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3A0 3u0-310poBHE»

142103, Poccusa, MocKOBCKast 00J1acTh,
[Momonbck, yi. JXKenesHomopoxkHas, A. 2
Ten./axc: +7(495) 419-20-64

JInueH3usi Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB AJIsi MEIULHHCKOr0 NPHMEHEHHUS
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HaunmenoBanue
Kopa mpenapara
Homep cepuu
Oo6bem cepun

JaTa npou3BoAcTBA

T'ogen o
Jlara ananusza

AHaJIu3 NpPOBeEEeH 110

IMMACIHOPT Ne0205/26

npenapara
753

300126

14 580 mT. ymakoBoK
27.01.2026 r.
31.12.2030 r.
05.02.2026 r.

Ypcocan® kancyast, 250 mr, Ne 50

CII-KO-0701-0122-11 «¥Y pcocan® kancyisi, 250 Mr»

HJI JITI-Ne(003033)-(PI'-RU)-170424 «Y pcocan® kancyibl, 250 M,
Pasaeny 1.3.2 moayss 1 JITI-Ne(003033)-(PI'-RU)

Coziep>KUMOe KarcyJT: Geiblii Wi HoYTH OeNbli IOPOIIOK, JT00
GeIblil MM TIOUTH OeNbIi TTOPOLIOK ¢ KyCOYKaMH MAacchl, 00
Oenplii Wid  moyTH Oenblii  CIIPECCOBAHHBINA  MOPOIIOK,
pacnafarLUiics U HaJJaBJIUBaHHHY.

HaumeHoBaHue Tpe6GoBaHUs HOPMATHUBHON Pe3ynbTaThl HCHBITAHUH
roka3zarteJyeit JOKYMCHTAMH
Omnucanue Berble, TBEp/BIE, HEMPO3PAUYHbIC XKeIaTHHOBEIE Karcy sl Ne 0. Benble, TBepAble, HENPO3PauHbIE JKEIATHHOBHIE

karncynsl Ne 0.
CozepXXUMOe KaICyll: MOUTH Gelblii MOPOLIOK ¢
KYCOYKaMH Macchl.

KOHTYpHOM 13 [IBX IIeHKH 1 aIOMUHUEBOH (oJbru.
Bmopuunas ynaxoexa: 5 YNaKOBOK SYEHKOBBIX KOHTYPHBIX
BMECTE C JINCTKOM-BKJIABIIIEM B [TAUYKE KAPTOHHOM.

Unentuduxamus | BOXKX. Bpems yIepKuBaHHS OCHOBHOTO MMKa Ha | Bpems ynepkuBaHMs OCHOBHOTO IMka Ha
XpoMaTorpamme HCIIBITYEMOTO pactBopa JIOJDKHO | XpoMaTorpamme UCIIBITYEMOTO pactBopa
COOTBETCTBOBATH BPEMEHH YIEPXKUBAHUS OCHOBHOIO INMKA HA | COOTBETCTBYET BpEMEHU yIEpKUBAHUS
XpOMarorpaMMe CTaHIapTHOrO pactBopa A (cM. pasjen | OCHOBHOIO nvKa Ha XpoMarorpamme
«K0JIM4IeCTBEHHOE ONPENIENCHUEN) CTaHJapTHOrO pacTBopa A
OmHOPOAHOCTH Or 315,1 mr 1o 348,2 mr (331,65 mr = 5,0 %) 3379
Macchl
JI03MPOBAaHHOM 18/20 xaricyn — He Gonee £ 7,5 %; 20 u3 20 kancyn —
€JIMHHULIBI, MT' 2/20 kancyi — ue 6onee + 15,0 % or—2,7% 10 +2,5%
PactBopenue, % B2XX. He menee 80 % (Q) ypcone30KCHXOJIEBOM KUCIOTHI OT 103
HOMHHAJIBHOTO coiepxanus yepes 30 MuH 102
102
100
101
102
102 (cpennee)
PoxncrBeHHbIE TCX.
npumecy, %o IIpumech A (XeHoIe30KCuxoneBas kuciora) — He 6onee 1,0 %; Menee 1,0
IIpumecs C (uroxosneBas kuciota) — He 6omee 0,1 %; Memnee 0,1
EnuHuuHAs HeuaeHTu(UIMpoBaHHas npumecs — He 6omee 0,2 %; Menee 0,2
CymMa HenieHTUMIMPOBAaHHBIX IpuMeceit — He bonee 1,0 % Menee 1,0
OnHOPOIHOCTE Jlns 10 nosuporannex exunun (n=10) AV < 15,0 wnu s 30
JIO3UPOBAHHBIX J03upoBaHHbIX exuHuL (n=30) AV < 15,0 ¥ HY ONUH pe3yNbTAT n=10
€ITUHHLL €IMHUYHOTO onpezaenenus He mensre (1-L2x0,01)xM wia ue AV =34
Gosprre (1+1.2x0,01)xM
KosmuecrseHHoe B2XX. Ot 237,5 Mr mo 262,5 Mr 253,6
orpesieNeHue, Mr (o1 95,0 % 1o 105,0 % ypcome30KCUXOJIEBOM KUCIIOTHI OT
HOMHMHAJIBHOTO COJICPXKAHuUsI) (101,4 %)
Muxpo6uonoruuec| Kareropus 3A.
Kasi YUCTOTa O61mee yncio adpobHbIx Mukpoopranuzmos (TAMC) — O6i1ee YUCiIo a9pOOHBIX MUKPOOPTaHU3MOB —
e Gosnee 10° KOE B 1. menee 10 KOEB 1 .
O611ee YKCIIO JPOXIKEBBIX U IiecHeBBIX rpu6oB (TYMC) — O6111ee YUCIIO IPOXOIKEBBIX U IIIECHEBBIX
"e Gonee 102 KOE B 1 1. rpu6oB —meHee 10 KOEB 1T.
Escherichia coli — orcytcTBue B 1 T. Escherichia coli orcytcTBYyeT B 1 T,
YnakoBka Iepeuunas ynaxoexa: T1o 10 xancyn B yNakoOBKE S4€HKOBOM

Ilepsuunas ynaxoexa: I1o 10 kancyn B ynakoBke
a4eikoBod koHTypHOM wu3 [IBX mieHku u
AMOMUHUEBOH (OIIBIH.

Bmopuunas ynaxoexa: 5 yNakoBOK S4E€HKOBBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJIAJBINIEM B
nayke KapTOHHOM.
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PYCCKOM A3BIKE YKa3bIBAIOT:

- TOProBO€ HAaUMEHOBAHME IIpemapara cC
npenynpeauTensHol Mapkaposkoit ®,

- I03UPOBKY,

- MEXIyHapOAHOE HEMaTeHTOBAHHOE
HauMeHoBaHUE (nyOnHpyeTcs Ha aHTIMHCKOM
A3bIKE),

- KOJIMYECTBO Kamcyn B 1 ynakoBke sueHKOBOH
KOHTYPHOH,

- HOMEp CepHH,

- JaTy UCTEUEHHUS CPOKA FOXHOCTH ((TONEH 10%),
- HAMMEHOBAHHUE JiepXKaTeNs perucTpalioHHOro
YAOCTOBEPEHHUS,

- JIOTOTMN JEpXKaTens PerkcTPalioOHHOTO
YAOCTOBEPEHHUS (Ha aHITTMHCKOM S3BIKE).

Ha xapmonHoii nayxke Ha pYCCKOM S3bIKE

yKa3pIBalOT  (HammUCH  NyOnupyloTcs  Ha
aHITIMHACKOM A3BIKE):

- TOpProBo€ HaHMMEHOBAHHME Mpemapara ¢
TIpeAYTPEAUTENHHON MapKUPOBKOH®,

- MEXAYHapOIHOE HEaTeHTOBaHHOE
HalMEHOBaHHUe,

- IO3UPOBKY,

- IeKapCTBEHHYIO hopMy,

- HauMEHOBaHHE ICHCTBYIOILETO BELIECTBA H
ero coxeprxanue B 1 kancyne,

- KOJIM4ECTBO Karcy B 1 mauke,

- cnoco6 npumeHeHus « s npueMa BHYTPb!»,
- YCIIOBHS OTITyCKa,

- YCIIOBHS XpaHEHuS,

- NpeaynpeauTeNbHbIe HanmucH: «XpaHUTh B
HemocTymHoM Juii  gerel  Mecrely, «He
NPUMEHATD [0 UCTEUEHUH CPOKA FOJHOCTH!Y,

- HAMEHOBAHHUE U aJIPEC IPOU3BOAUTENL,

- HauMEHOBaHME W  aipec  Jepxareis
PErHCTPALIMOHHOTO YXOCTOBEPEHHUA,

- JIOTOTHI JEpXKaTenst PpEerucTpaldoOHHOrO
YAOCTOBEpEHUs (Ha aHIVIUIMCKOM A3bIKE),

- HOMEp PErHCTPaLMOHHOrO YAOCTOBEpEHHS (Ha
PYCCKOM S3BIKE);

- IUTPUX-KOX,

- dapmakon(sr),

- Koz (bt) TUIOrpaduU (MECTOMONOKEHUE MOXKET
HU3MEHATHCA),

- «Cepus:» (Ha pyccKOM A3bIKE,
NIPOM3BOJCTBA BK/IIOYEHA B HOMEP CEPHH),
- AaTy MCTEYEHUS CpOKa roAHOCTH «['ofeH f0:»
(Ha pycckoM S3bIKE).

Jara

Bo3MoxHO HaHECCHHUC Koga ne4aTHOro
YIakOBOYHOI'0 MaT€pUala.
)IOHOIIHHTCHBHO MOXCET YKa3bIBaTbCA

uHpopManMs I MOHMTOPHHTa IBIKEHUA
JIEKapCTBEHHOr0 MNperapara OT NMPOM3BOAUTENS
JI0 KOHEYHOT'O MOTpeOHTENA.

HaumeroBanue Tpe6oBaHuA HOpMaTHBHOMH PesynpTathl MCHBITaHHH
roxasarejein JOKYMEHTALNH
MapxkupoBka Ha ynaxoexe saueiikogoii xonmyproii Ha | Ha ynaxoske auetikogoti KOHMYpHOU Ha PYCCKOM S3BIKE

yKa3aHo:

- TOProBO€ HaMMEHOBAHKE Mpenapara ¢ NpeRynpeaAUTeIbHON
mapkuposkoit ® <(YPCOCAH®,

- no3upoBKa «250 Mr,

- MeXAyHapoJHOE  HENAaTeHTOBAaHHOE  HAUMEHOBAHUE
«ypcoodesokcuxonesan Kucnomay, «ursodeoxycholic acidy,

- KOJIMMECTBO Karcya B 1 ymakoBke sIMEHKOBON KOHTYPHOM
«10 xancyay,

- HoMep cepum «300126,

- laTa UCTEYEHHs CPOKa FOJHOCTH «rojeH Ao 122030,

- HauMEHOBaHHE Jepxarenst PETUCTPALIHOHHOTO
ymocropepenus «[IPO.MEJLIIC Ilpara a. o.»,

- JIOTOTHII AEpIKaTeNsi PErHCTPALIMOHHOTO Y0CTOBEpEHH s (Ha
AHTTHHACKOM SI3BIKE).

Ha xapmorHoii hauke Ha PYCCKOM f3BIKE yKa3aHO (HAAMMCH
INy6aupyIOTCA Ha aHTTMHUCKOM A3BIKE):

- TOProBOe HaMMEHOBaHHUE Npenapara ¢ NpeaynpeaUTENbHOM
MapkupoBkoi® «YPCOCAH®»,

- MEXAYHapoIHOE  HEMaTeHTOBAaHHOE
«YPCOOE30KCUXONE6AR KUCIOMM»,

- BO3UpOBKa «250 Mry,

- lekapcTBeHHas hopMa «KancyJabl»,

- HAMMEHOBAaHHKE JIEUCTBYIOLIEr0 BEIECTBA U €r0 COJEPKaHHE
B 1 «xancyne «l1 kamcyna comepxut 250 wMr
YPCOAe30KCHX0/IeBOH KHCIOTbI,

- KOJIMYECTBO Karcyn B 1 nauke «50 kancym»,

- croco6 npumeHeHus: «JIjist npueMa BHYTPb!»,

- ycnoBus oTmycka «OTnyckaercst o peuenty»,

- yenoBust xpaHenus: «He TpeGyer cnenuanbHbIX yca0BHi
XPpaHeHHUs»,

- IIpeaynpeaUTENbHbIE HAAMUCH: «XPAHUTD B HEAOCTYIIHOM
ana aereit mecte!», «He NpUMEHSITh MO HCTEYEHHH CPOKA
rOQHOCTH!»,

- HAMMEHOBAHHUE M aznpec npousBonurens «l/Ipouzgooumens:
3A0 «3u0-3g0poBbe», Poccus, 142103, MockoBckas
obsacTh, r. Ilogonbck, yia. XKeaesHomopoxHas, . 2»,

- HauMEHOBaHWE M aJpec Iepxareis PerucTpalUoOHHOrO
YAOCTOBEPEHHS «Aepucamens pezucmpayuonnozo
yoocmogepenua: IPOMEJLILIC IIpara a. o., Teaucka
377/1, MuxJe, 140 00 IIpara 4, Yeumckas Pecnybanka»,

- JIOTOTHIT AEPXKATENsA PErHCTPALMOHHOTO YAOCTOBEPEHUS (Ha
AHTTHACKOM f3BIKE),

- HOMEp PErHCTPaLMOHHOIO YIOCTOBEpEHHS (Ha PYCCKOM
a3pike) «JITI-Ne(003033)-(PI'-RU)»,

- wrpHx-kox «4607085319940»,

- hapMmakoz,

- xox tunorpaduu «RU/11/23».

- «Cepus: 300126» (Ha pycCKOM f3bIKE),

- «Conen no: 12 2030» (Ha pyccKOM S3BIKE).
Kox MEYaTHOTO yMaKOBOYHOTO
«I1-753-50-03-06>.

JononHutenbHO ykasaHa HHGOpPMALMA IUII MOHHMTOPHHIA
JBHXKEHHS JIEKAPCTBEHHOTO NpenapaTa oT MPOU3BOAUTENSA JO
KOHEYHOT0 NMOTpeOuTeI: :

«Data Matrix»;

«GTIN: 04607085319940»

«S/N:» ¢ yka3aHMeM HHAMBUIYAIBHOTO CEPUATU3ALIUOHHOTO
HOMepa Mayky.

HaMMCHOBAHUE

Matepuana

YcnoBus XpaHeHUs

He Tpebyer crieuuanbHBIX YCIOBUH XpaHEHHUS.

He TpeOyer creunaibHbIX YCIOBHH XpaHEHHS.

Cpox rogsocty (cpok | 5 nmer 5 ner
XpaHEeHHA)
3akmouenne: Jlexapcmeennwiii npenapam Vpcocan® kancyme, 250 mz, Ne 50 cepuu 300126

coomeemcmeyem mpe606aHquM 8 yacmu npoeepenHHbvlx noxaszameneil.

Jlupexrop no Ka4ecTBy U

YHOpPaBJICHUIO IIEPCO

IIsipxoBa E.H.

Monocrocmy

OKK
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