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3A0 «3u0-3x0opoBne»

142103, Poccusi, MockoBckas 001acTs,
ITonoineck, yiu. XenezHopopoxxHas, 1. 2
Ten./daxc: +7(495) 419-20-64

JInLeH3usi Ha POU3BOACTBO JIEKAPCTBEHHbIX CPEACTB ISl MEAUUMHCKOTO NPHMEHEH s
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanue
Kon npenapara
Homep cepun
O6nem cepun

JaTa npousBoacTBa

I'open mo
JaTa ananusa

AHaJIN3 POBE/IEH 10

IHACIIOPT Ne0158/26

npemapara
753

150126

14 699 mrT. ymakoBok
20.01.2026 r.
31.12.2030 r.
02.02.2026 r.

Vpcocan® kancysl, 250 mr, Ne 50

CII-KO-0701-0122-11 «¥Ypcocan® kancynsl, 250 Mn»

HJ JITI-Ne(003033)-(PT'-RU)-170424 «Ypcocan® kancy.b, 250 Mr»,
Pazpxeny 1.3.2 moayas 1 JIIT-Ne(003033)-(PT-RU)

KOHTYpHOM 13 [IBX nieHKy 1 antoMUHMEBO#H (OJIBIH.
Bmopuunas ynaxoexa: 5 ynakoBOK SYEHKOBBIX KOHTYPHBIX
BMECTE C JIMCTKOM-BKJIAJBIIEM B TAYKE KAPTOHHOM.

HaumeHnoBanne TpeboBaHUs HOPMATUBHOMA PesynbTaTh! MCIBITAHMIM
ToKa3areJiei JOKYMEHTAIHU
Onucanue Bensle, TBepIBIe, HEMPO3payHbIe JKeNATMHOBBIE Kancyibl Ne 0. Benble, TBepIble, HENMPO3PayHBIE KEIATHHOBBIE
Coneprumoe Karncy:: Gesbli WM MoYTH Gkl TopoIok, mbo | xamcymst Ne 0.
el Wi mouTH Gebli MOPOLIOK ¢ KYCOYKaMu Macchl, u60 | ComepKumMoe KArcyit: Moyt Geblii MOPOILOK C
Gensif  waum  mouTH  Genblif  CHOPECCOBAHHBIA  IOPOIIOK, | KYCOYKAMH MacChl.
pachanarouMics Ipy HaAaBIMBaHUM.
Unenrnpuxamms | BOXX. Bpems ynepxuBaHus OCHOBHOTO [MKA Ha Bpems ynepxuBaHHS OCHOBHOTO IMKa Ha
XpoMaTorpamme MCIIBITYEMOTO pactBopa JIOJDKHO | XpOMAaTorpamme UCIIBITYEMOTO pacTBopa
COOTBETCTBOBATh BPEMEHH YIEPKUBAHMSA OCHOBHOIO ITMKA HA | COOTBETCTBYET BPEMEHU YAEP)KUBAHUSL
XpoMaTorpaMMme CTaHJapTHOTO pacTBopa A (CM. pasmen | OCHOBHOTO nHKa Ha  XpoMarorpamme
«KonuyecTBeHHOE onpeieneHue) CTaHJapTHOTO pacTBopa A
OIHOPOAHOCTE Ot 315,1 mr o 348,2 mr (331,65 mr £ 5,0 %) 336,9
Macchl
J03MPOBaHHOMU 18/20 xamncyn — He 6onee + 7,5 %; 20 u3 20 karcyn —
€IMHHULIBI, MI' 2/20 xamncyn — ne Gosee = 15,0 % or—3,0% 10 +3,3%
PacrBopenue, % BOXX. He menee 80 % (Q) ypcoe30KCHXOEBOM KHCIOTHI OT 101
HOMHHAJIBHOTO colepxanus yepe3 30 Mun 101
101
100
100
102
101 (cpennee)
PoncreeHHsIe TCX.
npuMmecy, % ITpumecs A (xeHOmE30KCHXOJIEBas KUCIO0TA) — He Gonee 1,0 %; Mesee 1,0
IMpumecs C (yuroxoiesas kuciota) — He Goiee 0,1 % Mesee 0,1
Enunuynas nennentuduumposansas npumecs — e Gouee 0,2 % Mesee 0,2
CymMa HenieHTH(MLMPOBAHHBIX TIpUMeceit — He Gonee 1,0 % Memee 1,0
OnHoponHOCT s 10 nosupopanHsix equuuy (n=10) AV < 15,0 wim s 30
JI03UPOBaHHEBIX Z03MPOBaHHBIX equHHUL (n=30) AV < 15,0 u HK oxuUH pe3ysbTaT n=10
€JIMHUL CAMHAYHOTO omnpeneneHus He MeHnbe (1-L2x0,01)xM unu He AV =38
6oabue (1+L.2x0,01)xM
Kommectsennoe | BOXKX. Ot 237,5 Mr 10 262,5 mMr 251,2
OMpENEIICHHE, MI' (o1 95,0 % 10 105,0 % ypcoae30KCHXONIEBOM KACIOTHl OT
HOMMHAJILHOTO COZEPIXKaHMSI) (100,5 %)
Muxpo6uonoruuec| Kareropus 3A.
Kas YuCTOTa Ob61wee yucno aspo6HbIX MukpoopranusmoB (TAMC) — OGmee 4HCII0 a3POGHBIX MUKPOOPTAHU3MOB —
He 6onee 10° KOE B 1 1. Menee 10 KOEB 1 1.
OG1uee 91CI0 APOsKIKEBBIX U IIECHEBBIX IPUGOB (TYMC) - OO61ee YuCI0 APOMKIKEBBIX U IUIECHEBEIX
He G6osee 102 KOE B 1 1. rpu6oB — Menee 10 KOE B 1 T,
Escherichia coli — otcyrcTBue B 1 T. Escherichia coli otcyrctByer B 1T,
VnakoBka Hepsuunas ynaxoexa: Tlo 10 xancyn B ymakoBKe SMEHKOBOH

Ilepsuunas ynaxoexa: I1o 10 xancyn B ynmakoBke
SA4YeHKoBOM KOHTYpHOM u3 IIBX mieHku wu
AIIOMUHUEBOM (oNBrH.

Bmopuunas ynaxoexa: 5 ynakoBoK SYEHKOBBIX
KOHTYPHBIX BMECT€ C JIMCTKOM-BKJIANBILIEM B
NaYyKe KapTOHHOM.

Crp. 1m32




D-0000000555-05

PYCCKOM S3BIKE YKa3bIBAIOT:

- TOProBOC HAMMCHOBAHME Mpemapara ¢
TIpeJyNpPeaUTENBHOM MapKUpOBKOH @,

- IO3UPOBKY,

- MEXIyHapOIHOE HEMaTeHTOBAaHHOE
HaUMCHOBaHME (OyONUpyeTcs Ha aHriMHACKOM
A3bIKE),

- KOJIMYECTBO KaliCyl B 1 ymakoBKe s4eHKOBOM
KOHTYPHOIA,

- HOMED Cepuu,

- IaTy UCTEUCHHs CPOKaA TOAHOCTH (KTOLEH LI0)),
- HAMMEHOBAHHKE ACPIKATEIS PETUCTPALIMOHHOTO
YAOCTOBEPEHMUSI,

- JIOTOTHII JEPyKaTejss PEerHCTPAalHOHHOIO
YAOCTOBEPEHUA (Ha AaHITIMICKOM A3BIKE).

Ha xapmownoi nauxe Wa pycckoM S3bIKe

YKa3pIBAIOT ~ (Hagnucu  AyOnupyloTcs  Ha
AHITIMACKOM S3BIKE):

- TOProBOC€ HAWMEHOBAaHME IIpemapara ¢
HpEAYNPETUTENBHOM MADKUPOBKOH®,

- MEXIyHApOIHOE HEMaTEeHTOBAHHOE
HaMMEHOBaHHE,

- JIO3UPOBKY,

- JISKapCTBEHHYIO opmy,

- HaUMEHOBAaHME JEHCTBYIOIIETO BEILECTBA U
€ro coaepxanue B 1 xarncyie,

- KOJIMYECTBO KarcyJ B 1 mauke,

- crioco6 npuMeHeHust « 1 IpremMa BHyTpb!»,
- YCIIOBHS OTITYCKa,

- YCIIOBHSl XPaHEHHUSI,

- NPeNYNPEAUTEIbHBIE HAANUCU: «XPaHUTh B
HEOCTYNMHOM  Juis  gere  mecrely, «He
NPUMEHATE 110 UCTEYEHHH CPOKaA FOAHOCTH!Y,

- HAUMEHOBAHUE U aIpEC MIPOU3BOJUTENIS,

- HaUMCHOBaHME W  aupec  JepiKares
PETUCTPALIHOHHOIO YXOCTOBEPEHHUS,

= JIOTOTHI JEPKATENs PEruCTPALMOHHOIO
YHAOCTOBEPEHH S (Ha AaHITHICKOM A3bIKE),

= HOMEp PeruCTPalMOHHOr0 YIOCTOBEPEH s (Ha
PYCCKOM SI3BIKE);

- IITPUX-KOJ,

- hapmakoa(sl),

- KOJI(BI) THIIOTpaduu (MECTOHOIOKEHHUE MOKET
HM3MEHATHCS ),

- «Cepust:» (Ha pyccKOM SI3BIKe,
NIPOM3BOZCTBA BKJIIOUEHA B HOMED CEpUM),
- ATy UCTEYCHMS CPOKaA FOTHOCTH « OmEH J10:»
(Ha pyCCKOM SI3BIKE).

Jara

Boamoxno HaHECEeHHEe Konma IE4YaTHOro
YNAaKOBOYHOI'0 MaTepuaa.
HOHOHHHTCHBHO MOXET YKa3bpIBaThCst

MHGOPMANKS 1/ISi MOHWTOPHMHIA IBHIKCHHS
JIEKapCTBEHHOTO IIpenapara OT NMPOU3BOLUTENS
10 KOHEYHOTO IOTpebuTENs.

HaumeHnosanune Tpe6oBaHUA HOPMATUBHO Pe3ynbTaThl HCHIBITAHMIMA
ToKasaTesei JIOKYMEHTaLUH
MapkupoBka Ha  ynaxosxe sueiixosoti konmypnoii Ha | Ha ynaxoske aueiikosoti KOHMypHoU Ha PYCCKOM  SI3BIKE

yKa3aHo:

- TOPrOBOE HAMMEHOBAHKE NPENapara ¢ NpeaynpeauTebHOM
mapkuposkoit ® « YPCOCAH®»,

- 103MpoBKa «250 mry,

- MEXJIYHapOJHOE  HENAaTeHTOBAaHHOE  HAVMEHOBAHHE
«ypcodesokcuxonesan Kuciomay, «ursodeoxycholic acid,

- KOJIMYECTBO Kancyl B 1 ymakoBke s4edKOBOW KOHTYpPHOM
«10 xancys»,

- HoMep cepun «150126»,
- JlaTa UCTE€YEHUA CPOKa FOXHOCTH «roaeH a0 122030»,
- HaMMEHOBaHME JiepKares PEruCTPalOHHOrO

ynocrosepenus «ITPO.MEJLIIC Ilpara a. o.»,
- JIOTOTHII ICPIKATE)IA PETUCTPALIMOHHOTO YIOCTOBEpEH S (Ha
AHIJIMHACKOM SI3BIKE).

Ha xapmonHoii nayke Ha PycCKOM S3bIKE yKa3aHO (HAAMMCH
DyGIMpYIOTCS Ha aHTITMHACKOM SI3BIKE):

- TOProBOE HAMMEHOBAHKE MPEMapaTa ¢ MPeAyIPENUTETHOM
MapkupoBkoi® « YPCOCAH®y,

- MEXIYHapoAHOE  HEMaTeHTOBAHHOE
«YPCOOE30KCUXONCBAA KUCOMA»,

- 103UpOBKa «250 mMry,

- IEKapCTBEHHAs (JOpMa KKANCYJIbI»,

- HAMMEHOBaHHE JICHUCTBYIOILETO BELIECTBA U €0 COAEPIKAHKE
B 1 «xancyne «l xancyna cogepxur 250 wmr
YPCOAE30KCHX0JIeBOH KHCAOTHI»,

- KOJIMYECTBO Karcyn B 1 mauke «50 xancyJ»,

- cioco6 npumeHenus: « st npuemMa BHYTpb!»,

- yenoBus otnycka «OTmyckaercsi mo peuenty»,

- ycoBust xpaHenus: «He TpeGyer cneuHaNbHbIX YCJIOBHIH
XpAHEeHHUS»,

- IPEAYNPENUTEIIbHBIE HANMMCH: « XPAHUTH B HEAOCTYIMHOM
Aas aereii mecte!», «He NpUMEHSITh 10 MCTEYEHHH CPOKA
rogHoCTH!Y,

- HAMMEHOBAHHUE U afipec npoussoaureis «IIpoussodumens:
3A0 «3u0-3g0poBbe», Poccus, 142103, Mockosekas
obsacTs, r. Ilopoanck, yJ. KenesHonoposxuas, a. 2,

- HAaWMEHOBAHHE W QPEC NEpPKATeNs PErHCTPALOHHOTO
YJOCTOBEPEHHS «Aepacamens pezucmpayuonnozo
Yyoocmosepenua: IMIPO.MEJXC Ilpara a. o., Temucka
377/1, Muxue, 140 00 Ilpara 4, Yemckas Pecnyoaukay,

- JIOTOTHII IEPIKATEIIs] PErUCTPAlMOHHOrO YI0CTOBEpeHus (Ha
AHIIIMHACKOM SI3bIKE),

- HOMEp PErHCTPALMOHHOIO yAOCTOBEPEHUS (Ha PYCCKOM
s3pike) «JITI-Ne(003033)-(PI-RU)»,

- ITpUX-Kox «4607085319940»,

- (hapmaxop,

- ko1 tunorpaguu «RU/11/23».

- «Cepus: 150126» (Ha pycckoM s3bIKe),

- «['omen no: 12 2030» (Ha pyccKoM SI3bIKe).
Kon IIE4aTHOI'0 YIaKOBOYHOIO
«I1-753-50-03-06».

HornonuuTensHo ykasaHa WHpOPMAauus s MOHMTOPHHIA
ABHIKEHMS JIEKAPCTBEHHOTO Mpernapara OT POU3BOLUTENS 1O
KOHEYHOT'0 OTPEOUTEIS:

«Data Matrix»;

«GTIN: 04607085319940»

«S/N:» ¢ ykazaHHEM WHIUBUIYAIbHOTO CEpHAIU3aLIUOHHOTO
HOMepa [a4Ku.

HAauUMCHOBaHHUC

Marepuaia

YcnoBus XpaHeHus

He Tpelyer crienuanbHbIx yCcoBHil XpaHeHus.

He TpeGyer crienuanbHbIX ycnoBuit XpaHeHus.

Cpoxk rogHoctH (cpok
XpaHeHus)

S ner

5 ner

3akmouenne: Jlexapcmeennwiil npenapam  Ypcocan® rkancymei, 250 mz, Ne 50 cepuu 150126
coomeemcmeyem mpebo6anuam 6 4acmu NPosepeHHbIX NoKasamenell,

Havansauk OTZEJIa KOHTPOJISI Ka4yeCTBa

Honxcrocme
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