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®-0000000555-05
3A0 «3u0-3x0poBbe»

142103, Poccus, MockoBcKas 00J1acTh,
[Tononeck, yn. XKenesnonopoxHas, 1. 2
Ten./pakc: +7(495) 419-20-64

JInueH3us Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB ISl MEAUIMHCKOT0 NPUMEHEHH ST
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBaumne npemnaparta

Koa npenapara
Homep cepun
O6bem cepuu

MaTta npou3sBoacraa

I'onen no
Jara anaiusa

AHa/Iu3 npoBe/IeH M0

ITACIHHOPT Ne1051/26

o0os0uKoii, 500 mr, Ne 50
839

1590526

7 792 mT. ymakoBox
26.05.2026 r.

30.04.2031 r.

16.06.2026 .

000J10uK0ii, 500 Mr»

YPCOCAH® ®@OPTE 1a61eTKH, NOKPBITHIE IJICHOYHOI

CII-KO-0701-0158-05 «<YPCOCAH® @OPTE Ta6.1eTKH, NOKPBIThIE MJIEHOYHOI

HJI JIII-Ne(003655)-(PT-RU)-280824 « YPCOCAH® @OPTE Ta6nerku,
HNOKPBITHIE IVIEHOYHOM 060J104K0ii, S00 MD», pa3geny 1.3.2 moxy.s 1

PEerucTpauuoHHOro 10che

MakeTty nepeuunoii ynakoku JIII-Ne(003655)-(PI'-RU) ot 28.08.2024
Maxety BTOpH4HO¥ (MoTpe6uTebCKOiT) ynakosku JII-Ne(003655)-(PT-RU)

MMOABUTHLCS HKEJITO-OPAHXKEBOC OKpAIIMBAHUE.

ot 28.08.2024
JIncrky-Braaaesiuy — uagopmanuu aast nanuenta JII-Ne(003655)-(PT-RU)
ot 28.08.2024
HaumenoBanue TpebGoBaHUA HOPMATHBHOM Pe3ynbratel ucnBITAHKI
IoKasarenei JIOKYMEHTaLU
Onucanue TabneTku, MOKpPBITHIE [UIEHOYHOM 060104KOM, Getoro | Tabnerku, IIOKPBITHIE TUIEHOYHOM 000JI0YKOM, I0YTH
UTM  TOYTH  Geloro  LBETa, JBOSKOBBINYKIbIE, | GENOTO LBETA, JBOAKOBBITYKIBIE, IPOXOJITOBATOM
npojoroBaroli  (Gopmel, ¢ Haceukod ¢ OHON | (OPMBL ¢ HACEUKOH C OJHOM CTOPOHBI M TIYGOKOH
CTOPOHBI H [lyOOKOH pasieNsiomeit puckoii ¢ Apyroii | pasmensiomei puckoii ¢ apyroi cropoHsl. Ha uznome
croponsl. Ha wusnome Oemoro wmu moutm Gemoro | mouTu Geloro sera.
BeTA.
Wnentuduxanys BOXX. Bpems ymepHBaHHS OCHOBHOrO NHUKa Ha | Bpemss  ylIepKHBaHMS  OCHOBHOrO [HMKA  Ha
- YPCOLC30KCUXONIeBas | XPOMAaTOTPaMME HCIIBITYEMOTO PAcTBOpa JOJDKHO | XpOMarorpamme UCIBITYEMOTO pacTBopa
KHUCIIOTA COOTBETCTBOBATE BPEMEHH YJEP>KUBAHKSL OCHOBHOTO | COOTBETCTBYET BPEMEHM YAEPKUBAHHS OCHOBHOIO
TIMka Ha XpOMATOrpaMMe CTaHAapTHOTO PacTBOpa A | NHMKa Ha XPOMAaTOTrpaMMe CTaHAAPTHOIO PacTBopa A.
(cM. pazen «KonuuecTBEHHOE OnpeeeHnes).
- TUTaHA TUOKCHI KauecrBennas peakuus ¢ Bojopona mepokcuma | IIOSBISETCS — KeNTO-OPAHKEBOE OKpalIUBaHHe
pacTBOpDOM  KOHLEHTPUPOBaHHEIM P:  jmomkHO | pactBOpa.

OIHOPOJHOCTE MACChI
JO3UPOBAHHOM
€JMHULBI, MT'

Ot 655,5 mr 10 724,5 mr
(690,0 mMr £ 5,0 %)

18/20 Tab. - ve Gonee + 5 %
2/20 Tabm. - ve 6onee = 10 %

694,6

or—2,6% 10 +2,5%

Pactopenue, %

BOXX. He menee 80 % (Q) ypcome30KCHX0IeBOM
KHCIIOTBI OT HOMHHAJIBHOTO COZIEPXKaHus yepes 45
MHHYT

100
101
101
100
101
100

101 (cpennee)

Poncreennbie
npuMecH, %

TCX.

[Tpumecs A (XCHOAE30KCHXONIEBAs KUCIOTA) - HE
6onee 1,0 %

IMpumecs C (JiuToxoneBast kuciora) - He 6oiee 0,1 %
Jlio6as enHuuHas HEMICHTUDUIMPOBAHHAS IPUMECE
- He Gounee 0,2 %

Cymma HenIeHTH(MUMPOBAHHBIX NPUMECEH - He
6ouee 1,0 %

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

Menee 1,0

Crp. 1 m3 2




®-0000000555-05

HaumenoBanue TpeboBanus HOpMaTUBHOM Pe3ynbTaThl UCTBITAHHI
HoKasaTeJieit JIOKYMEHTalUH
OIHOPOAHOCT Jlns 10 nosupoBanHbIx equHul (n=10) AV < 15,0
JIO3UPOBAHHBIX uid 1yist 30 103MpOBaHHBIX eAMHUL (n=30) AV < n=10
€/IVHHI] 15,0 ¥ HY OZMH PE3yNBTAT CAUHAYIHOTO AV =26

onpezneneHus He Menblie (1-L.2x0,01)xM unu He
6ospire (1+L.2x0,01)xM
Komuectsennoe BOXX. Ot 475,0 mr g0 525,0 Mr

OIIpEIeNeHUE, MI (o1 95,0 % 1o 105,0 % ypcoae30kcuxoseBoi (94993’;) )
KUCJIOTBI OT HOMUHAJIBHOTO COJICPXKAHHUSI) ’
Muxpo6uonoruuec| Kareropus 3A. O6uiee yucio adpoOHbIX MUKpoopranu3mMos (TAMC)
Kasi YMCTOTa O611ee Ynco adpoOHBIX MUKPOOPTaHU3MOB Mmenee I0 KOEB I 1.
(TAMC) — ne 6omee 10* KOE B 1 1; O61ee uMCIIO0 APONOKEBBIX U IUTecHEeBBIX TprGoB (TYMC)
Ob1mee YHCIO IPOSNOKEBBIX M IUIECHEBLIX IPUGOB menee I0 KOEB I 1.
(TYMC) — ne 6onee 102KOE B 113 Escherichia coli - orcyrctBue B 1 1.
Escherichia coli - orcyrerBue B 1 1.
Onucanue Ilepsuunas ynaxosxa: no 10 Tabnerok B ynakoBke | [lepsuunas ynaxosxa: mo 10 Tabnerok B yHaKoBKe
YIIaKOBKHU syelikoBod koutypuo# u3z IIBX/TIBAX mneHku W | staeiikoBod koHTypHOM u3 IIBX/IIBJX [mieHKH
QIIOMUHUEBOH (oNbru. ATIOMUHKUEBOH (OJIBIH.

Bmopuunasn ynaxosxa: 5 ynakoBOK sS4eHKOBBIX | Bmopuunas ynaxoexa: 5 ynakoBOK SYeHKOBBIX KOHTYDPHBIX
KOHTYPHBIX BMECTE C JIMCTKOM-BKIIA/IBIIIEM B IIAYKE | BMECTE C JIUCTKOM-BKJIAJIBIIIEM B MAYKe KAPTOHHOM.

KapTOHHOM.
MapkupoBka B coorserctBum ¢ pasmenom 1.32 momyms 1 | CooTBercTByeT
PETHCTPALIMOHHOTO JI0ChE.

IleppuyHas ynakoBKa JIEKaPCTBEHHOTO Mpenapara.
Howmep cepun : «1590526»

JlaTa ucreyeHus cpoxa roJJHOCTH: «rogen a0 042031».
Kon nucrka-BriIaasInia-uHpopMayu Jis aLUeHTa:
H-839-06-03, RU/09/24

BropuyHas ynakoBka JIEKapCTBEHHOIO MpenapaTa.

Koa nmauku: I1-839-50-03-02, RU/04/23

«Data Matrix»,

«GTIN: 04607085310855»,

«Cepus: 1590526»,

«[onen mo: 04 2031»,

«S/N:» c yKa3aHUEM WHAMBUIYaIBHOTO
CEpPUATU3ALIOHHOI0 HOMEPa Ma4KH.

Vcnosus He TpebyeT crienuanbHbIX yCIOBUN XPaHEHHUS, He Tpebyer crenuanbHbIX YCIOBHIA XpaHEHHS.
XpaHeHUs
Cpok rogHocTr | S ner 5 ner

(cpok XpaHeH¥s)

3axmouenne: Jlexapcmeennwiii npenapam YPCOCAH® ®OPTE mabnemru, NOKpbImble NIeHOYHOU

obonoukot, 500 me, Ne 50 cepuu 1590526 coomeemcmeyem mpebosanusm 6 wacmu NpOGepenHbIX
nokasameieu.

HavanpHuK oTHe1a KOHTPOJIS KAuecTBa ITerpxoBa E.H. C% 76.06.4oLe

Honocrnocme DUO IToonuce Hama
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