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3A0 «3u0-3n0poBbe»

142103, Poccusi, MockoBckas 001acTh,
IMomonnsck, yi. XKemesHomopoxHas, A. 2
Ten./akc: +7(495) 419-20-64

JIuueH3usi Ha MPOM3BOACTBO JeKAPCTBEHHBIX CPEACTB AJIsl MEAHIHHCKOI0 MPUMEeHEeHH
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HanmenoBanue npenapara

Ko npenapara
Homep cepuu
O0bem cepun

JaTa npou3BoACTBA

T'ogen o
Jara ananusa

AHaJu3 NPOBeEJEH 110

MACIHOPT Ne0215/26

754

310126

7 267 mT. ymakoBoK
26.01.2026 r.
31.12.2030 r.
09.02.2026 .

Ypcocan® kancybl, 250 mr, Ne 100

CII-KO-0701-0122-11 «Ypcocan® kancy.bl, 250 Mr»

HJI JITI-Ne(003033)-(PT-RU)-170424 «Ypcocan® karncy.ibl, 250 Mr»,
Pasaeny 1.3.2 moayas 1 JIII-Ne(003033)-(PT-RU)

MAacChl JO3UPOBaHHOM
€AMHULIBI, M

18/20 karicyn — He Gosee + 7,5 %;
2/20 kamncyn — He 6onee £ 15,0 %

HaumenoBanue TpeboBaHus HOpMATUBHOM Pe3ynbrarhl HCHIBITAHUN
MoKazaTeJieH JOKYMCHTAlIUU

Onucanue Benble, TBepIBIE, HEMPO3paYHbIE XKeNaTHHOBBIE Kancysl Ne 0. | benbie, TBep/bie, HEMPO3PAYHBIE JKENATHHOBBIE
Cozepxumoe Karcyit: Genblii uin moutd Genblii mopomok, | xancyisl Ne 0.
1160 GeNbIi WM HOYTH GeNIbli TOPOLIOK ¢ KycoukaMu Macchl, | ComepuMoe KarCyJl: MOYTH OelIbli OPOLIOK ¢
60 Genblii MM MOYTH OeNbId CIPECCOBAHHBIN MOPOLIOK, | KyCOYKaMH MacChl.
pacraalolIMics P HaJaBIHBaHHUH.

Wnentudukanys BDXX. BpeMsa yaepKMBaHWS OCHOBHOTO NMKa Ha | Bpems ynepuBaHus OCHOBHOrO IHMKa Ha
XpOMarorpaMMe  HCIBITYEMOTO  pacTBOpa  JOJDKHO | XpOMAarorpaMMe — MCIBITYEeMOro  pacTBOpa
COOTBETCTBOBATH BPEMEHH YASPXKUBAHUS OCHOBHOTO IMKA HA | COOTBETCTBYET BpPEMEHU yIepKUBaHUS
XpOMaTorpaMMe CTaHZApTHOrO pacTBopa A (CM. pasfieN | OCHOBHOrO  NWKa  Ha  XpOMaTorpamme
«KonMuecTBEHHOE OIPENETICHHIE)) CTaHJapTHOro pacTBopa A

OIHOPOJHOCTD Ot 315,1 mr mo 348,2 mr (331,65 mr + 5,0 %) 336,5

20 u3 20 xarncyn —
or—24%m0 +1,6%

PacrBopenue, % BDOXX. He menee 80 % (Q) ypcome30KCUXONEBOM KUCIOTHI 102
OT HOMHHAJIEHOTO cojiepxanus yepes 30 Mun 102
102
102
102
102
102 (cpenuee)
PoncreeHHbIE TCX.
npumecy, % IIpumecs A (xeHONE30KCHXONeBas kuciora) — He 6onee 1,0 %; M
enee 1,0
Ipumecs C (muroxornesas kucinora) — He 6onee 0,1 %; Menee 0.1
EnuHuyHas HeuaeHTuUIMpOBaHHAas IpuMech — He 6oee 0,2 M ?
%: enee 0,2
CymMa HedIeHTH(UIMPOBaHHBIX IpuMeceii — He Gonee 1,0 % Mencs 1.0
OIHOPOIHOCTH Jlns 10 no3upoBaHHbIX eAuHUL (n=10) AV < 15,0 umu st 30
JIO3MPOBAHHBIX €IMHUL[ | X03upoBaHHbX emuHUL (n=30) AV < 150 u Hu onuH n=10
pe3ynbTarT eIUHUYHOTO OmpejeNieHus He Menbe (1- AV =29
1.2x0,01)xM mu ue 6obiue (1+40.2x0,01)xM
KomiectBeHHoe BOXX. Ot 237,5 mr g0 262,5 mr 248.4
OIPECICHUE, MT (ot 95,0 % 1o 105,0 % ypcome30KCUX0IEBOM KUCIOTHI OT
HOMMHAJIGHOTO COIEpKaHusl) (99,3 %)

KOHTYpHO# 13 [IBX IICHKH ¥ aIFOMUHUCBOH (OJIbIHL.
Bmopuunas ynarxoeka: 10 ynakoBOK SYEHKOBBIX KOHTYPHBIX
BMECTE C JINCTKOM-BKJIAJBILIEM B [IAUKE KAPTOHHOM.

Muxkpo6uonoruyeckas | Kareropus 3A.
YHCTOTA O6miee yncio adpo6HbIX Mukpoopranu3mMos (TAMC) — O611ee 9uciIo a3poOHBIX MUKPOOPTaHU3MOB —
e Gosnee 103 KOE B 1 1. menee I0 KOEB 1 1.
OO11ee YMCII0 APOJKIKEBBIX U UiecHeBbIX rpu6oB (TYMC) — | OOliee 9uC/I0 APONOKEBBIX U IICCHEBBIX
He G6onee 102 KOE B 1 1. rpu6os — menee 10 KOEB 1 1.
Escherichia coli — orcytcTBue B 1 T. Escherichia coli otcyTcTByeT B 1 T.
VnaxoBka Iepsuunas ynaxoexa: Ilo 10 xancyn B ynakoBke siueiikoBoit | Ilepsuunas ynaxosxa: Ilo

10 xamcyn B
yIIaKOBKE A4cHKOBOM KonTypHol u3 IIBX
IUICHKY ¥ JIOMHHUEBOU (HONBIU.

Bmopuunas ynakoeka: 10 ynakoBOK S4YEHKOBBIX
KOHTYPHBIX BMECTE€ C JIMCTKOM-BKJIAJBIILIEM B
NayKke KapTOHHOM.
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HaumeHnoBanue TpebGoBaHKs HOPMATUBHOM Pesynbratel ucnpiTanui
ToKasaTesei JAOKYMCHTALlUH

MapxupoBka Ha ynaxosexe suetikogoii xowmypHoui Ha | Ha ynaxoeéke A4eiKko60U KOHMYPHOU HA PYCCKOM S3BIKE
PYCCKOM SI3bIKE YKa3bIBAIOT: yKa3aHo:
- TOProBO¢ HaMMEHOBaHHWE IIpemapara ¢ | - TOPrOBOE HAUMEHOBAHUE IIpenapaTa ¢ IpeaynpeIuTeNbHOM
TIpeAYyNPEAUTENEHON MAPKUPOBKOH ©, mapxuposkoii ® «<YPCOCAH®»,
- IO3UPOBKY, - 103UpoBKa «250 mMry,
- MEXYHapOIHOE HENaTEHTOBAHHOE | -  MEXJYHapoJHOEe  HENAaTeHTOBAaHHOE  HAWMEHOBaHHE
Ha¥MeHOBaHKe (NyOIMpYeTCs Ha aHIIMHCKOM | «ypcode3oKcuxonegasn Kucnomay, «ursodeoxycholic acidy,
SI3BIKE), - KOJIMYECTBO Kamcyl B | ymakoBke sUeHKOBOM KOHTYPHOMR
- KOJIMYECTBO Karicys B | yrmakoBke suelikoBoit | «10 xamcy.»,
KOHTYPHOH, - HoMep cepurt «310126»,
- HOMEp CEpHH, - JIaTa UCTEYEHHUSI CPOKa FOJTHOCTHU «roaeH Ao 122030,
- IaTy UCTEUCHHS CPOKa TOAHOCTH (CTOAEH A0Y), | - HAUMECHOBAHHE JepIKaTens PETUCTPALMOHHOTO

- HAMMEHOBAHUE JICPHKATEIIS PETUCTPALIHOHHOTO
yJOCTOBEPEHHUS,

- JIOTOTHIl JEpXaTeisi pPEerucTParuoOHHOrO
yIOCTOBEPEHHUs (Ha aHITIUMCKOM SI3BIKE).

Ha xapmouuoii hauke Ha DPYCCKOM S3BIKE

yKa3pIBAlOT  (Haamucu — AyOnupyloTcss — Ha
AHTJIUICKOM SI3BIKE):

- TOProBOE€ HAMMCHOBAaHUE IIpenapara ¢
TpeLyNpeaUTENbHOM MApKUPOBKOI®,

- MEXAYHApOIHOE HEIaTCHTOBaHHOE
HAUMEHOBAHUE,

- IO3UPOBKY,

- JIEKapCTBEHHYIO (opMy,

- HAWMEHOBAHHE JCHCTBYIOIIErO BEIECTBA U
ero cojepxanue B 1 karcyie,

- KOJIMYECTBO Karicyln B 1 mauke,

- crioco6 npumeHeHus «Jliis npuemMa BHYTpb! »,
- YCIIOBHSL OTITyCKa,

- YCIIOBHS XpaHEHHS,

- TpeAyNpeaUTeNbHbIE HAAMUCH: «XPaHUTh B
HeIOoCTymHOM Juis  geredt  mecrel», «He
HPUMEHATH [0 UCTEYEHUH CPOKa FOJHOCTH! »,

- HAUMEHOBAHUE U aJIpec MIPOU3BOJHUTEIS,

- HaUMEHOBaHME W  ajpec  Jepxarelst
PETHCTPALIOHHOTO YA0CTOBEPEHUS,

- JIOTOTHII JiepXaTeis pPEerucTPaldOHHOrO
yJOCTOBEpEHH S (Ha aHIIIMHACKOM S3BIKE),

- HOMEp PErUCTPALHOHHOTO YIOCTOBEpEHHUS (Ha
PYCCKOM SI3BIKE);

- IITPUX-KOJ,

- thapmaxoz(b),

- Koz1(bl) TUHIOTpAadUU (MECTOIMOIOKEHUE MOXKET
HU3MEHSATHCS),

- «Cepus:» (Ha pycckOM s3bIKE, Jara

MPOU3BOJICTBA BKIIOYEHA B HOMED CEPUH),
- JlaTy MCTeYeHHs cpoka roguoctu «l'ofeH 10:»
(Ha pycckoM SI3BIKE).

Bo3moxHO HaHCCCHUC Koaa NC4YaTHOTrO
YHIAaKOBOYHOI'O MaTCpHaJia.
IIOHOJ'IHHTCJ'[BHO MOXET YKa3bpIBaTbCA

uHpopMalMA JUII MOHUTOPUHTA JIBHXKCHUS
JIEKApCTBEHHOTO Mperapara OT NPOU3BOJUTENS
JI0 KOHEYHOTO MOTPEOUTENS.

ynocrosepenus «[IPO.MEJLLC Ilpara a. o.»,
= JIOTOTHUII ACPKATCJIST PCrUCTPALTMOHHOI0 YTOCTOBCPCHUS (Ha
AHTJTHACKOM SI3BIKE).

Ha xapmonHoii nayke Ha PYCCKOM SI3bIKE YKa3aHO (HaAIHCH
JyONUPYIOTCS HA aHIVIMICKOM SI3BIKE):

- TOProBOo€ HaMMEHOBAHUE Iperapara ¢ IpeaAynpeIuTeIbHON
mapkupoBkoi® « YPCOCAH®»,

- MEXIyHapoJHOE  HEMaTCHTOBAHHOE
«YPCOOE30KCUXO01E8AA KUCTIOMA,

- I03UpOBKa «250 My,

- JlekapcTBeHHAs GopMa «KamcyJibIy,

- HAUMEHOBaHUE ACHCTBYIOIIETO BEIIECTBA U €T0 COAEPKAHUE
B 1 «xamcynre «l1 kanmcyna coaep:kut 250 mr
YPCOAE30KCHX0/1eBOil KHCIOThI,

- KOJI4YecTBO Karcys B 1 mauke «100 kancyJ»,

- crioco6 npumeHeHust: «Jlyist npueMa BHYTpb!»,

- ycnoBus otiycka «OTnycKaeTcst Mo peuentyy,

- ycnoBus xpaneHus: «He TpeGyeT cnenMasbHBIX yCJa0BHil
XpaHEeHHUs,

- IpeaynpenuTeIbHbIe HaUCH: «XPaAHUTh B HEAOCTYHOM
st pereit mecre!», «He npuMeHSATH M0 UCTEYEHUH CPOKA
FOAHOCTH!»,

- HAaMMEHOBaHUE M ajpec npousBourens «lIpoussodumens:
3A0 3u0-3nopoBbe», Poccusi, 142103, MockoBckast
obsactb, r. llogonsck, yiu. XKenesnogopoxuas, a. 2»,

- HaUMCHOBAHME M aAPeC AepXaTeis PEeruCTPalHOHHOTO
yJIOCTOBEPEHUS «/epacamens PecUCmpayuoHHozo
yoocmogepenua: TIPOMEJIIC Ilpara a. o., Temucka
377/1, Mux.Je, 140 00 IIpara 4, Yewmickas Pecnybiukay,

- JIOTOTHII IEPKATEIIsl PETUCTPALMOHHOTO YAOCTOBEPEHHS (Ha
AHIJIMACKOM S3BIKE),

- HOMEp PETHCTPALMOHHOIO YJOCTOBEPEHHS (Ha PYCCKOM
s3bike) «JIII-Ne(003033)-(PI'-RU)»,

- mrpux-kox «4607085319964 »,

- (hapmaxof,

- ko tunorpaduu «RU/11/23».

- «Cepus: 310126» (Ha pycCKOM SI3BIKE),

- «'onen mo: 12 2030» (Ha pycCKOM SA3BIKE).
KO,E[ II€4aTHOro ynaxoso'moro
«I1-754-100-03-06>.

JIOTIONHUTENBHO YKa3aHa WHGOpMalys XIS MOHUTOPHMHIrA
JIBIDKEHHS JIEKAPCTBEHHOTO MpernapaTa OT IPOU3BOAUTEINS 10
KOHEYHOTO NOTPEOUTENS:

«Data Matrix»;

«GTIN: 04607085319964»

«S/N:» C yKka3aHUeM HHIUBHUAYAIBHOTO CEPUATU3ALMOHHOTO
HOMepa MayKH.

HaUMCHOBAHUC

MaTrepHana

He Tpebyer crienranbHeIX yCIOBUM XpaHEHHS.

He Tpebyer crienMalibHbIX YCIOBUH XpaHEHUS.

CpoK roHOCTH 5 met 5 et
Baxmouenne: Jlexapcmeennuviii npenapam Ypcocan® xancyne, 250 me, Ne 100 cepuu 310126
coomeemcmeyem mpebo8anusIM 8 YACmU NPOBePEeHHbIX NOKA3AmeNeTl.
JlupexTop 1o KavyecTBy 1
YIIPaBIICHUIO nepcﬁﬁaﬂom [Ip1pxoBp E.H. ~ " ,
T I3 A0 «3u0-30 eyl 1004 . 6
Honocnocme QHO IToonuce Jama
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