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142103, Poccusi, MockoBckas 00J1acTh,
ITononkck, yi. XKenesHomopoxkHas, 1. 2
Ten./pakc: +7(495) 419-20-64

JInuensusi Ha NPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB ISl METUIMHCKOr0 MPUMEHEHHS]
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanue npenapara

Kon npenapara
Homep cepun
O6bem cepun

Jarta npousBoacTea
I'ogen no

Jara ananusa

AHaJIM3 MPOBE/IeH 110

ITACITOPT Ne0743/26

00os10uKoii, S00 mr, Ne 50
839

1050426

7 776 mT. ymakoBok
04.04.2026 r.

31.03.2031 r.

20.04.2026 r.

o06o109Ko0ii, 500 M

YPCOCAH® ®@OPTE tab6eTkH, IOKPHITHIE IJICHOYHOM

CI-K0-0701-0158-05 «YPCOCAH® @OPTE Ta0.€eTKH, NOKpPbIThIE NJIEHOYHO

HJ JITI-Ne(003655)-(PT-RU)-280824 «YPCOCAH® @OPTE Tab6nerku,
NOKPRLIThIE IVIEHOYHOI 000/104K0ii, 500 Mr», pazaesy 1.3.2 moaynst

PEerucTpanMoHHOr0 10Che

Maxery nepBu4Hoii ynaxoku JIII-Ne(003655)-(PT-RU) ot 28.08.2024
Maxkery BTOpH4HOIi (MoTpeduTeNbCKOI) ynakosku JIII-Ne(003655)-(PT-RU)

2/20 Tab. - He Gonee £ 10 %

ot 28.08.2024
JIncrky-riiaabimy — uagopmanun as nauuenrta JII-Ne(003655)-(PT-RU)
ot 28.08.2024
HanmeHoBaHue TpeboBaHus HOPMATHBHOM PesynbTatel ucnbITaHH
[oKasareJyien JOKYMEHTal1
Onwucanue Tabnerku, MOKPEITHIE MIEHOUHOM 060104KOH, Genoro | TaGnerkw, ITOKPBITHIE IJIEHOYHON 000JI0UKOM, ITOYTH
MM 1OYTH  Genoro 1LBeTa, ABOAKOBBUIYKIBIC, | GENOTO LBeTa, JBOSKOBHITYKNBIE, MPOLOJITOBATOMN
NPOJIONTOBATOX  OPMBI, € HAcedyKOM ¢ OAHOM | (OPMBI, C HACEUKOH C OIXHON CTOPOHBI U riryOokoit
CTOPOHBI U Iily6OKO#H pasnensiomest puckoit ¢ Apyroi | pasmensiomeit puckoi ¢ Zpyro# ctopoHsl. Ha nznome
croposl. Ha usnome 6emoro wmmu nouru Genoro | mouT 6eioro nsera.
LBETA.
Hnentuduxkanums BOXX. Bpems ynepxuBaHMs OCHOBHOIO NUKAa Ha | BpeMs  ydepKMBaHAA  OCHOBHOFO | NHMKa  Ha
- YPCONE30KCHXOIeBast XpOMaTOrpaMMe HCIBITYEMOI0 pacTBOpa IOJKHO | XpOMATOrpaMMme HCIBITYEMOT0 pacTBopa
KHUCIOTa COOTBETCTBOBATL BPEMEHH YIEPHKUBAHMSA OCHOBHOTO | COOTBETCTBYET BPEMEHM YACPKMBAHUS OCHOBHOIO
T1Ka Ha XpOMATorpaMme CTaHAapTHOrO PacTBopa A | MMKa Ha XpOMATOrPaMME CTAHIAPTHOTO PacTBOpa A.
(cm. pasnen «KoIH4eCTBEHHOE OTPEEIEHHUEN).
- TUTaHa JMOKCU]L Kauecrsennas peakums ¢ Bozmopona mepokcuna | II0ABISETCS  KENTO-OPAHKEBOE OKpalIUBaHHe
pacTBOpoM  KOHLCHTPHPOBaHHRIM ~ P:  momkHO | pactBopa.
HOSIBUTHCS XKENTO-0PAHXKEBOE OKPAIIHBAHUE.
OIHOPOIHOCTE MacChl Ort 655,5 Mr 10 724,5 Mr 695,8
JIO3MPOBAHHOMI (690,0 Mr + 5,0 %)
CIUHHUIBI, M 18/20 Tabu. - He Gonee + 5 % or—1,8% mo +1,9%

6omee 1,0 %

PacrBopenue, % BOXX. He menee 80 % (Q) ypcone30kCHX0IeBOk 98
KHCJIOTBI OT HOMHUHAJILHOTO COJEpXKaHuUs uepes 45 98
MUHYT 99
98
98
98
98 (cpennee)
Poncreennsie TCX.
npuMecH, % IIpumech A (XEHOIE30KCHXONEBAs KUCIOTA) - HE Mexee: 1,0
6onee 1,0 %
ITpumecs C (uroxonesas kuciora) - He Gonee 0,1 % Menez 0,1
Jlio6as exuHMYHAs HEMACHTUGUUMPOBAHHAS IPUMECH
- He 6onee 0,2 % Menee 0,2
CymMa HeuneHTH(ULMPOBa i -
yM UIEeHTHYHLUPOBAHHEBIX PUMeCeit - He Menes 1,0
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HaumeHoBaHue TpeboBaHust HOpMATHUBHOI! Pe3ynbraThl HCHbITaHUH
IOKa3aTeJIeh JOKyMEHTaLH
OnHopomHOCTE Jns 10 no3upoBanHbIx eaunui (n=10) AV < 15,0
JIO3UPOBAHHBIX unu a5 30 jo3upoBaHHbIX exuHul (n=30) AV < s1= T
CIIVHHI] 15,0 ¥ HE OZIMH PE3YNBTAT €AMHUYHOTO AV =24
onpeneneHus He Menblue (1-L2x0,01)xM unu He ’
6oabiue (1+1.2x0,01)xM
KomuuectBennoe BD2XX. Or 475,0 mr mo 525,0 Mr 499.2
OIpENENICHUE, MT' (o1 95,0 % 1o 105,0 % ypcone3okcuxoeBoit (99 8’% )
KHCJIOTBI OT HOMUHAJIBHOT'O COJCPIKAHHS) ’
Mukpobuosnoruuec| Kareropus 3A. O61mee yncio a3pobHbIX MUKpoopranu3mos (TAMC)
Kast YUCTOTa OO1ee yucno adpoOHBIX MUKPOOPTaHU3MOB menee 10 KOEB 1.
(TAMC) — He 6oee 10* KOEB 1 1} OO61mee uKcio ApoROKEBBIX U MIECHEBbIX rpu6oB (TYMC)
OO01ee YUCIIo JPOKIKEBBIX M INIECHEBBIX IPHOOB mernee 10 KOEB 1T,
(TYMC) — He 6onee 102 KOE B 11} Escherichia coli - orcyrcreue B 1 1.
Escherichia coli - orcyrcreue B 1 T
Onucanue Tlepsuunan ynaroexa: no 10 tabinerox B ynakoske | Ilepsuunas ynaxoska: 1o 10 TaGueTok B yTIaKOBKE
YIaKOBKH A4elikoBoi KOHTYpHOHU n3 [IBX/TIBAX miueHk: W | suelikoBod kontypuod wus IIBX/IIBIX rmeHkd u
ATIOMUHUEBOU (ONIBIH. AIIOMMHHEBOH (oIbri.
Bmopuunas ynaxosxa: S5 ynmakoBOK SUEHKOBBIX | Bmopuunas ynaxoexa: 5 ymakOBOK sSUeHKOBBIX KOHTYDHBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKJIA/IBILIEM B IIAYKE | BMECTE C JIMCTKOM-BKJIAJIBIIEM B [IAYKE KAPTOHHOM.
KapTOHHOM.
MapxkupoBka B coorserctBuu ¢ pasmenom 1.3.2 momyns 1 | CooTBercTByer
PECUCTPALOHHOTO I0ChE
IleppuyHas ynakoBKa JIeKapCTBEHHOTO Hpenapara.
Homep cepun : «1050426»
Jara ucreyeHus cpoka roqHoCTH: «rogex a0 032031».
Kox nucrka-Bknaaplma-MHGOpMAIUK 11 AlHUEHTA:
H-839-06-03, RU/09/24
Bropuynas ynakoBKa 1€KapCTBEHHOTO PENnaparTa.
Kon mauku: I1-839-50-03-02, RU/04/23
«Data Matrix»,
«GTIN: 04607085310855»,
«Cepus: 1050426,
«onex no: 03 2031»,
«S/N:» (v yKa3aHueM HMHIVBHUIYaJIEHOTO
CEpPUAM3ALMOHHOTO HOMepa IayKH.
VcnoBus He tpebyer cnenuanbsHeIX YCI0BUiA XpaHEHHs. He tpebyer cnenuanbHbIX YCIOBHM XpaHeHHs.
XpaHEHUst
Cpok rogHocTu | 5 ner 5 ner
(cpok xpaHeHus1)

3axmouenne: Jlexapcmeennwiii npenapam YPCOCAH® ®OPTE mabnemxu, NOKpbimble NIeHOYHO

obonouxoii, 500 mz, Ne 50 cepuu 1050426 coomeemcemeyem mpebo6aHuaM 6 YaCMU NPOBEPEHHbIX
noxkasameinei.

HavanpHHUK OTZEIa KOHTPOJIS KauecTBa I'amaronona U.B.
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