-(PT'-RU)

KOHTYpHOH 13 IIBX IUIeHKH U aTIOMHHUEBOH (OJIBIH.
Bmopuunas ynaxosxa: 10 ynakoBok sueHKOBBIX KOHTYPHBIX
BMECTE C JIMCTKOM-BKJIAIBILIEM B I1a4Ke KaPTOHHOM.

Haumenosanwue TpeboBaHus HOpMATUBHOM Pe3ynpTaThl HCTIBITAHUIA
rnokasarejei JOKYMEHTaIUH
Onucaune Bebie, TBepabIe, HENPO3PaUHbIE JKeTaTHHOBBIE Karicyisl Ne 0. | Bellble, TBEpIIbIE, HENPO3PAUHBIE KEIATHHOBBIE
Conepxumoe xancyn: Gensiit i 1noutd Gesbiii mopomok, | xarcyist Ne 0.
160 GenbIit 11K nouTH GBIl IOPOIIOK C KycOouKamu Macchl, | ComepKUMOE KarCyl: IOUTH OebIi HIOPOILIOK C
60 Genbldt WM mouTH GENMbIA CIPECCOBAHHBIA MOPOLIOK, | KYCOUKAMM MACChL.
pacnaaroLInics Py HadaBIMBaHUY.
HWnenruduxanus BOXX. Bpems ynepKuBaHMS OCHOBHOTO TNMKa Ha | BpeMs YAePXKHBAHMS OCHOBHOTO THKa Ha
Xpomarorpamme WCIBITYEMOr0  pacTBOpa  JOJDKHO | XpOMAarorpaMMeé  HCIBITYEMOr0  pacTBopa
COOTBETCTBOBAThH BPEMCHH YACPKMBAHHUS OCHOBHOTO IIMKa HA | COOTBETCTBYET BPEMEHH YIACPKUBAHUS
XPOMATorpaMmMe CTaHAApTHOTO pacTBOpa A (CM. pasien | OCHOBHOTO  NHKA HAa  XpOMarorpamme
«KonmiecTBeHHOE Onpe/ie/ieHHE) CTaHJapTHOro pacTopa A
OnHOpOHOCTE Ot 315,1 mr 1o 348,2 mr (331,65 mr + 5,0 %) 334,9
MacCHI I03UPOBAHHOM1
€IWHHULIBIL, MI 18/20 xamncyn — He 6onee + 7,5 %; 20 u3 20 kamncym —
2/20 xarnicyn — ne Gonee + 15,0 % or—1,0% mo +1,8%
PactBopenue, % BOXX. He meHee 80 % (Q) ypcome30KCHXOIEBOM KHCIIOTHI 102
OT HOMHMHAJILHOT'O colepxaHus yepes 30 MUH 103
102
100
103
103
102 (cpennee)
Poncrsennsie TCX.
npuMecy, % Ilpumecs A (xeHone30KCHXONEBAs KMCIIOTA) — He Gostee 1,0 %; Meiics 1.0
IIpumecs C (yuroxonesas kucnora) — He Goxee 0,1 %; Mekee 0’1
Ennnwanas neunentnduuuposannas npumecs — He 6oiee 0,2 5
%: Mesee 0,2
Cymma HennenTuduUMpoBaHHEIX puMeceit — He Gonee 1,0 % Menes 1,0
OnHopoaHocTs A 10 nosuposanusix equnun (n=10) AV < 15,0 umwm s 30
AO3UPOBAHHBIX €IMHUL | NO3UPOBAHHBIX exuHUL (n=30) AV < 15,0 u HM omuH n=10
PE3yIbTaT EAWHMYHOrO OMNPEACICHUs He MeHbwe (1- AV=24
L2x0,01)xM unu se Gonbue (1+1.2x0,01)xM
KomtuecrseHHOE B3XX. Ot 237,5 Mr 110 262,5 mMr 2482
OIPEICIICHHE, M (ot 95,0 % 110 105,0 % ypcome30KCHXONEBOM KHCIOTEI OT
HOMMHAJIGHOTO COIEPKAHMS) (99,3 %)
Mukpo6uonoruyeckas | Kareropus 3A.
YHCTOTa O61wee yncIo a3pOGHBIX MHKPOOPraHH3MOB (TAMC) - O61wee uHCI0 a3pOGHBIX MUKPOOPraHH3MOB —
He 6onee 10’ KOEB I T. MeHee 10 KOEB 1 1.
OO11ee 9HCI0 JPONKIKEBBIX U [IECHEBBIX rpu6os (TYMC) — O611ee YHCII0 APOFKIKEBBIX U TIECHEBBIX
He 6onee 102KOE B I T. rpu6oB — menee 10 KOEB 1 1.
Escherichia coli — otcyrcrBue B 1 1. Escherichia coli otcyrctByer B 1T
Vnakoska ITlepsuunas ynaxosxa: o 10 xancyn B YIaKOBKE SYSHKOBOM Io

Ilepsuynas  ynaxosxa: 10 xamcyn B
YUIaKOBKE A4CHKOBOM KOHTYpHOH u3 TIBX
TUICHKH ¥ QJIFOMMHHUEBO#M (oJIbru.

Bmopuunas ynaxosxa: 10 ynakoBok s4eiKoBbIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJIAABILIEM B
Ta4yKe KapTOHHOM.
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HaumenoBanue TpeboBaHust HOpMAaTHBHO# Pe3ynbraThl HCIbITaHU#
ToKazaTeei AOKYMEHTallUH
MapxkupoBka Ha ynaxosxe sueiixosoti kommypnoti Ha | Ha ynakoeke Auetiko8oii KOHMYpHOU HA PYCCKOM S3bIKE
PYCCKOM S13BIKE YKa3bIBAIOT: yKa3aHo:
- TOproBo¢ HaWMCHOBAaHHE TIpenapara C | - TOProBOC HAMMECHOBAHME Mpenapara ¢ pexynpeIuTeIbHON
NPERYNPEIUTENHHON MAPKUPOBKOH ®, Mapkuposkoi ® «(YPCOCAH®»,
- IO3UPOBKY, - 103MpOBKa «250 My,
- MEXAYHapOIHOE HEMATCHTOBAHHOE | -  MEXAYHapOAHOE  HEMATeHTOBAaHHOE  HAUMEHOBAHHE
HauMEHOBaHue (ny6nMpyeTcs Ha aHIIHICKOM | «ypcode3oKcuxonesan Kuciomay, «ursodeoxycholic acid»,
S3BIKE), - KOJIMYECTBO KarCysl B 1 ymakoBKe SYEHKOBOM KOHTYpHOI
- KOJIMYECTBO Karcys B 1 ymakoBke sueiikoBoit | «10 kancy.y,
KOHTYPHOH, - Homep cepuu «360226»,
- HOMEp CepuH, - laTa UCTE€YEHHs CPOKa rOTHOCTH «roaex xo 012031y,
- IaTy HCTEYEHHA CPOKA FOJHOCTH (KrOIEH 0%), | - HalMEHOBaHHUE Jepxarens PETUCTPALIIOHHOTO
- Ha¥MEHOBaHHe Aeprkatensd perucrpaunonsoro | ynocrosepeHus « [IPO.MEJIIC Ipara a. o.»,
YIOCTOBEPEHUS, - IOTOTHII JEPXKATENs PETUCTPALHIOHHOTO YI0CTOBEpEH s (Ha
- JIOTOTHI JEpXareis PEruCTPaLOHHOTO | aHIIMACKOM S3BIKE).
YIOCTOBEPEHHS (HA aHTIIHHACKOM S3bIKE).
Ha xapmonnoii nauke Ha pycCKOM SI3bIKE yKa3aHO (HAIMUCH
Ha xapmonnoii nauxe Ha pycCKOM s3bIKE | AyGNHPYIOTCS Ha aHTTHHCKOM SI3BIKE):
YKasblBAlOT  (Haomucu  AyONMpYIOTCS  Ha | - TOProBOE HAMMEHOBAHME MPENapaTa ¢ NpeaypenuTeNbHOM
AHITIMHACKOM S3bIKE): MapkupoBkoi® « YPCOCAH®»,
- TOProBO€ HAWMEHOBaHHE IMpemapara ¢ | - MEXIYHapOAHOE  HENaTeHTOBAHHOE  HAUMEHOBAHHE
TIpeNyNPEANTENBHOM MapKUPOBKOH®, «YPCOOE30KCUX01e6aa KUCIOMA»,
- MEXIYHapOIHOe HEIIaTEHTOBAHHOE | - JO3MPOBKa «250 My,
HauMEHOBaHHUE, - IeKapCTBEHHas Gopma «Kancyabl»,
- IO3UPOBKY, - HAMMEHOBAHME JICHCTBYIOLIETO BEILECTBA U €r0 COACPIKAHUE
- JIEKapCTBEHHYIO (hopMmy, B 1 «xancyne «l1 kancysa comepxur 250 mr
- HaNMCHOBaHHE NCHCTBYIOLIETO BELIECTBA U | YPCOAE30KCHXO0JIEBOI KHCJIOTHI,
€ro cozepkanue B 1 xamncyie, - KOJIMYECTBO Karcy B 1 nauke «100 kamcysi»,
- KOJIMYECTBO Karcyn B 1 mauke, - crioco6 npuMeHeHus: «JIJisi npuemMa BHYTpb!»,
- €noco6 npuMeHeHus «is npuemMa BHYTpB!», | - ycloBus oTimycka «OTnycKaeTesi o pelenTy,
- YCIIOBHS OTITyCKa, - ycnosus xpanenus «He TpeGyer cnemHanbHBIX yCJa0BHI
- YCIIOBHUSI XpaHEHHUS, XPaHeHHs»,
- TIPEAyNpPENUTENBHBIC HANMMCH: «XPaHUTh B | - IPEXYNpPENUTENbHEIE HANMNCH: «XPAHUTL B HEAOCTYNMHOM
HEAOCTYMHOM 1yt meteit  mectel», «He | aas pereii mecre!», «He NpuMeHsITL M0 HCTeUEHHH CPOKA
MPUMEHATD 110 UCTEUEHHH CPOKA FOAHOCTH!», roaHocTu!»,
- HANIMEHOBAHUE U aIPEC MPOM3BOIUTEN, - HAMMEHOBAHHE U aapec npousBogutens «lIpouzeodumens:
- HamMcHoBaHue M azmpec  nepxarens | 3AO0  «3u0-3popoBbe», Poccus, 142103, MockoBckasi
PETUCTPALIMOHHOTO YAOCTOBEPEHHS, obaacte, r. Ilonosbck, ya. ¥Kenesnogopoxnas, a. 2»,
- JIOrOTHI  J€pXATe/sl PETHCTPALMOHHOTO | - HAMMEHOBAHHE M aApeC AEePIKATeNs DErHCTPALMOHHOTO
YAOCTOBEPEHMS (Ha aHTIIMICKOM SI3BIKE), YAOCTOBEPEHHUS «Aepacamens Decucmpayuonnozo
- HOMEp PETUCTPALMOHHOr0 yoCcTOBepeHus (Ha | yoocmosepenun: NMIPO.MEJLIIC Ilpara a. o., Teaucka
PYCCKOM SI3BIKE); 377/1, Muxne, 140 00 Ilpara 4, Yewckas Pecny6ankay,
- INTPUX-KOZ, = JIOTOTHI JePKaTelisl PErUCTPALIMOHHOTO YIOCTOBEpEHuUS (Ha
- (hapmaxon(sr), AHTIIMHACKOM SI3BIKE),
- Kozi(BI) THIIOTPad i (MECTOTIONOKEHAE MOXKET | - HOMED PErMCTPALIOHHOTO YAOCTOBEpEHUsT (Ha PYCCKOM
M3MEHATHCH), sa3bike) «JITI-Ne(003033)-(PT-RU)»,
- «Cepus:» (HAa pYCCKOM s3bIKE, JaTa | - IITPUX-KOX «4607085319964»,
MIPOU3BOJCTBA BKJIIOUEHA B HOMED CepHu), - hapmako,
- AaTy UCTEYEHHUs CpoKa roqHoCTH «I'oneH no:» | - kox tunorpaduu «RU/11/23.
(Ha pyccKoM s3bIKe). - «Cepust: 360226» (Ha pycCKOM S3BIKE),
BosMoxHO  HaHecenme koma medarHoro | - «omeH no: 01 2031» (Ha PYCCKOM S3BIKE).
YIakOBOYHOI'0 MaTepuaa. Kon 1e4aTHOTo YIaKOBOYHOTO MaTepHajia
JlOTNOIHUTEIBHO MOXET ykaseiBathes | «I1-754-100-03-06».
MH(pOPMAUKsS 1N MOHMTOPHMHIa ABWKeHUs | JIOMIONHHMTENBHO yKa3aHa UH(OpMaLMs 119 MOHHTOPUHTa
JICKapCTBCHHOr0 Mperapara OT NPOM3BOAMTENS | ABMXEHHS JEKAPCTBEHHOIO Npenapara oT NPOU3BOIHTENS 10
J10 KOHEYHOTO ITOTpeOUTEIS. KOHEYHOT0 MOTpebuTes:
«Data Matrix»;
«GTIN: 04607085319964»
«S/N2» ¢ yKa3aHHeM HHAMBHUIYAIBHOTO CEPHATH3ALIMOHHOTO
HOMepa MayKH.
XpaneHue He tpeGyer cnenmnainsHeix ycnosuii Xxpanernus. | He TPeOYeT CeNHaIbHBIX YCIOBHUM XpaHEHHUS.
Cpok rogaocTH 5 ner 5 ner

3axmouenne: JlexapcmeenHoiii npenapam  Vpcocan® xancyner, 250 mz, MNe 100 cepuu 360226
coomeemcmeyem mpe6o6anuam 6 4acmu NPOGePeHHbIX NOKA3AmMeEeil.

Havansank OTZCJIa KOHTPOJISI KaYeCcTBa

I'amaronosa JI.B

Honocnocme

—ﬁ#awauofaéﬁmr/{%ff%
QKK

e

Crp.2u32

lere e




