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3A0 «3u0O-310poBbe»
142103, Poccus, MockoBcKast 00J1aCTh,

IMomonsck, yiu. JXKenesHonopoxHas, A. 2
Ten./dakc: +7(495) 419-20-64

JIuueH3usi Ha NPOU3BOJCTRO JIEKAPCTBEHHBIX CPeCTR AJIS MeJUIMHCKOI0 MPUMEHEeHUSs
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanue npenapara

Koa npenapara
Homep cepuu
O6bem cepuu

Jata npou3BoJcTBa

I'open mo
Marta ananuza

AHam3 npoBeJeH 1o

IMMACIIOPT Ne 0258/26

806

020126

4 932 mT. ymnaKkoBox
28.01.2026 r.
31.12.2029 r.
12.02.2026 r.

o6oJ10uKoii, 100 Mr»

Pe6arnt® Tab1eTKH, HOKPHITbIE IUIEHOTHOH
o0oJ10uKo0ii, 100 Mr, Ne 180

CII-KO0-0701-0153-06 «Pe6arnt® Ta61eTKH, HOKPBITbIE MJIEHOUHOI

HJI JIIT-Ne(001532)-(PT-RU)-270924 «Pe6arut® TabaerKku, HOKpbIThIE

TIeHOYHO# 060/10uK0ii, 100 MD»

Pazneay 1.3.2 moayas 1 JIII-Ne(001532)-(PI'-RU) ot 27.09.2024

18/20 Tabnerox — He 6onee + 7,5 %o,
2/20 Tabnerok — He Gouee + 15,0 %

HanmenoBanue TpebGoBaHus HOPMATUBHOM Pe3ynpTaTel HCIIBITAHHMH
noKasareJiet JOKYMEHTal!
Onucanue Kpyrnble, ABOSKOBBIIYKIBIE TaONeTKH, MNOKPhIThIe | Kpyribie ABOSKOBBITYKIBIE TaONETKH, HOKPHITHIE
IUIEHOYHOM 000/I04KOi, Oenoro miaM moyru OeIoro | miaeHouyHo# 060I0uKOoi, mouTH 6e0ro LBeTa
1BeTa
Hnentuduxarms BOXX. Bpems ynepxuBaHMsS OCHOBHOTO NHKa Ha | Bpems  yAepXuBaHHMS  OCHOBHOIO IMKa  Ha
XpOMaTOrpaMMe HUCIIBITYEMOr0  pacTBOpa JOJDKHO | XpoMaTorpamme UCTIBLITYEMOTO pacTBopa
COOTBETCTBOBaTh  BPEMEHH  YACPXKUBAHMS  IHKA | COOTBETCTBYET  BPEMEHHM  YIEPXKHBaHHMS  IHKa
pebamunuia Ha  XpoMaTorpaMMe CTaHIApPTHOro | pedaMumuga Ha XpOMaTorpaMMe CTaHAapTHOTO
pacTBopa pacTBopa
OnxHOPOAHOCTH Or 231,8 Mr 10 256,2 Mr 243,3
MaccChl, MI' (244,0 mr £ 5,0 %)

20 u3 20 Tabnerox —
or—1,3 %m0 +2,3%

pebaMuIIa OT HOMHUHAIIBHOTO COAEPIKAHHUS

Pacrsopenue, % B3XX. He menee 70 % (Q) pebamununa ot 99
HOMHHAJIBHOTO COAEpxkaHUs uepe3 45 MUHYT 98
98
99
98
98
98 (cpennee)
PozcraeHHbIe BOXX.
npumecH, % Enununynas npumecs - He 6oinee 0,2 %; menee 0,05
CyMma npumeceii - He 6onee 2,0 % menee 0,05
OnHOPOIHOCTE Jns 10 equaui (n=10) AV<15,0 uiu
n03upoBaHHbIX eavHuL | A 30 exunnn (n=30) AV<15,0 u Bce 3HaUeHUS n=10
COozlepyKaHus Xi yAOBIETBOPSIOT HEPABEHCTBY AV =36
[M- Xi<0,01 x L2 x M
KomuecrenHoe B3OXX.
OIIPEIENICHIE, MI Ot 90,0 Mr 0 110,0 Mmr 97,5
(90,0 % - 110,0 %) (97,5 %)

Muxpobuonorayeckas
YUCTOTA

Kareropus 3A.

O6ee yucno a3poGHbIX MUkpoopranusMos (TAMC) —
He 6onee 10° KOE/T.

OG61wiee 9HCI0 APONOGKEBBIX U IIECHEBBIX IPUGOB
(TYMC) — ue 6onee 102 KOE/T.

Escherichia coli - orcyrcteue B 1 ¢

O6ee yncio adpodHbIx Mukpoopranuzmos (TAMC)
MmeHee 10 KOE/T.

OO61ee YUCIOo JPOXKIKEBBIX U IUIECHEBBIX TPUGOB
(TYMC) menee 10 KOE/T.

Escherichia coli otcyrctByer B 1 .

Onucanne ynakoBKH

Ilo 10 rabmerox B Oioucrep M3  IVICHKH
TNIOJIMBUHUIIXIOPUAHOM/ MOJIMBUHUIICHXIIOPUIHOM
(IIBX/ IIBAX) ¥ alOMAHUEBOM (OJIBTH.

Ilo 18 OGaucrepoB BMecTe ¢ HMHCTpYyKUMEH IO
TIPUMEHEHHIO B TTa4YKy KaPTOHHYIO.

ITo 10 TabneTok B 6nUCTEPE U3 TICHKA
TIOJIMBUHUIIXJIOPUAHON/ NOMBUHIIACHXIOPHIHON
(TIBX/TIBAX) ¥ aJrOMHHHEBOM GOJIBIH.

ITo 18 O6aucrepoB BMecTe ¢ MHCTPYKUMEH IO
npumeHenmio (RU/10/24) B mauke KapTOHHOM.
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- TOproBo€ HAWMEHOBaHWE IIpenapara c
TpeayIpEeIUTeIbHOM MapKUPOBKOH ®,

- IO3UPOBKY,

- HaMMCHOBAaHHE JCHCTBYIOIIETO BEILECTBA U
€ro COepIKaHuUE,

- JIEKapCTBEHHYI0 (opMy M KOJIMYECTBO
Tabnerok B 6iucrepe,

- HaUMEHOBaHHE
per. yIOCTOBEpEHH,

- JIOTOTHMI BNAJeibla PEer. YJOCTOBEPEHUS
(Ha aHrIMHACKOM S3BIKE),

- HOMEp Ccepuy,

= CPOK F'OZHOCTH.

BJIaACbLA

Ha xapmonHoii nauke yKa3bIBalOT:

- TOProBO€ HAUMEHOBaHWE IIpenapara c
npeLynpeauTensHOH MapkUpoBKOH ®,

- MHH,

- I03UPOBKY,

- HaUMEHOBAaHUE NEUCTBYIOILETO BELIECTBA U
€ro coliepXkaHue B OXHO TabneTke,

- JIEKapCTBEHHYI0 (OpMy ¥ KOJIHMYECTBO
TaOJIETOK B ITAYKeE,

- «Bcnomozamenvhuie 6ewecmea: MaHHUTOIN

U JOp., YKa3aHHble B MHCTPYKUMH IO
TIPUMEHEHHION,
- mpemynpenutensHeie  Hammucw:  «He

IPUMEHATH 110 UCTEYEHUH CPOKa OJHOCTH!»,
«XpaHuTh B HEAOCTYITHOM JUIAl IETeH MecTe!»,
- crioco6 MPUMEHEHWS,
- YCIIOBHUS OTIIYCKa,

- YCIIOBUS XPaHEHHUS,

- HalMEHOBaHHUE
yIOCTOBEPEHHU,

- aZipec BIIJIENbIIa Per. YIOCTOBEPEHMUS,

- HaUMEHOBaHHUE IIPOU3BOAUTEIIS,

- aJipec MPOU3BOJUTENS,

- JIOTOTHII BNIaJIETIbIIa PEr. YI0CTOBEpeHuUs (Ha
aHTJIMICKOM S3BIKE),

- HOMED peT. YAOCTOBEPEHMS,

- HOMEp CepuH (IaTa NPOU3BOJCTBA BKIIOYEHA
B HOMED CEpUN),

- CPOK FOZHOCTH,

- vH(OpManus Ui MOHMTOPHHIA JBIKCHUS
JIEKapCTBEHHOTO npernapara oT
IIPOM3BOAMUTES IO KOHEYHOTO NOTPEOUTEN,
- IITPUX-KOJ,

- Koz (1) TUNIOrpadun, hapmako(sr).

BJIaAcCiibLia per.

HaumenoBanue TpebGoBaHUs HOPMATHBHOMN Pe3ynbpTaThl HCIIBITAHUIHA
nokasareseit JOKYMEHTaLUU
MapxkupoBka Ha 6nucmepe Ha pycckoM si3blke ykaspiBatoT: | Ha Gimcrepe Ha pyCCKOM S3BIKE yKa3aHO:

- TOProBOE HAMMEHOBaHHE NpenapaTa ¢ NpexynpeauTeIbHOM
mapxuposkoit ® «PEBATHT®,

- no3upoBka «100 mr»,

- HAUMEHOBaHHUE JICHCTBYIOIIETO BEILECTBA U €r0 COAEPIKAHUE
«100 mMr pebamunuaay,

- IeKapCcTBeHHas (opMa ¥ KOIMYECTBO TabIeTOK B OucTepe
«10 Ta6J1eTOK, MOKPBITHIX MJIEHOYHOH 000104KOMH,

- HalMEHOBaHHE BIIAAENBLA PErUCTPALOHHOTO
ynocroBeperus «ITPO.MEJLIIC ITpara a.o.»,

- JIOTOTHIT BJaJeNblia PErMCTPALIOHHOTO YI0CTOBEpEHUs (Ha
AHTTUHCKOM S3BIKE),

- HoMep cepu «020126»,

- cpok roaHoctd «TOAEH 4O 122029».

Ha xapToHHO! nayke yka3aHo:

- TOProBO€ HAaMMEHOBAHHUE Ipenapara ¢ NpeAyNpeAUTEIbLHOR
Mapkuposkoii ® «PEBATHT®»,

- MHH «pe6amununy,

- no3upoBka «100 mry,

- HAMMEHOBAHWKE JAEHCTBYIOMIETO BEUIECTBA U €0 COAEPIKaHHe
B oxHoit Tabnerke «1 TabneTka, MOKPBITAsi MJIEHOYHOMH
o6GoJiouKoii, comepxut 100 Mr pebamununar,

- JekapcTBeHHas (opMa M KOJIMYECTBO TabIETOK B IAvkKe
«180 Tabs1eTOK, MOKPLITLIX NJIEHOYHOH 000/104K 01,

- «Bcnomozamenwvnble Gewjecmea: MAHHHMTON M Ap.,
yKa3aHHbIE B HHCTPYKIHH N0 PHMEHEHHIO,

- npepynpexutensHele Hamnucu: «He npumeHsiTe Mo
HCTEYEHHUHU CPOKA rOAHOCTH!», «XPaHUTh B HEJOCTYMHOM
IJis aereii mecre!»,

- cioco6 npumeHeHus «Jljist npHeMa BHYTPb!»,

- ycnoBus oTIycka «OTmycKaeTcsi o peuenry.y,

- yenoBus xpaneHus «He Tpe0Gyer cnenuanbHbIX ycaoBHi
XpaHeHHS.»,

- HaUMEHOBaHHE BIIQJIETIbIIA PErUCTPALIOHHOTO
ynocrosepenus «[IPO.MEJLIIC Ilpara a.o.»,

- ajpec Biajeiblia PETHCTPALUOHHOTO YXOCTOBEPEHUS
«Temucka 377/1, MuxJe, 140 00 IIpara 4, Yemckas
Pecnybmukay,

- HauMeHoBaHue npousBoautens «3A0 «3u0-3a0poBbey,

- anpec mpomsBogutrens «Poccus, 142103, MockoBckas
obsactb, r. [logoabck, ya. XKenesnomopoxHnas, a. 2,

- JIOTOTHII BJIafieNiblia PErHCTPALHOHHOTO YIOCTOBEPEHHUS (Ha
AHIVIUACKOM S3BIKE),

- HOMEp PErUCTPALIOHHOTO yIOCTOBEPEHHUS
«JITI-Ne(001532)-(PT-RU)»,

- Homep cepuu «Cepust: 020126»,

- cpok roxHoctH «I'onen mo: 12 2029y,

- HHopMarIMs A1 MOHUTOPHHTA JBIXKEHHUS JIEKAPCTBEHHOTO
npernapara OT IPOM3BOAMUTENS IO KOHEUHOTO MOTpeOUTES:
«Data Matrix»;

«GTIN: 04650075360729»

«S/N:» ¢ yKa3aHUEM MHIUBUAYAIBHOIO CEPUAIM3ALOHHOTO
HOMepa HavKHy,

- WITpUX-KOoA «4650075360729,

- xomel Tunorpapuu «II-806-180-03-03,
(apmakosl.

«RU/08/22»,

YcoBus XpaHeHMs

He TpeGyeT cienuanbHbIX yClIOBHIA XpaHEHHs.

He Tpebyer crienualibHbIX YCI0BHM XpaHeHus.

Cpox rogHocTH
(cpox xpaHeH¥s)

4 rona

4 rona

3axmoaenne: Jlexapcmeennwiii npenapam Pebazum® mabnemku, noxpeimvie nieHouH0i 060104KOT,
100 me, Ne 180 cepuu 020126 coomeemcmeyem mpebosanusm 8 4acmu NpOBePEeHHbIX NOKA3amenell.

Havanbnuk OTHC)Ia KOHTPOJIS KayeCcTBa
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