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®-0000000555-05
3A0 «3u0-310poBbeE»
142103, Poccus, MockoBckas 00J1acTh,

ITononsck, yiu. XKenesHomopoxxHas, 1. 2
Ten./daxc: +7(495) 419-20-64

JIMuen3usi Ha MPOU3BOJACTRO JIEKAPCTBEHHBIX CPEACTB AJIsi METHIMHCKOTO IPUMeHeHHUsI
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HanmeHnoBanue nmpemnapartra

Kon npenapara
Homep cepun
O6bem cepun

JaTa npousBoacrsa

T'open mo
JdaTta anaiusa

AHaJIM3 MPOBE/IEH 10

IIACIHHOPT Ne0363/26

o6om0uKoii, 500 mr, Ne 50
839

410226

7 808 mT. ymakoBox
06.02.2026 r.

31.01.2031 r.

26.02.2026 r.

obosoukoii, 500 M

YPCOCAH® @OPTE 1a61eTKH, NOKPBIThIE IIEHOYHOI

CII-KO-0701-0158-05 «<YPCOCAH® @OPTE Ta61eTKH, NOKPbIThIE IJIEHOYHOI

HJI JITI-Ne(003655)-(PT-RU)-280824 «YPCOCAH® ®OPTE Tabaerku,
NOKPBITbIE IJIEHOYHOH 000J104K0ii, S00 Mr», Pasneny 1.3.2 moayas 1
JIII-Ne(003655)-(PT-RU) ot 28.08.2024

MOSABUTHCS KEITO-0PAHKEBOE OKpaLlIMBaHUE.

HanmvenoBanue Tpe6oBaHUsI HOPMATHBHOIA Pe3ynpTaThl HCTIBITAHHH
IoKasaTeJsen JOKYMEHTaLH1

Onucanune TabueTku, NOKpHITHIE MIIEHOYHON 0601104KOM, Genoro | TaGeTky, MOKPHITHIE MEHOUHOM 060IOUKOH, MOYTH
MMM 1OYTH  Genoro  mBeTa, JBOSKOBBIMYKIbIE, | GEIOro IBETa, MBOSKOBBIIYKIbIE, MpPOAONTOBATOMN
nponoiroBaToi Qopmel, ¢ Haceukod ¢ OXHOW | GOPMEBI, C HACEUKOW C OMHOM CTOPOHBI riy6okoi
CTOPOHEI U I'Ty60KOH pasAelsioelt puckoii ¢ apyroit | pasnenstowieil puckoit ¢ apyroi croposst. Ha usnome
croponsl. Ha wm3nome Genmoro wmu moutu Genoro | mouTu Georo Lpera.
LBETA.

Hnenrudukanus BOXX. Bpems ynepuBaHMs OCHOBHOTO NHMKa Ha | BpeMs  ylepKMBaHMS  OCHOBHOrO [HKAa  Ha

- YPCOIE30KCUXOJIEBAs XpOMarorpaMMe HCHBITYeMOTO pacTBOpa JOIDKHO | XpOMAarorpamme UCIIBITYEMOTO pacTBopa

KHCJIOTa COOTBETCTBOBATh BPEMEHH YIEP)KMBAHUS OCHOBHOIO | COOTBETCTBYET BPEMEHH YIEP)KMBAHHS OCHOBHOTO
IMKa Ha XpOMarorpaMme CTaHIapTHOrO PacTBOpa A | MHKa HA XPOMATOrpaMMe CTAHAAPTHOTO PacTBopa A.
(cM. paszien «KOMMYECTBEHHOE ONIPEENEHUEY).

- THTaHa TUOKCUIT Kadyectsennas peakuus ¢ Bojopoza mepokcuna | [IosBNSETCS — KENTO-OpAHKEBOE OKpaIlMBaHHe
pacTBOpOM ~ KOHUEHTPUPOBaHHBIM  P:  momkHO | pacTsopa.

OIHOPOIHOCTE Macchl
JIO3UPOBAHHOMN
€IMHMUIIBI, MT

Ot 655,5 mr no 724,5 mr
(690,0 mr + 5,0 %)

18/20 Tabun. - He Gonee + 5 %
2/20 Tabu. - He 6onee £+ 10 %

695,5

or—2,2% 1o +3,3%

OT HOMHMHAJIGHOT'O COJePKAHMUS)

PactBopenue, % BOXX. He menee 80 % (Q) ypcoae30KkcHX0neBoit 99
KHCJIOTBI OT HOMHHAJIGHOTO COAEPKaHUS uepes 45 96
MUHYT 98
98
97
96
97 (cpenuee)
Poncrennsie TCX.
npuMect, % IIpumech A (XeHOIE30KCHXOIIEBast KUCIIOTA) - HE Meree: 1,0
6omnee 1,0 %
[Mpumecs C (uroxonesas kucnora) - He Gonee 0,1 % Meies 0,1
Jro6as eqMHUYHAS HEMACHTH(ULUPOBAHHAS IPUMECh
- He Goiee 0,2 % e ’ Mesee 0,2
CymMMa HeMIEeHTH(PULUMPOBAHHBIX IIPUMECEH - He
= 10% uuup P Meee 1,0
OnHoponHOCTH s 10 nosupoBanusix enunun (n=10) AV < 15,0 um
JIO3UPOBAHHBIX €IHUHHII Autst 30 no3upoBaHHEIX exuHUl (n=30) AV < 15,0 1 uu n=10
OJIVH PE3YJIbTAT CAMHUIHOTO ONPEACICHUS HE MEHBIIE AV=34
(1-L2x0,01)xM unn He Goubure (1+1.2x0,01)xM
Komuuecreennoe B3OXX. Ot 475,0 mr no 525,0 mr 494.0
onpeaeseHue, Mr (o1 95,0 % 10 105,0 % ypcoae30KCUXO0IEBOM KUCTOTHI 98 8,% )
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HaumenoBanme TpeboBaHus HOpMATHUBHOMN PesynbTaThl MCTIBITAHUIA
nokasaTeJsieit JOKYMEHTaLuu

Muxpo6uosnorudec| Kareropus 3A. O6mee yncio a3pobHbIX MUKpoopranuzmos (TAMC)

Kas YUCTOTa O61wee uncIo a3po6HBIX MEUKPOOPTaHU3MOB menee I0 KOEB 1.
(TAMC) — ue Gonee 10° KOE B 1 1; O61ee YuCII0 JPOXOKEBBIX U IIECHEBBIX rpr6oB (TYMC)
Ob1mee YHCIO IPOXOKEBBIX U IIECHEBBIX IPUBOB menee 10 KOEB 1.
(TYMC) — ue 6osee 102 KOE B 1T; Escherichia coli - orcyrcrBue B 1 .
Escherichia coli - orcyrctBue B 1 1.

Onucanue Ilepsuunasn ynaxosxa: o 10 Tabnerox B ynakoBke | [lepeuunas ynaxoska: 1o 10 TableTok B yIaKkoBKe

YIIaKOBKH A4eiikoBoH koHTypHOM u3 IIBX/TIBJIX muenku u | suelikoBoii koHTypHo#t u3 IIBX/TIBJAX IuieHKH u
AIIOMUHUEBOH (OJIBIH. AIFOMUHUEBO#H (OJBIH.
Bmopuunan ynaxoéxa: 5 ymakoBOK SHEHKOBBIX | Bmopuunas ynakoexa: 5 ynakoBOK SHEMKOBBIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JINCTKOM-BKJIQ/ILILIEM B NTAYKE | BMECTE C JIMCTKOM-BKJIA/BILIEM B IAYKE KAPTOHHOM.
KapTOHHOM.

MapxupoBka Ha ynaxosxe sueiixosoii kowmypHoti Ha pycckoM | Ha ynaxoeke aueiikooii KOHmypHO Ha PYCCKOM SI3BIKE

A3BIKE YKa3bIBAIOT:

- TOproBO€  HAWMEHOBaHHE IIpemapara ¢
HpeayNpPENUTENBHOM MapKUPOBKOH ®,

- IO3UPOBKY,

- MEXIyHapOTHOE
HauMMEHOBaHME (IyOnmpyercs
SI3BIKE);

- KOJHYECTBO TabJeTOK B OJHOM yINAaKOBKE
SYCHKOBOM KOHTYPHOM M IeKapCTBEHHYIO (hopMYy,

- HOMEp CepuH,

- JIaTy UCTEYCHHS CPOKA FOAHOCTH (KTOLEH JO»);

- HaWMEHOBAaHME IEPXKATENsl PErUCTPALMOHHOIO
YIOCTOBEpPEHHUS,

= JIOTOTHI  JEpXAaTenss  PEruCTPALOHHOIO
YIOCTOBEPEHHs (Ha AHTTUHUCKOM SI3BIKE).
Moryr  mpucyrcrBOBaTh  KOJIBI
YIaKOBOYHOI'O MaTepHaia.

HEIMaTEHTOBAaHHOE
Ha aHIJIUHCKOM

ICYaTHOTO

Ha nauxke kapmounoii Ha PpycCKOM  S3BIKE
YKa3bIBAIOT (Hamnucu Iy 6aupyrorcs Ha
AHIIMHCKOM A3BIKE):

- TOpProBo€ HaWMEHOBAHHE IIpemapara C
NPENYNPENUTENBHOM MapKUPOBKOI®,

- MEXIYHapOIHOE HENaTeHTOBaHHOE
Ha¥IMEHOBaHHE,

- IO3UPOBKY,

- JIGKapCTBEHHYIO (hopMy,

- HAaWMEHOBAHHME JEHCTBYIOLIErO BELIECTBA M €ro
COJIEpP)KaHUE B OJHOM TabeTKe,

- KOJIMYECTBO TalNETOK B Iavke KapTOHHOH U
JIEKapCTBEHHYIO HopMy,

- IPEAyNpeaUTENbHbIE HAAMUCH: «He npuMeHsTs o
UCTCYCHMH Cpoka roxHoctu!», «XpaHuth B
HEIOCTYIIHOM JJIS ieTeit MecTe!»,

- coco6 npumMeHenus: « /I npruemMa BHYTPb.»,

- YCJIOBHS OTITyCKa,

- YCIIOBUS XpaHEHMUs,

- HOMEp PpETrUCTPAIMOHHOIO yJIO0CTOBepeHus (B
¢dopmare EADC),

- HAMMEHOBAHHME U aJ[PEC NPOU3BOMUTEIS,

= HAaUMECHOBaHUE u anpec ACpXKaTeist
PETUCTPALIUOHHOI0 YJIOCTOBEPEHMS,
L JIOrOTHII ACpxaTens PErucTpauMoHHOro

YAOCTOBEPEHHUSI (Ha aHTIIUICKOM SI3BIKE),

yKa3aHo:

- TOProBOE HalMEHOBaHHE npernapara c
HpenynpenuTensHoi  Mapkuposkoit ©  «YPCOCAH®
DOPTE»,

- 103upoBKa «500 Mry,

- MEXIyHapOJAHOE HEMNAaTeHTOBAaHHOE HAUMEHOBAHHE
(ny6nupyercs Ha AHIIIMHCKOM A3bIKE)

«ypcodesokcuxonesasn Kucnomay «ursodeoxycholic acidy;,
- KOJIMYECTBO TalJNETOK B OJMHOM YMAKOBKE SUYEHKOBOM
KOHTYpHOH M JjekapcTBeHHas (Qopma «10 Tabuaerok,
MOKPRITHIX MVIEHOYHOH 000104K0i1»,

- HoMep cepuH «410226»,

- JlaTa UCTEYEHHs CPOKa FOAHOCTH «rogen a0 012031,

- HaWMEHOBAaHWE  JIEPXKATENS  PErUCTPALIOHHOTO
yaocrosepenus «[IPO.MEJLIIC Ilpara a.o.»,

- JIOTOTHII JEPXKaTesis PErMCTPALMOHHOTO YHIOCTOBEPEHUS
(Ha aHITIMICKOM f3BIKE).

Ha nauxe xapmonHoti Ha PyCCKOM SI3BIKE YKa3aHO (HAATIUCH
NyOIUpYIOTCS Ha aHTIIHICKOM SI3BIKE):

- TOProBoOE HANMEHOBAHHE npenapara c
IpenynpenuTenbHoil  Mapkuposkoit © «YPCOCAH®
DOPTE»,

- MEXIYHApOIHOE HENATEHTOBAHHOE HAUMEHOBAHHE
«pcodesokcuxonesan Kuciomay,

- 1o3upoBKa «500 mry,

- nexapcTBeHHas (opMa  «TaGJeTKH, TOKpPBITbIE

MJICHOYHOMH 000J109K0#1,

- HAaMMCHOBaHWE JEHCTBYIOIIEr0 BEIIECTBA M  €ro
coxepxanrie B 1 Tabnerke «1 Tabaerka, moKpbiTas
MJeHOYHOH 0060J104KO0, cogep:xkut 500 mr
YPCOAE30KCHX0J1eBOM KHCI0TBI»,
- KOIMYECTBO TabNEeTOK B
JIEKapCTBEHHas  (opma
NJIEHOYHO# 060J104K0i1»,
- TnpenynpeaurtesbHble HaanmucH: «He npumeHsiTe mo
HCTeYeHHHn  cpoka  roaHoctu!»,  «XpaHute B
HEeAOCTYNHOM /s AeTeil MecTe!»,

- croco6 npumenenus: « s npuema BHYTpPb.»,

- ycioBus OTIyCKa «OTIYCKAIOT MO peuenTy.y,

- ycnoBust xpaHenus «He TpeSyeT crnenHaabHBIX yca0BHil
XPpaHeHHsL.,

- HOMEp DErUCTPaLMOHHOTrO YAOCTOBepeHus (B (popmare
EADC) «JIII-Ne(003655)-(PT-RU)»,

- HAUMEHOBAHKE U aPEC POU3BOAUTENS
«IIpouseooumens: 3A0 «3u0-3a0poBbey,

Poceus, 142103, MockoBckas 061acTh,

r. Iloponbck, yu. XKenesnoxopoxuas, . 2»,

- HAaUMEHOBAaHHUC W ajpeC JEpPHKaTeNs PErdCTPalrOHHOro
YJOCTOBEPEHHS

«/lepoicamens  pezucmpayuonnozo  yoocmosepenus:
NPO.MELILIC Tpara a. o., Temucka 377/1,
Muxue, 140 00 Ipara 4, Yemckasn Pecny6ankay,

- JIOTOTHII [I€pXKaTeNs PEruCTPaliOHHOTO YAOCTOBEPEHHUSI
(Ha aHIIMICKOM SI3BIKE),

Ma4yke KapTOHHOH U
«50 TabJeToK, MOKPBLITHIX
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HaumenoBanue TpebGoBaHuUsI HOPMATHBHOM PesynbTaThl HCTIBITAHMIA
IoKasareJiei JOKYMEHTaluU

- HOMEp cepuu* (Ha pyCCKOM SI3BIKE), - HoMep cepuu (Ha pycckoM s3bike) «Cepust: 410226»,
- JlaTy WCTe4eHus cpoka ropHoctd («I'omeH mo:») | - maTa MCTEYEHHMs CPOKa FOJHOCTH (Ha PYCCKOM A3BIKE)
(Ha pycCKOM SI3BIKE), «Conen mo: 01 2031,
- IITPUX-KOJ, - mrpux-kox «4607085310855y,
- hapmakon(sl), - hapmakop,
- kox(e1) tumorpaduu (Mecromonoxenue moxer | - kox [TYM «I1-839-50-03-02»,
HU3MEHATHCA), - kox Tunorpaduu «RU/04/23»,
Bo3MoxHO HaHeceHHne KoJa ne4aTHoro | JIomoJHMTENbHO yKazaHa MHGOpMaLMs A MOHUTOPUHTA
YNIaKOBOYHOTO MaTepHaa. JBI)KEHHS JIEKAPCTBEHHOT'O IIpernapara OT MPOM3BOAUTENIs
JOTIOTHUTENBHO MOXET yKa3bIBATHCS HHPOPMALUS | 10 KOHEUHOTO IIOTPEOUTENS:
IUlL  MOHUTOPMHIAa JBI)KCHHS JieKapCTBeHHOro | «Data Matrix»;
npernapara  OT TNpou3BoauTeNs 10 KOoHeuHoro | «GTIN: 04607085310855»
HoTpebuTENs. «S/N:» v yKa3aHHEM HHAUBUYAJILHOTO
* Jlata IpOM3BOACTBA BKIIKOYEHA B HOMED CEPUH. CEpUAIM3ALIOHHOr0 HOMEPA MaYKU

VYcnosus He tpebyeT crelyanbHbIX yCIoBHi XpaHeHus. He Tpebyer crienuanbHbIX YCIOBUM XpaHEHHS.

XpaHEHHUs

Cpok rogHoct | S ner 5 ner

(cpok xpaHeH¥s)

3axmouenme: Jlekapcmeennuiii npenapam YPCOCAH® ®OPTE mabnemiu, nokpuimoie nieHOYHO
obonouxot, 500 mz, Ne 50 cepuu 410226 coomsemcmeyem mpe6osanuam 6 uacmu NpOGepeHHbIX

noxkazamenen.

HavanbHuK oT/ea KOHTPOJIS KauecTBa I'amaronosa U.B.

LA I ol Aty

Iloonuce Hama

Honocnocme

DPHUO

Crp.3m33




