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142103, Poccus, MockoBckasi 00J1acTh,

ITononsck, yn. XenesHopopoxHas, 1. 2
Ten./axc: +7(495) 419-20-64

JIMueH3usi Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB Uil MEIULIMHCKOTO NPUMEHEHUST
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumeHnoBaHue npemnapara

Koa npenapara
Homep cepun
Oo6bem cepun

JaTta npousBoacTea
I'onen mo

daTa ananusa

AHann3 NpoBe/IeH Mo

IMACIIOPT Ne0673/26

obomoukoii, SO0 mr, Ne 50
839

940326

7 919 mT. ymakoBok
25.03.2026 r.

28.02.2031 r.

09.04.2026 r.

o60J10uKoii, 500 M»

YPCOCAH® ®@OPTE 1a61eTKH, NOKPHITHIE IIEHOYHON

CII-KO-0701-0158-05 «YPCOCAH® @OPTE tabeTku, NOKPbIThIE NJIEHO4HOI

HJX JITT-Ne(003655)-(PT'-RU)-280824 « YPCOCAH® @OPTE TabaerkH,
MOKPBITHIE MVIEHOYHOH 000104K0#i, S00 M

Makety nepBuuHoii ynakoBku JIIT-Ne(003655)-(PI'-RU) ot 28.08.2024
MaxeTty BTOpH4HOIi (I0TpeduTEIbCKOI) ynakoBku JITI-Ne(003655)-(PT-RU)

TMOsIBUTBCA XKEJITO-0PaHXKEBOE OKpallIMBaHUE.

ot 28.08.2024
JineTky-Braaaeimy — uHGpopmauuu aast nanuenta JIII-Ne(003655)-(PT-RU)
ot 28.08.2024
HaunmeHoBaHue TpeGoBaHus HOpMaTHUBHOM PesynbTatel ucnbITaHUM
ToKasareJyien JIOKYMEHTal!

Onucanune TaGnerky, MOKphITHIE MIEHOYHOM 060104K0#, Genoro | Tabnerkw, MOKPBITHIE IIJICHOYHOM 000JI0YKOMH, TOYTH
WM ToYTH Genoro uBeTa, JBOSKOBBIIYKIbIC, | GENOro LBETa, ABOSKOBBIIYKIBIE, MPONOJIrOBATO
nponoNroBatod (opmel, ¢ Haceukod ¢ OHOM | (OPMBI, C HACEUKOM ¢ OXHON CTOPOHBI M TNIYGOKOM
CTOPOHBI U ITy60KO# paszensronieit piuckoii ¢ Apyrol | pasuensomei puckoii ¢ Apyroi cTopoHsl. Ha uznome
croponsl. Ha usmome Genoro wim moutd 6enoro | mourtu 6e1oro upera.

LIBETA.

Wnenruduxanus BOXX. Bpems ymepxuBaHMs OCHOBHOTO MHMKAa Ha | BpeMss  yIep)KHBAaHHS  OCHOBHOrO TMKa  Ha

- YPCOE30KCHXOJIeBas XpOMATOrpaMMe HCIBITYEMOTO pacTBOpa MOJKHO | XpOMarorpamme MCIIBITYEMOT0 pacTBopa

KHUCIOTa COOTBETCTBOBATE BPEMEHH YIEPKMBAHHUS OCHOBHOTO | COOTBETCTBYET BPEMCHH YACPXKMBAHMS OCHOBHOI'O
TIHKa Ha XpPOMATOrpaMMe CTaHIAPTHOrO PacTBOpa A | MMKA HA XPOMAaTOrpaMME CTAHZAPTHOTO PacTBopa A.
(cm. pasnen «KoaH4eCTBEHHOE ONpeneeHHe ).

- TUTaHa JHOKCUI Kauecrsennas peaxkums ¢ Bonmopoma nepokcuna | ITosBiseTcs — KeNTO-OPAHKEBOE  OKpALIMBAHUE
PacTBOPOM  KOHLCHTPMPOBaHHBIM  P:  momxHO | pacTBOpa.

OJHOPOIHOCTH MAcChl
JIO3UPOBAHHOM
€IMHULBI, MT

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

18/20 Tabun. - He Gouee = 5 %
2/20 Tabun. - He Gosee = 10 %

695,1

oT—22% no +2,2%

6onee 1,0 %

PactBopenue, % BOXX. He meHee 80 % (Q) ypcone3okcHX0NeBoi 96
KHCJIOTBI OT HOMUHAJILHOTO COAEpXkKaHUs yepes 45 97
MHHYT 96
96
96
97
96 (cpexnnee)
Poncreennsie TCX.
npumecy, %o ITpumech A (XEHOAE30KCUXO0JIeBAst KUCIIOTA) - HE Menee 1,0
6onee 1,0 % M
IMpumecs C (uroxonesas kucnoTa) - e 6onee 0,1 % enee 0,1
JIz06as enuHuYHas HEUICHTU(UUMPOBAHHAS IPHMECH
- He 6oee 0,2 % Meree 0,2
CymMMa HeMIEHTH(UUMPOBAHHEIX IPUMECEH - He Metee 1,0
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HaumeHoBanue TpebGoBaHus HOPMATHBHOM PesynbTaTsl uCnbITaHUA
noKasaTeJieit JOKyMEHTaLHH
OnHopoxHOCT s 10 nosuposanusix equnui (n=10) AV < 15,0
JIO3UPOBAHHBIX umy 1u1s 30 mosupoBanHbIx enuHul (n=30) AV < n=10
CIMHHML 15,0 v HY OZMH pE3yNBTAT EAUHUYHOIO AV =29
onpeneneHus He MeHpiue (1-L2x0,01)xM nna ve ’
6onpure (1+L.2x0,01)xM
KomuuecreHHoe BOXX. Ot 475,0 mr 0 525,0 Mr 500.3
ONpPEIENCHUE, MI (o1 95,0 % o 105,0 % ypcone3okcuxoseBoi (100 1’ %)
KHUCIIOTBI OT HOMUHAJIBHOTO COJCPIKAHHS) ’
Mukpobuonoruyec| Kareropus 3A. O61ee urco adpo6HbIX Mukpoopranusmos (TAMC)
Kas YMUCTOTa Ob61uee 4Kucno a3poOHBIX MUKPOOPTaHH3MOE Mmenee 10 KOEs I 1.
(TAMC) — e 6onee 10° KOEB 113 O611ee YUCI0 IPOMOKEBBIX U MIeCHEBBIX rprboB (TYMC)
O6u1ee YKMCI0 APOMOKEBBIX U INIECHEBBIX IPUGOB menee 10 KOEB 1.
(TYMC) — ue 60nee 102 KOE B 1 13 Escherichia coli - otcyrcrBue B 1 T.
Escherichia coli - orcyrcTue B 1 1.
Onucanue Ilepeuunas ynaxoexa: no 10 Tabnerok B ynakoske | Ilepeuunasn ynaxoexa: 1o 10 Tabnerok B yINaKkoBKe
YNaKOBKH a4eiikoBoii koHTypHolt u3 [IBX/TIBAX mieHku u | sueiikoBoit koHTypHo# u3 IIBX/TIBAX mnaeHkn wu
AIFOMHHUEBOH (ONBTH. ATIOMHHHEBOH (OINIBry.
Bmopuunas ynaxosexa: 5 ynaKoBOK SYEUKOBEIX | Bmopuunas ynakogka: 5 ynakoBOK SUEHKOBBIX KOHTYPHBIX
KOHTYPHBIX BMECTE C JIACTKOM-BKJIAZBILIEM B N1a4YKe | BMECTE C JIMCTKOM-BKJIAJBIIIEM B TAYKe KAPTOHHOM.
KapTOHHOH.
MapxupoBka B cootserctBuM ¢ TpeGoBaHMAMH HOpMaTHBHBIX | COOTBETCTBYET
JIOKyMEHTOB
IlepBUyHas ynaKoBKa JeKapCTBEHHOT'O MPenapaTa.
Howmep cepuu : «940326»
Jlata ucreueHus cpoka roqHoCTH: «roaeH Ko 022031».
Kon nucrka-Brianplia-uHGOpMalyy JUIs MalUeHTa:
H-839-06-03, RU/09/24
BropuyHas yrakoBKa JICKApCTBEHHOT'O NIpenapara.
Koz nmauxu: I1-839-50-03-02, RU/04/23
«Data Matrix»,
«GTIN: 04607085310855»,
«Cepus: 940326»,
«onen no: 02 2031»,
«S/N:» c YKa3aHHEM HMHIUBUAYAJIEHOTO
CEepUaIM3aLHOHHOTO HOMEpPA MayKH.
VYcnoBus He Tpebyer cnennaabHbIX YCIOBUI XpaHEeHHS. He TpebyeT crnenuanbsHbIX YCIOBUM XpaHEHHS.
XpaHEHUs.
Cpok rogHocTH | 5 ner 5 ner
(cpox xpaHeHus)

3axmouenue: Jlexapcmeennwiii npenapam YPCOCAH® ®OPTE mabnemku, nokpimuie nieHOuHOl
obonouxor, 500 me, Ne 50 cepuu 940326 coomeemcmeyem mpebo6anusm 6 4acmu NPOGePeHHbIX

nokazamenei.

Havansuuxk OTACJIa KOHTPOJISL KaueCTBa

I'amaronosa 1.B.
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