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®-0000000555-05
3A0 «3u0-310poBbe»
142103, Poccusi, MockoBckas 0051acTh,

[Momoabck, yi. XKenezHomoposxuas, 1. 2
Teun./pakc: +7(495) 419-20-64

Jluuensnst Ha NPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB VIS MEIULMHCKOTO npuUMeHeHHsI
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HanmenoBanue npenapara

Kox mpenapara
Homep cepun
O0bem cepun

JaTta npoussoacrea
I'onen mo

Mara ananusa

AHaJIM3 POBE/IEH 10

MIACHOPT

000J10uKo0ii, S00 mr, Ne 100
840
1300426
3 895 mT. ynmakoBok
29.04.2026 r.
31.03.2031 r.
19.05.2026 r.

o6os104Koii, 500 Mr»

Ne 0893/26

YPCOCAH® @OPTE ta6neTku, HOKPBITHIE IIEHOYHO

CII-KO-0701-0158-05 «YPCOCAH® @OPTE ta6nerxu, MOKPbIThIE MJIEHOYHOI

H/ JITI-Ne(003655)-(PT-RU)-280824 «YPCOCAH® ®OPTE TabJIeTKH, HOKPbITHIE
TJIEHOHO# 000/104K0ii, 500 Mr», pasaeny 1.3.2 Moaysi 1 perucTpaunoHHOro J0che
Makery nepsu4noii ynaxosku JII-Ne(003655)-(PT-RU) ot 28.08.2024

MaxeTy BTOpu4HOI (10TpedUTEbCKOI) yIaKOBKH JITI-Ne(003655)-(PT-RU)

TMka Ha XpOMATorpamMme CTaHIapTHOrO pacTsopa A
(cm. pasnen «KonmyectBeHHOE OIIPEACIICHUEY ).

ot 28.08.2024
JlneTky-BKIaAbILY — HHGOPMALUY JJIsl NALMEHTA JITI-Ne(003655)-(PT-RU)
ot 28.08.2024
HaumeHoBaHue TpebGoBaHust HOpMaTUBHOM PesynbTathl UCTbITaHMIH
noKasareJiei JOKYMEHTaUuun
Onucanue Tabuerku, nokpeIThIE MIEHO4HOH 060M0UKOMH, Genoro | Tabierku, MOKPBITBIC TIJIEHOUHOH 000JI0UKOM, MOUTH
WM 1I0YTH  Gesloro  UBeTa,  ABOSIKOBBIMYKJBIE, | GEIOr0 LBETa, JBOSIKOBBIITYKJIBIE, IIPOJIOJITOBATOM
NpONOTOBaTOM  (POpPMBL, ¢ HAceukoi ¢ oaHOH | (POPMBI, C HACEUKOH C OIHOMN CTOPOHBI U TuIyOOKO#
CTOPOHBI U INTyOOKOH pasaensiowell puckoii ¢ Apyroit paszensiomien puckoit ¢ Apyroit cropounst. Ha usiiome
croponbl. Ha usnome Genoro wmu moutd Genoro | mouts Gesioro Lpera.
LBeTa.
Wnenruduxkanus BOXX. Bpems yaepxuBaHus OCHOBHOIO NUKA Ha Bpemss  yxepkuBaHMs ~ OCHOBHONO  nuka  Ha
- YPCOAE30KCHXOJIeBas XpOMaTOrpaMMe  MCIIBITYEMOT0  PacTBOpa JOJDKHO | XpOMATOrpamMe UCIBITYEMOT0 pacTBopa
KHCJIOTa COOTBETCTBOBATL BPEMCHH yIEPKMBAHMS OCHOBHOTO | COOTBETCTBYET BPEMEHH YICPKMBAHHMS OCHOBHOIO

IMMKa Ha XpoMaTorpaMmme CTaHAapTHOIr'0 pacTBOpa A.

= TUTaHa IMOKCU )T

Kauecrsennas pCaknusa € BOJAOPOJA IMEPOKCHIA
aCTBOPOM KOHICHTPHUPOBAHHBIM P: JAO0JDKHO
MOSIBUTHCS XKEJITO-OPaHKEBOE OKpalll¥BaHUE.

[TosiBnsercs
pacTBopa.

JKEJITO-OpaHXEBOE OKpalll¥BaHUE

OIHOPOAHOCTH MACChI
J03UPOBAHHOM
€AMHULBI, M

Or 655,5 Mr 10 724,5 mMr
(690,0 mr + 5,0 %)

18/20 Tab6. - ue 6onee + 5 %
2/20 rtabin. - He 6osee + 10 %

691,1

or—2,0% 10 + 1.4 %

PactBopenue, %

BOXX. He menee 80 % (Q) ypcone30KCUxoIeBoi
KHC/IOTBI OT HOMHHAJILHOTO COAEPXKaHus uepes 45
MUHYT

99
98
99
97
98
99

98 (cpennee)

Poncreennsie
npumecH, %

ICX.

[pumecs A (xeHomE30KCHXOTEBAs KHCJIOTA) - HE
6omee 1,0 %

Hpumecn C (uroxonesas xucnora) - ue Gosee 0,1 %
Jlio6ast enuHnyHas HEUACHTU(HULUPOBAHHAS IPUMECD
- He 6onee 0,2 %

CyMMa HeHIEHTUUUUPOBAHHBIX TIPUMECEH - He
Goutee 1,0 %

Menee 1,0
Menee 0,1
Menee 0,2

Memnee 1,0

Crp. 1 w32




®-0000000555-05

HaumeHoBanue TpeboBanusi HOpMaTUBHOMN PesynbTathl CTBITAHMMH
roKasaresen JOKYMEHTalUU
OnHopomHOCTH Mot 10 nosupoBanHbIX emunui (n=10) AV < 15,0
JIO3UPOBAHHEIX win 1ist 30 mo3upoBaHHbIX eaunul (n=30) AV < =i
SIMHHLL 15,0 v H1 01K pe3yIIBbTAT EAMHAYHOTO _
AV=24
onpeneneHus He Menblue (1-L2x0,01)xM unu He
Gonbie (1+L.2x0,01)xM
Komuecrennoe | BOXKX. Ot 475,0 mr 10 525,0 mr 4931
OIpeiesIeHue, MI° (01 95,0 % 10 105,0 % ypcome3okcHxonesoit (98 6’%)
KHMCJIOTBI OT HOMUHAJILHOTO COJIEPIKAHUS) ’
Mukpo6uonoruyec| Kareropus 3A. Ob1ee uncno aspobHbIX MuKpoopranusmos (TAMC)
Kas YUCTOTa O61uee uMeno a3pOGHBIX MUKPOOPTAHH3MOB menee 10 KOE B 1 1.
(TAMC) — He Gosiee 10° KOEB I 1} OGuiee 4MC0 APOIHIKEBBIX M MIIECHEBBIX IpuGOB (TYMC)
ObLuiee 41CIo APONKIKEBBIX U MIECHEBBIX IPUGOB menee 10 KOE B 1 1.
(TYMC) — He Gonee 102 KOE B 1 13 Escherichia coli - orcyrcrsue B 1 .
Escherichia coli - orcyrcrsue B 1 T
Onucanue lepeuunas ynarxoska: 110 10 TabneTok B ynakoske lepeuunas ynaxoexa: mo 10 Tabierok B ymakoske
YIaKOBKU SYCHKOBOH KOHTYpHOM u3 [IBX/IIBJX ruieHkd u | s4eiikoBoii koHtypHoit u3 IIBX/TIBAX mueHku w
AIOMUHUEBOH (honbri. AJIIOMUHUEBOH (HOJIBIH,

Bmopuunas ynaxosxa: 10 ynakoBOK sSueiKOBBIX Bmopuunas  ynaxoska: 10 ynakoBOK  SYEHKOBBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJIQJBIIIEM B MAYKE | KOHTYPHBIX BMECTE C JIUCTKOM-BKJAAbILEM B [AYKE
KapTOHHOM. KapTOHHOM.

Mapxuposka B coorserctBuu ¢ pasmenom 1.32 momyas | Coorsercryer

PEruCTPaLIOHHOTO JI0Che

llepBruHas ynakoBKa JeKapCTBEHHOIO Mperapara.
Howmep cepuit : «1300426»

Hara ucTeuenus cpoxa roaHoCTH: «rogeH g0 03203 1.
Kon nucrka-Briaapia-uHQpOPMALUK /Ul MALHEHTA:
H-840-06-03, RU/09/24

BropuyHas ynakoBka JiekapcTBEHHOTO [PEnapaTa.
Kon nauku: I1-840-100-03-02, RU/04/23

«Data Matrix»,

«GTIN: 04607085310862»,

«Cepust: 1300426,

«"onen no: 03 2031,

«S/N:» © yKa3aHHeM YHIMBHY JILHOTO
CCpHATIU3ALIMOHHOTO HOMEpa IMayku.

VYcenosus He tpebyer CNELHANIbHBIX YCIIOBUM XpaHEHUS. He Tpebyer crienmanbHbIx ycnouit XpaHeHus.

XpaHeHusi

Cpok rogHocT | 5 ster 5 ner

(cpok xpaHenust)

3axmouenne: Jlexapcmeennwiii npenapam YPCOCAH® ®OPTE mabnemxu, NOKpblmble NIeHOYHOL
ooonouxotl, 500 me, Ne 100 cepuu 1300426 coomeememesyem mpebOSaHUAM 6 4aACmuU NPOGEPEHHLIX
noxkasamejei.

Hauanbhuk otnena konrponst kauecrsa I"amaroHoBa M.B. % —

JE-OC Loty

Honxcrocmes PUO Iloonuce Jlama

| 3A0 «3u0-3 doposbey %

OKK |
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