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3A0 «3u0O-3a0poBbEN

142103, Poccus, MockoBckas 00J1aCTh,

[ToxoJbeK, yi1. 2XKene3HoaopoxHas, 1. 2
Ten./dakc: +7(495) 419-20-64

JIMEeH3Usl HA MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB /ISl MEAHUHHCKOIO NPHMEHEHMS
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HaumMeHoBaHHe npenapara

Koa npenapara
Homep cepuu
O0Bem cepuu

JlaTa NnpoH3BOACTBA

I'oaeH no
Jlara aHaJIM3a

AHaJIu3 NpOBeEIeH Mo

MMACIHOPT Ne2229/25

754

3271125

7 313 mT. yNAaKOBOK
18.11.2025 r.
31.10.2030 r.
02.12.2025 r.

Vpcocan® kancyJbl, 250 mr, Ne 100

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

HII JITI-Ne(003033)-(PI'-RU)-170424 «Ypcocan® kancyJibl, 250 MD»,
Pazneny 1.3.2 monyas 1 JITI-Ne(003033)-(PT'-RU) o1 17.04.2024

HaumeHoBaHue TpeGoBaHus HOPMATUBHOU Pe3yabTaThl HCIIbITAHWH
[oKasareJicu _ JOKYMEHTALHH B
Onucanue Bensie, TBepbIe, HEMPO3payHbIe KeIaTUHOBbIE Kancy bl Ne 0. | beibi€, TBEPABIC, HCPO3PaiHAIC KCIATHHOBBIC
Conepxumoe Karcyn: Oenbiii WiM MOYTH O€/bli MOPOLIOK, | KarCyJIbl Ne 0.
60 GeJIbli Wi NIOYTH OCbI MOPOIIOK ¢ KycoukaMu Macchl, | CoaepKUMOE KallCyJi: O4YTH OebIi MOPOIIOK C
6o Genplif WM moyTU Oenblii CIPEeCCOBAHHBIM MOPOMIOK, | KYyCOHKaMKu MAcCChI.
_ - - | pacmajarouMncs Npy HaaaBIMBaHNH.
HUaentudukanus BOXX. Bpemsa yaepkuBaHHA OCHOBHOro mnwuka Ha | Bpems yaepxkuBaHus OCHOBHOro THKd Ha
XpOMaTrorpamMme UCITBITYEMOTIO pacTBOpa  JOJ/DKHO | XpoMmMarorpaMme  HCIBITYEMOro  pacTBopa
COOTBETCTBOBATH BPEMEHH Y/IEPKUBAHKS OCHOBHOIO MMMKAa HA | COOTBETCTBYCT BPEMEHH yIepKUBAHUA
XpOMAarorpaMme CTaHZapTHOro pactsopa A (CM. paszieil | OCHOBHOIO MuiKa Ha XpoMarorpamme
| «KOJIMYECTBEHHOE ONPEIAC/ICHHEY) | cTaniapTHOro pacTBopa A
OHOPOIHOCTE Ot 315.1 mr no 3482 mr (331,65 mr + 5,0 %) 336.3
MaccChl 103MPOBAHHOH
CIUHHULIBI, MI 18/20 karicyn — He Ooxee = 7,5 % 20 u3 20 kancyn —
2/20 kanicyn — He 6osee = 15,0 % or—3,0% no +2.4 %
PacTtBopenue, % BO)KX. He menee 80 % (Q) ypcoae30KCHXO0/IEBON KUCIIOThI 99
OT HOMMHAJIBHOTO cozepxanus 4epe3 30 MUH 100
99
101
99
99
| ) - ) 100 (cpeaHee)
PoICTBEHHBIE TCX.
puMecH, %o [IpriMech A (XEHOAE30KCUXO0JICBas KUC/IOTa) — HE 6oxee 1,0 %; Nissica 1.0
[Tpumecs C (muroxonesas kucaora) — He donee 0,1 % Menee 0"1
EavHuuHAg HeuaeHTUupuuMpoBanHas npumecs — He 6osee 0.2 M 0"2
%: Meﬂee ;
? enee 1.0
) Cymma HenaeHTUULUHMPOBaHHBIX pumecei — He bonee 1.0 % )
OHOPOAHOCTD Ilns 10 no3upoBannkix eaunu (n=10) AV < 15,0 wmm st 30
JI03UPOBAHHBIX €IMHMIL | 103MPOBAHHBIX €IUHUL (n=30) AV < 15,0 ¥ HM OAHH n=10
pe3yNbTaT €IMHMYHOrO onpenaeneHus He MeHbme (1- AV =3,2
- | L2x0,01)xM wunu He 601bLIC (1+L.2x0,01)xM -
KOo/M4eCTBEHHOE B2XX. Ot 237.,5 mr a0 262,5 mr 2514
OIPEIECIICHUE, MI' (o1 95.0 % 10 105,0 % ypcoe30KCHX0JIEBOH KUCIOThI OT
| | HOMMHAJIBHOTO CONCPXaHus) (100,6 %)
Muxkpobuosnoruueckas | Kareropus 3A.
UUCTOTA O6mee yrcao a3poOHsix MEUKpoopraHu3smos (TAMC) — O061iee 9uca0 adpOOHBIX MUKPOOPraHM3MOB —
ne 6onee 10° KOE B 1 1. menee 10 KOE B 1 T.
O61ee 4uciio AposickeBhIx U mecHeBsx rpuboB (TYMC) — | Obimee yucao ApoxIKCBBIX U TIECHEBLIX
ne 6osiee 10° KOE B 1 T. rpudos — menee 10 KOE B 1.
] ] Escherichia coli — orcyTcTBHE B 1 T. - Escherichia coli OTCYTCTBYET B | T.
YnakoBka Iepeuunas ynaxosxa: Tlo 10 xancyn B ynakoBke s4CHKOBOM [lepsuunas ynaxoexa: l1lo 10 kancyin B
KOHTYpHO#} 13 [IBX IUICHKH ¥ aJiOMHHHECBON (POJIBIH. yIakoBKe suekikoBoi kontypHoit wu3 I[IBX
Bmopuunas ynaxoexa: 10 ynakoBOK SUEHKOBBIX KOHTYPHBIX | TUICHKH H ATFOMHHHMEBOM (OJIBIH.
BMECTE C JIMCTKOM-BKJIAJALIIIEM B MayKe KaAPpTOHHOM. Bmopuunas ynakoeka: 10 yriakoBOK SiM€HAKOBBIX
KOHTYPHBIX BMECTC C JTACTKOM=-BKJIaIbILICM B
. 0 [Ma4Ke K&P’I‘_OHHOI‘E

Crp. | u3 2
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HaumeHoBaHHUE TpeboBaHus HOpMATUBHOM Pe3yJibTarhl UCIIbITAHUH
noKasarejied | JOKYMEHTaLIHH | _ o a1 _
MapxkupoBka Ha ynaxoexe sueuxoeou roHmypwou Ha | Ha ynakoexke syeuxogou KOHmMypHOu Ha PYCCKOM S3BIKE
PYCCKOM $3bIKE YKa3bIBAIOT: YKa3aHO:
- TOpProBO€ HAaWMCHOBAHME Ipernapara ¢ | - TOProBO€ HAUMEHOBAHME Mpenapara ¢ NpeAynpeAUTEIbHOH
npeaynpeAnTEIbHON MapKUpOBKO# , mapkuposkoii ® «KYPCOCAH®».
- TO3UPOBKY, - 1034poBKa «250 M,
- MCHKAYHApPOAHOC HCIIATCHTOBAHHOC i MCXKIAYHApPOAHOC HCINATCHTOBAHHOC HAUMCHOBAHHC
HauMEHOBaHUE (AyO/IMPYETCS Ha aHIJIMUCKOM | «ypcode3okcuxonesas kuciomay, «ursodeoxycholic acidy,
13BIKE), - KOJIMYECTBO Karcys B 1 ynmakoBKE AYECUKOBOW KOHTYPHOHU
- KoJm4ecTBO Karncyi B 1 ynakoBke sueiikoBoi | «10 kanmcya»,
KOHTYPHOM, - HOMEp cepuu «3271125»,
- HOMED CEPUH, - JlaTa UCTeYeHUs cpoka roaHocTy «roaed a0 102030y,
- IaTy UCTEYEHMS CPOKa F'OJAHOCTH («TOAEH 10»), | - HAUMEHOBAHUE nepKares PErUCTPALIMOHHOIO
- HAUMEHOBaHHUE Jepkaresis perucrpaudontoro | yaocrosepenus «IIPO.ME/LLC Ilpara a. 0.»,
yJI0CTOBEPEHMS, - JIOTOTHII JA€pKaTE/IsA PEruCTPAllMOHHOIO YAOCTOBEPEHHUA (Ha
- JIOTOTHIl JIEp)KATE/Is PErMCTPALIMOHHOIO | AHIJIMICKOM f3BIKE).
y0CTOBEPEHUS (HA aHTJIMHCKOM SI3BIKE).
Ha kapmonHou nauyke Ha PyCCKOM fA3bIKC yKa3aHO (HAAMHUCH
Ha xapmonHOU nauke Ha PYCCKOM S3bIKE | AyOIUPYIOTCS HA aHITIMMCKOM S3BIKE):
yKa3plBalOT  (Hammucu  AyOIUpYIOTCS — Ha | - TOProBOe HAUMEHOBAHME Mpenapara ¢ npeaynpeauTe/IbHOHN
AHTJIMMCKOM SI3BIKE): mapkupoBkoii® « YPCOCAH®»,
- TOpProBO€ HAWMEHOBAHUE TIipenapara C | - MEXIYHAPOJAHOEC  HCMNATCHTOBAHHOC  HAMMCHOBAHHC
MPEayNPEaUTENLHON MAPKHPOBKOi®, «YPCOOCIOKCUXO0N1e6AA KUCTIOMM»,
- MEXIYHApOAHOE HETNATEeHTOBAHHOE | - J03UpOBKa «250 My,
HaAaUMEHOBAHHE, - JICKapCTBEHHAs (popMa «KancyJibi,
- JIO3UPOBKY, - HAUMEHOBAHME JICUCTBYIOIIET0 BEIIECTBA U €ro COACPKAHUEC
- JISKapCTBEHHYIO opMY, B 1 «xamcyne «l1 xancyna coaepxkut 250 wmr
- HaWMEHOBAHUE JCHCTBYIOIIErO BELIECTBA U | YPCOAE30KCHX0JIEBOH KHCJIOThIY,
ero coaepkaHue B 1 KarcyJie, - koau4ecTBO Kancya B 1 nayke «100 kancyJ»,
- KOJIMYECTBO Karcyn B 1 mauke, - crioco® npumenenud: «/lis npuemMa BHYTPb!»,
- croco® npumeHeHus « /1y mpuema BHyTph!», | - ycioBus oTirycka «OTnyckaeTcsi Mo peuenty»,
- YCJI0BHs OTITYCKa, - ycnoBusa xpaHeHus «He Tpebyer cneunajibHbIX yCJI0BHH
- YCJIOBUS XPaHEHHUS., XPAHEHUSD,
- NpeAyNpeAMTE/IbHbIE HANMUCH: «XPAHUTL B | - MPEAYNPENUTEIbHbIE HANIMUCH: « XPAHUTH B HEAOCTYITHOM
HECJAOCTYNIHOM aas  gered  mecrel», «He | ans perei mecrel», «He NpuMeHSATE N0 HCTEYEHHH CPOKaA
MPUMEHSTH 110 UCTEUCHUH CPOKa MOJHOCTH!Y, rOAHOCTH! Y,
- HAUMEHOBAHHUE U aJIPEC MPOU3BOIUTENA, - HAUMEHOBaHUeE U anpec npoussoaurens «/Ipouzeooumens:
- HaumMmeHoBaHue W azapec aepxkareni | 3A0 «3uO-3a0posbe», Poccusi, 142103, Mockosckas
PErUCTPALIUOHHOIO YI0CTOBEPEHHA. o0aacTts, r. [loxoabck, ya. AKenaezHoaopoxkHas, A. 2,
- JIOTOTUIl JIepXarejis pPEerucTpallMOHHOrO | - HAaMMEHOBAHHME U aJpec Jepxkarejs PErucTpardoHHOro
yJI0CTOBEPEHHS (HA aHTJIMACKOM SI3bIKE), y10CTOBEPEHUS «/leprcamens pezucmpauuonHHozo
- HOMEDP PErMCTPALMOHHOrO yaocTtoBepeHus (Ha | yoocmosepenusa: NMPOME/LIIC Ilpara a. o., Teaucka
PYCCKOM $I3BIKE); 377/1, Muxae, 140 00 Ilpara 4, Yemickas Pecnydaukay,
- IITPUX~-KOJ, - JIOTOTHII AepKaTe/Is PEruCTPAlMOHHOI0 YI0CTOBEPEHHS (Ha
- (hapmako(bl), AHTJIMHCKOM SI3BIKE),
- Ko1(bI) TUTIOrpPa K (MECTOMOIOKEHUE MOXKET | - HOMEP PETMCTPALMOHHOIO YAOCTOBEPEHMS (HA PYCCKOM
U3MEHATHCS ), a3bike) «JITI-Ne(003033)-(PI'-RU)»,
- «Cepus:» (Ha pycckoM s3plke, JAara | - mrpux-koa «4607085319964»,
MPOM3BOJICTBA BK/JIYEHA B HOMEP CEPHH), - (hapmakoz,
- IaTy UCTEYEHMs cpoka roaHocTu «l'oxeH n0:» | - koa tunorpapuu «RU/11/23».
(Ha pyCCKOM SI3BIKE). - «Cepus: 3271125» (Ha pycCKOM sI3bIKE),
Bo3MOXHO  HaHeceHue koza  newarHoro | - «I'ozen go: 10 2030» (Ha pyCCKOM SA3BIKE).
VIIAKOBOYHOI'O Marepuaa. Kon [I€4YaTHOTO YIIAaKOBOYHOTO Marepuaia
JIOTIOJTHHTEIBHO MOKET ykaspiBaThea | «I1-754-100-03-06».
uHpopMalMs IS MOHHTOpUHra JABWkeHHs | JlonmosHuTenbHO ykasaHa HHpOpPMaUUsS AJIs MOHUTOPUHIA
JIEKapPCTBEHHOI0 Ipernapara OT IIPOU3BOAMTEIS | ABMXKEHHS JICKAPCTBEHHOIO Mpenapara OT MPOU3BOAUTENS 10
JI0 KOHEYHOTO MOTPEOUTENS. KOHEYHOI0 IOTpeOUTENs:
«Data Matrix»;
«GTIN: 04607085319964»
«S/N:» ¢ yKa3aHWEM MHAMBUAYAJIBHOTO CEPHATM3ALIMOHHOIO
. _ HOM_C&H&‘{KH. - ol
XpaHEeHuUe He TtpebyeT crienuaabHbIX YCIOBUH XpaHECHHS. He TpeOyer crieuuaibHbIX YCIOBHH XPaHCHHMS.
- CpOK roHOCTH 5 ner B _ 5 ner -
3akmiouenne: Jlexapcmeennwiti npenapam Ypcocan® wxancynvi, 250 m2, Ne 100 cepuu 3271125

coomeemcmayem mpeOoBaHUAM 8 YACMU NPOBEPEHHBIX NOKA3ameJlelu.

HagaipHuK OTZACJIa KOHTPOJIA Ka49CCTBa
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