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®-0000000555-05
3A0 «3u0-3x0poBbe»
142103, Poccusi, MockoBcKast 001acTh,

TMomosnsck, yi1. XKenesHogopoXKHasL, 1. 2
Ten./daxc: +7(495) 419-20-64

JInueH3usi Ha MPOU3BOACTBO JIEKAPCTBEHHDIX CPEACTB A/ MEAHUHHCKOr0 PUMEHEeHUsI
Ne J1012-00102-77/00010736 ot 24.09.2025 1.

HanmeHoBaHue nmpemapara

Koa npemapara
Homep cepuu
Oo6bem cepun

JaTta npou3BoacTBa
I'open no

HMaTa ananusa
AHam3 npoBe/eH Mo

IMMACIHOPT Ne1532/26

Pe6arut® Ta6/eTKH, IOKPBIThIE IEHOYHO

000J10uKoii, 100 mr, Ne 90

803

1100726

9 849 mT. ynakoBok

21.07.2026 .

30.06.2030 r.

19.08.2026 r.

CII-KO-0701-0153-06 «Pe6arut® Tab/1eTKH, MOKPBITHIE IEHOYHOM
o6oJioukoii, 100 Mmr»

HJI JITI-Ne(001532)-(PI'-RU)-270924 «Pe6arut® Tad/ieTKu, NOKPbITHIE
MJIEHOYHO# 060/10uK0ii, 100 Mr», pa3aeny 1.3.2 moayJisi 1 perucTpauuoHHOro
Aochbe

Makety nepBu4Hoii ynakoku JIII-Ne(001532)-(PI'-RU) ot 27.09.2024

MaxkeTty BTOPUYHOIi (MoTpeduTesbekoii) ynakoskn JIII-Ne(001532)-(PT'-RU)
ot 27.09.2024

I/IHCTp)’KUHH o MEAULUUHCKOMY NPUMEHEHH IO JIEKAPCTBEHHOI'O npenapara
JIT-Ne(001532)-(PT-RU) ot 27.09.2024

HaunmeHoBaHue TpebOoBaHMA HOpMaTUBHOMH Pe3ynbraThl HCIIBITAHUMN
ToKas3aTeJsen JOKYMEHTaLHU
OnucaHue Kpyrisle, JIBOSKOBBIINYKIIBIE TaOMETKH, TOKPHIThIe | Kpyrible IBOSKOBBITYKIIBIE TAaOMETKH, IOKPHITHIE
[IJIEHOYHOM 000JI0UKOM, O€I0ro MM IOYTH OeJIoro | IICHOYHOM 000JI0YKOM, TOYTH OEIoro IBeTa
1BETA
Wnenruduxanms BOXX. Bpems ynepxuBaHMS OCHOBHOTO INHMKa Ha | Bpems  yJepXuBaHMS  OCHOBHOIO  IIMKa  Ha
XpOMarorpaMMe HCIBITYEMOI'O pacTBopa JO/DKHO | XpoMaTorpamme HCIIBITYEMOTO pacTBopa
COOTBETCTBOBAaTh  BPEMEHHM  YICP)KHUBAHMS  [MKA | COOTBETCTBYET  BPEMEHH  yICP)KHBAaHHUSA  ITHKA
pebamunuaa Ha  XpoMarorpaMMe — CTaHAApTHOro | pebaMumuga Ha XpoMaTrorpaMMe CTaHAApTHOTO
pacTBopa pacTBopa
OnHOPOAHOCTE Or 231,8 Mr 10 256,2 Mr 245,0
MaccChl, M (244,0 Mr £ 5,0 %)
18/20 Tabnerok — He 6osee = 7,5 %; 20 u3 20 TabneTok —
2/20 Tabnetok — He Gosee £+ 15,0 % or—1,4% no +1,7%
PactBopenue, % B3OXX. He menee 70 % (Q) pebamunua ot 100
HOMMHAJIEHOTO COfiepxkaHus yepe3 45 MUHYT 101
99
101
101
99
100 (cpennee)
Poncreennbie BDXX.
npumec, % Envununas npumecs - e 6oinee 0,2 %; Menee 0,05
Cymma npumeceii - He 6onee 2,0 % Memnee 0,05
OIHOPOIHOCTE s 10 equnnn (n=10) AV<15,0 unu
Jo3upoBaHHbIX enuHuL | Uit 30 equnun (n=30) AV<15,0 u Bce 3HaucHHS n=10
coJepKaHus Xi yOBIETBOPSIIOT HEPABEHCTBY AV =18
M- Xi<0,01 x L2 xM
KomuecrBennoe BOXX.
OIMpeaeNICHUE, MI' Ot 90,0 mr g0 110,0 Mr 100,2
(90,0 % - 110,0 %) (100,2 %)
pebaMuIiaa OT HOMHHATIBHOTO COACPIKAHUSI

Crp. 1 m3 2
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HaumenoBanue TpebGoBaHusA HOPMATUBHOM PesynbraThl HCTIBITAHUIN
MoKasaTeJei HJOKYMCHTALMH

MukpoOuooruuecKas Kareropus 3A.

YHCTOTA O61ee Inci10 apOGHBIX MUKPOoprani3Mos (TAMC) — O6ee uncio adpobHsIx MukpoopranuzmMoB (TAMC)
He boee 103 KOE/r. menee 10 KOE/T,
OBl1iee YHCTO APOATKEBBIX 1 TIECHEBEIX FPHOOB Ob1ee Yrcno IPOROKEBBIX U IIECHEBBIX TPHO0B
(TYMC) - ne Gonee 102 KOE/r. ATYMG) menge 10 KOE/R
Escherichia coli - otcytctBue B 1 ¢ Escherichia coli orcyrctByer B 1 T

OnucaHue ynakoBKH I[Ilo 10 Tabmerok B Omucrep u3 1ieHku | [To 10 TabneTok B O6aKUCTEpPE U3 TUICHKU
TOJIMBUHIIXIOPUIHOM/ MOJIMBUHUIJICHXIOPUHON | MOJUBUHUIXJIOPUHON/ ONTUBUHUIIICHXIOPUIHON
(TIBX/ TIBJIX) u anmoMuHUEBON (OJIBTH. (IIBX/TIBJX) u amomMuHHeBO#H (onbr.
Ilo 9 OnucrepoB BMecTe ¢ uHCTpykumedr 1o | ITo 9 OaucTepoB BMecTe € UHCTPYKLMEH MO
IPUMCHEHHIO B [TAYKY KAPTOHHYIO. HPUMEHEHHUIO B TAYKE KAPTOHHOM.

Mapxupoka B cootBercTBuu ¢ paznenom 1.3.2 momyns 1 CooTBeTCTBYET

PCruCTPpaiMOHHOI0 A0CHE.

[lepBuyHAas yHakoBKa JICKAPCTBEHHOTO Mpenapara.
Homep cepun: «1100726»

Jlata wuCTeYeHHs CpOKa TOAHOCTH: «rOHeH [0
062030».

Kon MHCTpYKIIMK 10 MEIULIMHCKOMY MIPUMEHEHHIO:
1-802(803-806)-06-03, RU/10/24

BropuuHas ynakoBka JeKapCTBEHHOIO IIpenapaTa.
Konx mauxu: I1-803-90-03-02, RU/08/22

«Data Matrix»,

«GTIN: 04650075360712»,

«Cepus: 1100726»,

«Tomen mo: 06 2030,

«S/N:» c yKa3aHUEM UHIUBHUAYAJIBHOTO
CEpUAIM3ALIMOHHOI0 HOMEpA IMaYKH.

VYcnous xpanenust | He tpeGyer crienmanbHbIX ycnoBuit XpaHeHus. He TpeOyer crenuanbHbIX yCIOBHNA XpaHEHHS.

Cpoxk rogHocTu 4 rona 4 rona

(cpok xpaHeHus1)

3akmouenue: Jexapcmeennviii npenapam Pebacum® mabnemxu, noxpvimvle nienounoii 060104kl
100 me, Ne 90 cepuu 1100726 coomeemcmeyem mpeb0o8anHusim 6 Hacmu NPOBePeHHbIX noKasamenel.

HayanbpHuK OT/AeIa KOHTPOJIS Ka4eCTBa 3enenckas. A.A. %
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