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3A0 «3u0O-350poBbe»
142103, Poccust, MockoBckas 00J1acTh,

Iononsck, yu. XKenesHogopoxHasd, 1. 2
Ten./dakc: +7(495) 419-20-64

Jlnuensusi Ha NIPOM3BOICTBO JEKAPCTBEHHBIX CPEACTB ISt MEAMLMHCKOTO NPUMEHEHUS
Ne J1012-00102-77/00010736 oT 24.09.2025 r.

HaumenoBanue nmpemnapara

Kog npenapara
Homep cepun
O6bem cepun

Jarta npousBoacTBa

T'ogen mo
daTa anaamnza

AHa/IM3 NPOBeEH 0

IIACIIOPT Ne0326/26

Pe6aruT® TabaeTKH, IOKPHITHIE IJICHOIHOM

o6ostouxoii, 100 mr, Ne 90

803

120126

9 882 mT. ymakoBok
30.01.2026 r.
31.12.2029 r.
24.02.2026 r.

oboJioukoii, 100 Mr»

CII-KO-0701-0153-06 «Pe6arut® Ta61eTKH, NOKPLIThIE MJEHOYHO

HJI JITI-Ne(001532)-(PT-RU)-270924 «Pe6arut® Ta6aeTKH, NOKPbIThbIE
nJIeHOYHO# 060109Ko0ii, 100 MIr»
Pazneay 1.3.2 moayas 1 JITI-Ne(001532)-(PI'-RU) ot 27.09.2024

18/20 tabnerok — He Gojee £ 7,5 %;
2/20 Tabnerok — e Gonee = 15,0 %

HaumenoBanve TpeGoBaHHUA HOPMATUBHOM Pe3ynbTaThl MCHbITAHMIMA
noKasarejei JOKYMEHTaluu

Onucanue Kpyrisie, zBosKxoBbImyKiIbIe TabNETKH, MOKpbIThIe | Kpyrible — ABOSKOBBIMYKIBIE —TabNeTKH, MOKPBITHIE
IUICHOYHOM 060/10uK0H, 6enoro uiM moutu 6enoro | IIEHOYHOM 060J0YKOH, MOUTH GEIoro BETa
1IBC€Ta

Hnentuduxanys BOXX. Bpems ynepKuBaHHUs OCHOBHOTO NHK2 Ha | Bpems yIEpKUBAHUS OCHOBHOT'O MUKa Ha
XpOMarorpaMMe HCHBITYEMOr0 pacTBOpa JOJ/KHO | XPOMATOrpaMMeE UCHBITYEMOrO pacTBOpa COOTBETCTBYET
COOTBETCTBOBaTh BPEMCHH YICPKMBAHMA IIMKA | BDEMEHUM  yIEPKMBaHMA INHKa pebamumuma Ha
pefaMununa Ha XpoOMarorpaMMe CTaHAAPTHOTO | XPOMATOrpamMMe CTaHHapTHOTO PacTBOpPA
pacTBopa

OnxHOPOAHOCTE Ot 231,8 Mr 10 256,2 M 244,7

MaccCel, M (244,0 Mr + 5,0 %)

20 u3 20 Tabnerox —
or—1,5% 10 +1,3%

peﬁammw:la OT HOMHUHAJIBHOI'O COAEpXKaHUs

PacrBopenue, % BOXX. He menee 70 % (Q) pebamununa ot 101
HOMHHAJIBHOTO COAEPXKAHUS Yepe3 45 MUHYT 100
99
100
100
101
100 (cpennee)
PoxcrBeHHsie BOXX.
npumecH, % Enunnynas npumecs - ue 6oinee 0,2 %; Mesnee 0,05
CymMa npumeceii - He Gonee 2,0 %
Meuee 0,05
OnxoponHocTh Jna 10 equann (n=10) AV<15,0 unu
J03MpoBaHHBIX exvumL | As 30 equHun (n=30) AV<15,0 u Bce 3HaueHMs n=10
colepxaHus X; yI0BIETBOPSAIOT HEPABEHCTBY AV =22
[M- Xi|<0,01 x L2 x M
Kommecrsennoe B2XX.
OTpeneNieHre, M Ot 90,0 Mr mo 110,0 Mr 98,8
(90,0 % - 110,0 %) (98.8 %)

Mukpobuosnoruyeckas
4UCTOTA

Kareropus 3A.

OGiee yuco a9pOGHBIX MUKPOOPTaHU3MOB
(TAMC) — He Gonee 10 KOE/r.

O61ee 4ncno NPOXOKEBEIX 1 IUIECHEBBIX IPHGOB
(TYMC) — ue Gonee 102 KOE/T.

Escherichia coli - orcyrcrue B 1 r

O61wee yucno a3po6HbIX MHUKpoopranusmos (TAMC)
Mmenee 10 KOE/Tr.

OGuiee YKCI0 APONKIKEBBIX U INIECHEBBIX IPUOOB
(TYMC) menee 10 KOE/r.

Escherichia coli otcyrctByer B 1 T

OnucaHue yrakoBKu

Ilo 10 Tabnerox B GmucTep W3 IUICHKH
TIOJTMBUHUIIXJIOPUIHOH/  [OJTMBUHHIIECHXJIOPHIHOM
(IBX/ INBX) 1 afOMAHKEBOM (ONBIH.

Ilo 9 OnucrepoB BMecTe ¢ WHCTpykuMel IO
TPUMEHCHHIO B MAYKy KAPTOHHYIO.

ITo 10 Tabnerok B GaucTepe U3 MICHKH
TIOJIMBUHUIIXJIOPMAHOM/ TOTMBHHUIACHXJIOPUIHOMN
(IBX/TIBX) u antoMuHueBo# (Gonsry.

ITo 9 6ircTEpOB BMECTE C HHCTPYKLKEH 110 IPUMEHEHHIO
(RU/10/24) B nnauke KapTOHHOMA.
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- TOProBO¢ HAaWMMEHOBAaHHE Mpemapara C
TIPeRYIPEAUTENBHOR MapKUPOBKOH ®,

- I03UPOBKY,

- HaMMEHOBaHME JEHCTBYIOIErO BEIECTBA U
€ro COZepKaHue,

- JIEKapCTBEHHYI0 (OpMy H KOJIMYECTBO
Tabnerok B 6aucrepe,

- HaVIMEHOBaHUE
PET. yIOCTOBEpEHHS,

- JIOTOTHII BIaJENblia PETr. YIOCTOBEPEHHUS
(Ha aHTIMHCKOM A3BIKE),

- HOMEp cepuy,

- CPOK F'OZHOCTH.

BJIaACIbLA

Ha xapmounnoti nauke yKkasbIBaroT:

- TOProBo€ HaMMEHOBAHME Mperapara ¢
NIPEYNPEAUTEILHONR MapKUPOBKO# ®,

- MHH,

- IO3HPOBKY,

- HaUMCHOBAHHUE AEHCTBYIOIIETO BELIECTBA U
€ro coZiepkaHue B OXHOM TableTke,

- JICKapCTBEHHYI0 (OpMy H KOJIMYECTBO
TabNETOK B MayKe,

- «BcnomozamenvHuvie eewjecmea: MaHHUTOI

U Jp., YKa3’aHHbIE B HMHCTPYKUMH IO
TPUMEHEHHION,
- TOpexynpeauTenbHble  Hanmucu:  «He

MIPUMEHATH I10 HCTEYEHHH CPOKa FOJHOCTH!»,
«XpaHWTh B HEAOCTYIIHOM s IeTel MecTe!»,
- Croco6 MpUMEHEHH s,
- yCIIOBHS OTITYCKa,

- YCIIOBHSL XpaHEeHHS,

- HaWMEHOBaHUE
YAOCTOBEpEHUH,

- aJIpec BIIaJIeNbLA PET. yAOCTOBEPEHHSI,

- HAUMEHOBaHKE NIPOM3BOIUTES,

- aipec NPOU3BOAUTENS,

- JIOTOTHIT BJIaJIENIbLa PET. YAOCTOBEpEH s (Ha
AHITIMHACKOM SI3BIKE),

- HOMED per. yAOCTOBEPEHHUS,

- HOMep cepuM (IaTa IPOU3BOJICTBA BKIIOYEHA
B HOMED CEepuH),

- CPOK T'OJTHOCTH,

- MH(GOPMALKSA IS MOHUTOPHMHTA JIBXKEHHUS
JIEKapCTBEHHOT'O npernapara oT
NIPOM3BOAUTEIIS 10 KOHEYHOTO IIOTPEBUTENS,
- IITPUX-KOJ,

- KoA(b1) THIOrpaduy, hapmaxon(sr).

BJIagciba per.

HanmeHoBaHue Tpe6GoBaHUs HOpMAaTUBHOM Pe3ynbraTsl UCTIBITAHUIMA
IoKaszaTeJie JOKYMEHTALUU
MapkupoBka Ha 6rucmepe Ha pycckoM si3blke ykaspiaioT: | Ha 61ucTepe Ha pyccKoM S3bIKE YKa3aHo:

- TOProBOE HAMMEHOBAHHE NIpenapara ¢ NpeaynpeIuTeIbHOM
mapkupoBkoii ® «PEBATAT®»,

- no3upoBka «100 My,

- HAMMEHOBAHKE JEHCTBYIONIETO BEIIECTBA U €TI0 CONEPIKAHUE
«100 mr peGaMunugay,

- JleKapCTBeHHas (opMa U KOJIMYECTBO TaGNIETOK B GIHCTEPE
«10 TabaeTOK, NOKPLITLIX MJIEHOYHOH 060J104K0I»,

- HaUMEHOBaHUE BrajelbLa PETUCTPALIMOHHOTO
yaocroseperus «ITPO.MEJLIIC Ilpara a.o.»,

- JIOTOTHII BJIQJIE/bLIA PETUCTPALIOHHOTO YIOCTOBEPEHHs (Ha
aHIUHCKOM S3BIKE),

- HoMep cepurt «120126»,

- cpok roanoctu «FTOJEH JO 122029».

Ha xapToHHO# nayke ykasaHo:

- TOPrOBOE HAMMEHOBAHHUE MPENapaTa ¢ MPEAyPeAUTENLHOM
MapkupoBkoit ® «PEBATUT®,

- MHH «pe6amMunumy,

- no3upoBka «100 mMry,

- HAMMCHOBAHUE JIEHCTBYIOLIETO BEILECTBA U €r0 COAEPIKAHUE
B onHOM Tabnerke «1 TaGiieTKka, MOKPLITAS MJIEHOYHOH
o6os0uKoii, conepxut 100 Mr pebamMunuaay,

- JIeKapCTBEHHass (opMa M KOJHUYECTBO TaGJETOK B Mauke
«90 Tab1eTOK, MOKPLITHIX MJIEHOYHO 060J04K0IY,

- «BcnomozamenvHvle 6ewjecmea: MAHHMTON H [p.,
yKa3aHHbIe B HHCTPYKIHH N0 NPHMEHEHHIOY,

- npeaynpeaurensHele Haanucu: «He npumensitb no
HCTeYEeHHH CPOKa rogHocTH!», «XpaHUTh B HEAOCTYNHOM
s aereit mecre!y,

- c11oco6 npuMeHeHus « /st npuema BHYTpb!»,

- ycnoBus oTiycka «OTnyckaercs o peuenry.,

- ycnoBus xpanenus «He TpeGyer cneuHaibHbIX YCI0BHi
XPaHeHMsL.»,

- HaUMEHOBaHHUE BIIaJIeIIbLA PETrUCTPALMOHHOrO
yaocrosepenus «ITPO.MEJLIIC Ilpara a.o.»,

- aipec Biaieiblia PErHCTPALMOHHOTO YAOCTOBEPEHHUS
«Teaucka 377/1, Muxae, 140 00 Ilpara 4, Yewmckas
Pecny6ankay, .

- HauMeHoBaHue npoussoauTens «3A0 «3u0-3q0poBbey,

- anmpec mpomssourens «Poceusi, 142103, MockoBckas
o0sacTs, r. Ionoanck, yu. Keaesnonopoxnas, 1. 2»,

- JIOTOTHII BaJieNbla PErUCTPAIMOHHOTO YAOCTOBEPEHH)S (Ha
AHIJIMHACKOM SI3BIKE),

- HOMEP PErMCTPALMOHHOTO YAOCTOBEPEHHS
«JIT-Ne(001532)-(PT-RU)»,

- HoMep cepuu «Cepust: 120126,

- cpok roaHocTH «I'ozxen no: 12 2029y,

- HH(OpMALHS 17151 MOHUTOPHHTA IBWKEHHS JIEKAPCTBEHHOTO
Tpenapara OT POU3BOAUTENS O KOHEUHOTO MOTPEOUTENS:
«Data Matrix»;

«GTIN: 04650075360712»

«S/N:» ¢ yKa3aHHEM UHIUBUIYAILHOTO CEPUATH3ALMOHHOIO
HOMepa I1a4Ky,

- IWTpUX-Kox «4650075360712,

- komel tunorpapuy, «I1-803-90-03-02»,
(dapmakopl.

«RU/08/22,

VcnoBust xpaHeHus

He tpe6yer cnennanbHbix ycioBuii XpaHeHus.

He tpebyer cienmanbHBIX yCI0BuUil XpaHEeHHs..

Cpok rogHocTH
(cpok xpaHeHus)

4 roma

4 rona

3axumouenne: Jlexapcmeennviii npenapam Pebazum® mabnemky, noKpeimvie NIEHOYHOI 06ONOUKOT,
100 mez, Ne 90 cepuu 120126 coomeemcmeyem mpeboeanuam 8 Yacmu npoeeperHbIx noKasameneil.

Havanpaux OTACNIa KOHTPOJISI KaYyeCTBa

Honxcnocme
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