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$340P“Q§=-,w 142103, Poccusi, MockoBckast 0051acTs,

[Momonsck, yi1. XenesHogopoxHas, 1. 2

Ten./takc: +7(495) 419-20-64

JIMueH3us Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB AT MEAMIHMHCKOr0 NPUMEeHEeHHs!
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

IMACINOPT Ne0601/26

HaumeHoBanue npenapara Pe6arut® Ta6/eTKH, NOKPHITHIE MJICHOYHOH

Kop npenapara
Homep cepun
O6bem cepuu

o00s10uKoii, 100 mr, Ne 180
806

370326

4 970 mT. ymnakoBok

JlaTa mpou3BoacTBA 03.03.2026 r.
I'open mo 28.02.2030 r.
JaTta aHaiu3a 01.04.2026 r.
AHaaus IPOBEIEH IO CII-KO-0701-0153-06 «Pe6arnT® Ta61eTKH, OKPbIThIE NJIEHOYHO

o6os10ukoii, 100 Mr»

HJI JITI-Ne(001532)-(PT-RU)-270924 «Pe6arut® Ta6aeTKH, NOKPLIThIE
MJIeHO4YHO# 060J10uKoii, 100 MD»

Maxety nepeuyHoii ynakosku JIII-Ne(001532)-(PT'-RU) ot 27.09.2024
MakeTy BTOpHYHO# (moTpeduTeabeKoif) ynakokn JII-Ne(001532)-(PT-RU)
ot 27.09.2024

HHCTPYKIUMH 110 MeJULIMHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOr0 npenapara
JITI-Ne(001532)-(PT-RU) ot 27.09.2024

HaunmenoBanue TpeboBanust HOpMaTUBHOMN Pe3ynbTaThl HCTIBITAHUMH
ToKas3areie JOKYMEHTaluu
Onucanue Kpyrible, IBOSKOBBIMTYK/ble TabeTku, IOKpbIThIe | Kpyrible IBOSAKOBBIIYK/IbE TaGJETKH, IIOKPHITHIC
IUIGHOYHO}M 06070uKol, 6eJ0ro Mi¥ 1oyt 6enoro | mieHoYHoU 060104YKOH, HOuTH 6€noro 1BeTa
1[BETA
Wnentuduxanus BOXX. Bpems ynepXKuBaHHMsS OCHOBHOTO INHka Ha | BpemMs  ynepuBaHus  OCHOBHOrO  IMKa  Ha
XpOMaToOrpaMMe HUCHBITYeMOr0 pacTBOpa JO/DKHO | XpOMarorpamme UCIIBITYEMOTO pactBopa
COOTBETCTBOBAaTh  BPEMEHHM  YACpP)KMBAHMS  IIMKA | COOTBETCTBYET  BPEMEHHM  YACpP)KMBaHUsS  IHKa
pebaMunuaa Ha  XpOMAaTorpaMMe CTaHHApTHOro | pebamMunuua Ha XpoMarorpaMMme CTaHAapTHOTO
pacTBopa pacTBOpa
OnHOPOAHOCTH Or 231,8 mr 10 256,2 mMr 245,0
Macchl, MI (244,0 mr = 5,0 %)
18/20 Tabnerok — He 6oaee £+ 7,5 %; 20 u3 20 Tabnerox —
2/20 Tabnerok — He 6ojee + 15,0 % or—1,4 % mo +1,6%
PacrBopenue, % BOXX. He menee 70 % (Q) pebamunuzna ot 101
HOMUHAJIBHOT'O COAEP)KaHus yepe3 45 MUHYT 100
99
101
100
99
100 (cpennee)
Poncreennbie BOXX.
npumecy, %o Enunudnas npumecs - He 6onee 0,2 %; Mesnee 0,05
Cymma npumeceii - He 6osee 2,0 % Menee 0,05
OIHOPOIHOCTD Huns 10 equnun (n=10) AV<15,0 wm
Jo3upoBaHHbIx equHuL | it 30 equnul (n=30) AV<15,0 u Bce 3Ha4eHUS n=10
coJiepkaHus X; yIOBIETBOPSIIOT HEPABEHCTBY AV =26
[M- Xi[<0,01 x L2 x M
KonuuecrBenHoe B3OXX.
OIPEIENCHHE, M Ot 90,0 mr o 110,0 Mr 100,3
(90,0 % - 110,0 %) (100,3 %)

pe6aMpmpma OT HOMHUHAJIBHOT'O COACPXKAHUSA

Mukpobuonoruyeckas
YUCTOTA

Kareropus 3A.
O61miee 9Kcio aspoGHBIX MEKpoopraau3mos (TAMC) — O61mee 4ucao ad3po6HBIX Mukpoopranusmos (TAMC)

He 6onee 10 KOE/T. menee 10 KOE/T.

OO61L1ee YKCNO IPONIKEBBIX U IUIECHEBBIX IPUOOB OGLuee YKMCIIO APOKOKEBBIX U INIECHEBBIX IPHOOB
(TYMC) — He 6onee 102 KOE/r. (TYMC) menee 10 KOE/T.

Escherichia coli - orcyTetBue B 1 T Escherichia coli orcyrcTByeT B 1 I.
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HaumenoBanue
IoKasarejei

TpeGoBanus HOpMaTHBHOM
JOKYMEHTalUH

Pesynbratel ucnbITaHmit

Onucanue ynakoBKu

Ilo 10 Tabmerox B 6aucTep U3  IUICHKH
TOJIUBUHUIIXJIOPUIHOMH/ MOIMBUHHILICHXIIOPHAHOM
(IIBX/ TIBJIX) 1 anmoMuHKeBoit obru.

Ilo 18 OmucrepoB BMecTe C HHCTpyKHeH 0
NIPUMEHCHHIO B [1a4Ky KApTOHHYIO.

ITo 10 Tabnerok B GaucTEPE U3 MIEHKH
HOJIMBUHUJIXJIOPUIHOM/ MOTMBHHUIICHXIOPUIHOM
(IMBX/TIBAX) ¥ anioMUHHEBOH (OBIH.

[lo 18 OGmucrepoB BMecre C MHCTpYKLHMEH IO
HPUMEHEHHUIO B ITa4YKe KaPTOHHOM.

MapxupoBka

B coorsercTBHM ¢ TpeGOBAHMAMEI HOPMATHBHBIX
JIOKyMEHTOB

CoorsercrByeT

IlepBuyHas ynakoBKa JeKapCTBEHHOIO MPENapara.
Homep cepun : «370326»

Jlata vcTeueHus cpoxa roaHocT: «roaeH a0 022030,
Koz uHCTpyKIMH 10 MEAMUMHCKOMY IPUMEHEHHIO:
H-802(803-806)-06-03, RU/10/24

BropuuHag ynakoBka JekapcTBEHHOTO Ipemapara.
Koz nauku: I1-806-180-03-03, RU/08/22

«Data Matrix»,

«GTIN: 04650075360729»,
«Cepus: 370326,

«T"onen mo: 02 2030»,

«S/N:» c yKa3aHHEM
CEpUATM3ALMOHHOI0 HOMEpa MayKHy.

HWHAWBUAYAJIBHOTO

VcnoBus xpanenus

He Tpebyer cniennanbHbx ycnoBuii XpaHeHus.

He tpebyer cnenuanbHbIX yCIoBHit XpaHeHH s

Cpok rogHocTH
(cpok xpaHeHus)

4 rona

4 roma

3axsouenme: Jlexapcmeennviii npenapam Pebazum® mabaemxy, NOKpvimvle NIEHOYHOU 06010YKOT,
100 me, Ne 180 cepuu 370326 coomeemcmeyem mpebo6anusM 6 Yacmu NPOEEPEHHbBIX NOKA3AMEILeiL.

Havansuux OTAEJIa KOHTPOJISI KayeCcTBa

Honacrocme

I'amaronosa 1.B.

I —

G o7 AR

DdHO

Tloonuce [ama

3A0 «3u0-3dopoez;e.,.-

OKK |

Crp.2u32



