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3A0 «3u0-310poBLey

142103, Poccus, MockoBckas 00J1acTh,
[lononsck, yin. XeneznonopoxHasg, 1. 2
Ten./daxc: +7(495) 419-20-64

JInueH3ns Ha MPON3BOACTBO JIEKAPCTBEHHBIX CPEACTB AJIsi MEAHLMHCKOr0 NPUMEHEHHUS
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HaumenoBanue npenapara

Kox npenmapara
Homep cepun
O0bem cepun

/laTa npou3BoacTBa

I ogeH g0
/laTa aHa/m3a

AHAJIM3 NIPOBEJEH M0

HACIIOPT Ne2103/25

802
1461125

29 419 mT. ynakoBok
06.11.2025 r.

31.10.2029 r.
20.11.2025 1.

0001040, 100 Mr»

Pebarut® Tab/ieTKH, NOKPHITHIE ILIEHOYHO
00o0J10uKko0it, 100 mr, Ne 30

CI1-KO-0701-0153-06 «Pebarut® tab/ieTKH, NOKPBITbIE VIEHOYHOI

H/ JITI-Ne(001532)-(PI'-RU)-270924 «Pe6arut® TabaeTKH, NOKpPbITHIE

NnJIeHoOYHoM obdosoukoii, 100 Mmm»

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

18/20 Tabnerok — He 6onee + 7.5 %:
2/20 Tabnerok — ue 6onee + 15.0 %

HanMeHOBaHME TpeboBaHus HOPMATUBHOIA Pe3ynbTathl HCMBITAHUI
MoKasaTeyieu h ] JOKYMEHTALIMH
Onucanue Kpyriabie, IBOAKOBBINMYK/IbIC TabJETKH, MNOKPbIThIE | Kpyribie ABOSKOBBINMYK/IbIE TaOJETKH, MOKPBITHIE
[JIEHOYHOH 000/104KkOM, Oenoro wiM mnoutu Oenoro | reHo4YHOMH 060104uKkoM, mouTu 6enoro uBera
| BReia ; s - - |
HUaeHTuukaims BOJKX. Bpems yaepkuBaHHs OCHOBHOIO NWKa Ha | Bpems  yaepkuBaHMs  OCHOBHOIO [MMKAa  Ha
XpOMaTorpaMMe MCIBITYEMOI0 PpacTBOpa JOJDKHO | XpOMaTorpaMme UCTIBITYEMOTO pacTBopa
COOTBETCTBOBATH  BPEMEHM  YIEPXKUBAHHWS  [MKA | COOTBETCTBYET BpPEMEHM  VIEPXKHBAHHUS  [THKa
pedamunuaa Ha XpomarorpaMMe CTaHJapTHOro | pedamMuIiMga Ha XpOMArorpaMMe CTaHAapTHOIO
pacTBOpa pacTBopa _ -
OIHOPOAHOCTH f Ot 231.8 Mr 10 256.,2 mr 245 .4
MAacCChI, MI' (244,0 mr £ 5,0 %)

20 u3 20 Tabierok —
or—1,5% no +2,0%

MukpoOuoioruyeckas
4YUCTOTA

pedaMHIuIa OT HOMHHAILHOIO CONCPKAHHUS

Kareropus 3A.
Ob61ee yucno aspobHsix MukpoopranusmMos (TAMC) —

He 6oaee 10° KOE/T.
OO01Iee YHCIIO APOAIKEBBIX M TIECHEBBIX IPHOOB
(TYMC) — ne 60see 10? KOE/T.

Escherichia coli - orcyrerBue B 1 1

PactBopenue, % BOXX. He menee 70 % (Q) pebamununa ot 100
HOMMHAJIBHOTO coAepkaHus yepe3 45 MuHyT 100
104
103
104
100
| 102 (cpeanee)
PoxcreeHHbIe BOXX.
npumecu, % Eaunuunas npumecs - He 6onee 0,2 %: Menee 0,05
Cymma npumeceii - He 6osee 2,0 % = Menee 0,05 B
OIHOPOZHOCTE Jlns 10 eaunaun (n=10) AV<15.0 uiu
103upoBaHHeIX eauHul | aasg 30 eaunnu (n=30) AV<15,0 u Bce 3HaueHus n=10
colaepkaHusa X; yA0BJETBOPAKOT HEPABECHCTBY AV =1,]
| IM-Xi|<0,01 x L2 x M
KosmuecTBeHHOE BOXX.
OIpPEIEICHHE, MI Ot 90,0 mr g0 110,0 Mr 99,0
(90,0 % - 110.0 %) (99,0 %)

ﬁ

Oo01ee yucao aspobueix MukpoopradnsMos (TAMC)
meHnee 10 KOE/T.

OO0wiee YMuCa0 JPOIHIKEBBIX U IVICCHEBBIX MPUOOB
(I'YMC) menee 10 KOE/Tr.

Escherichia coli orcyrcTByeT B 1 T

OnucaHue ynakoBKu

[lo 10 Tabneroxk B Ouucrep U3 IUICHKH

MOJIUBUHWIXJIOPUAHOMN/ MOJTMBUHHUIIICHXJIOPHIHOM
(IIBX/ TIB/1X) 1 alfOMUHUEBOM (POJIBIH.

[To 3 Gicrepa BMeCTe C MHCTPYKIIMEH 110 IPUMEHEHHIO

e B IIa9Ky KaETOHE!E.

[1o 10 Tabnerok B 6Gnucrepe U3 MiICHKHU
MOJTMBHHUIXJIOPUAHOK/ MOJUBUHUIIACHXJIOPUIHON
(IIBX/ IIBAX) ¥ aJilOMMHHUEBOH (DOJIBIH.

[lo 3 Oaucrepa BMECTE ¢ HMHCTPYKLMEH 110
npumeHeHuno (RU/10/24) B nayke KapTOHHOM.

Crp. 1 u3 2
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HauMmeHoBaHue
[IoKas3areJjieu

TpeboBaHus HOpMaTUBHOM
JIOKYMEHTaLHH

—p

PesynpTarhl HCTIBITAHUH

| MapkupoBka

Ha 6aucmepe Ha pycCKOM SI3bIKE YKa3bIBAIOT:

- TOpProBOo€ HaWMMEHOBAHUE IIpenapara ¢
[MPEAYNPEAUTEIbHON MAPDKUPOBKOH ®,

- JI03UPOBKY,

- HAUMEHOBAHUE JACUCTBYIOLIEr0 BEUIECTBA U
€ro colepKaHue,

- JIGKAPCTBEHHYKD (OPMY U KOJMYECTBO
TabJIETOK B OaucTepeE,

. HAaMMEHOBAHHE
per. yaoCTOBEPEHHU,

- JIOTOTHI BJIaAeIblia per. YAOCTOBEPECHMS
(Ha aHTJIMACKOM S3BIKE),

- HOMEp CEpPUH,

- CPOK I'OJTHOCTH.

BJI4ICJIblla

Ha kapmonHou nayke yKa3blBaloT:

- TOpProBO€ HAWMEHOBAHWUE IIpenapara ¢
MpEeAYNPEAUTENLHOM MAaPKUPOBKOH ®,

- MHH,

- I03UPOBKY,

- HAUMEHOBAHHUE JIEUCTBYIOILIEIO BEIIECTBA U
ero coAepxaHue B 0AHOM TablieTkKe,

- JICKAPCTBEHHYK) (OpPMY U KOJHYECTBO
TabJIETOK B MaYKe,

- «Benomozamenvubie eewecmea: MAHHUTOJI

W Jp., YKasaHHbIE B MHCTPYKLMH MO
MPUMEHEHHION,
- IpeaynpeautrenbHbie  Haanucu:  «He

[IPUMEHATH MO0 UCTEYEHUH CPOKa MOLHOCTHU!»,
«XPaHUThb B HEAOCTYITHOM LI AETEH MecTe!»,
- Croco0 nMpUMeHeHus,
- YCJIOBUS OTITYCKa,

- YCJIOBHSl XpaHEHUA,

- HAaMMEHOBAHUE
Y1OCTOBEPEHHUS,

- aJpec BlIaelbla per. ya0CTOBEPEHMS,

- HAUMCHOBAHHUEC TTPOU3BOIUTEC]IA,

- aJIpeC NMPOU3BOAMUTEIS,

- JIOrOTHUII BJIaZIC/ibLA per. YA10CTOBEPCHHUS (HA
AHT JIMHCKOM A3bBIKE),

- HOMEp per. YA0CTOBEPEHHS,

- HOMEp CepuH (aaTa NpOM3BOACTBA BKIIIOYECHA
B HOMED CEPHH ),

- CPOK I'OJIHOCTH.

- uHpopMaums /IS MOHHUTOPHHIA ABMXKEHMUS
JIEKAPCTBEHHOTO npenapara OT
[IPOU3BOAMUTEIS 10 KOHEYHOIO 1oTpedurens,
- LATPUX-KO/,

- koz(bI) TUnorpapuu, papmakoa(si).

BlIaJIeIbLIA per.

Ha Osmcrepe Ha pyCCKOM S3bIKE YKa3aHO:
- TOProBO€ HAaMMEHOBAHKE Mpenapara ¢ NPEAYINPEAUTEIbHON

mapkupoBkoii ® « PEBAT'UT®»,
- no3upoBka «100 mr»,

- HAUMEHOBAaHHE JCHCTBYIOLIETO BEIIECTBA U €r0 COASpPIKaHUE
«100 mr pebamunuaay,

- JIeKapCcTBeHHas (opMa U KoJMYecTBO TabieTok B OaucTepe
«10 TabeTOK, NOKPBITHIX NJEHOYHOH 000JJ09KO0MN,

- HAUMCHOBAHHC BJIaACJIbLA PCIruCTPpallHOHHOI'O

yaocroBepeHus «ITPO.ME/LLIC Ilpara a.o.».

- JIOFOTHIT BJlaI€blia PErHCTPALlMOHHOTIO YIOCTOBEPEHHUS (Ha
AHTJIMHUCKOM A3BIKE),

- HOMep cepuu «1461125»,

- cpok roanoctu «'"OJAEH 10 102029

Ha KapTOHHOH Ma4yke yKa3aHo:

- TOProBO€ HAMMEHOBAHME TIperapara ¢ npeaynpeauTeabHON
mapkupoBkoii ® «KPEBATUT®,

- MHH «pebamunuay,

- no3upoBka «100 mr»,

- HAUMEHOBaHKe IE€UCTBYIOILErO BELIECTBA U €r0 COAEPKAHUE
B oAHOW Tabserke «1 TabJjieTka, MOKPLITAS MNJAEHOYHOM
000104 KO#, coaepxut 100 mr pebamunuaay,

- JIeKapCTBE€HHas (popma M KOJIMYECTBO TAO/IETOK B Ma4vke
«30 TabJ1eTOK, NOKPLITHLIX NJEHOYHOIH 0007104K0I»,
- «Bcnomozamenvnole 6ewjecmeéa: MAHHUTO H
YKA34AHHLIC B HHCTPYKUHH NO NPHMEHCHHIO”,

- npeaynpenuresbHble Haanucu: «He npumenaTs no
HCTeYEeHHH CPOKAa roaHoCTH!», « XpaHHTb B HEAOCTYINHOM
AJIA AeTei mecrely,

- Criocod npumMeHeHus «/lnsa npuemMa BHYTpb!»,

- yciioBus oTnycka «OTnyckaercs no peuenty.».,

- ycaoBus xpaHeHus «He Tpedyer cneuMajJbHbIX YCJOBHA
XPaHEeHHUS.»,

- HAWMMEHOBAHUE BJIaeNbLA pPErucTpPalioOHHOIO
yaocroepeHus «[MPO.ME/L.LIC Ilpara a.o.»,

- aJpeC BAaAe/Iblla PEruCTPAlMOHHOIO VYAOCTOBEPEHHS
«Teaycka 377/1, Muxae, 140 00 I[Ipara 4, Yewckas
Pecnybaukay,

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

- anapec npousBoaurens «Poccus, 142103, MockoBckas
obaacTte, r. [logoascek, ya. Kenesnoaopoxuas, a. 2»,

- JIOTOTHII BJaA¢/iblia PEruCTPallHOHHOTO YAOCTOBEPEHUs (Ha
AHTJIMMCKOM S3BIKE ),

- HOMEP PErHCTPAlMOHHOIO YAOCTOBEPEHUSA
«JII1-Ne(001532)-(PI'-RU)»,

- HoMmep cepuu «Cepus: 1461125,

- ¢cpok roaHocTH «l onen mo: 10 2029y,

- UH(OpMaLIMS 1Jisi MOHUTOPUHIA ABHIKCHUSA JICKAPCTBEHHOIO
rpenapara oOT NPOU3BOAUTEIIS A0 KOHEYHOIO MOTpeOuTEeN:

«Data Matrix»:
«GTIN: 04650075360705»

«S/N:» ¢ yKazaHHeM HHIAMBHAYAJIBHOTO CEPHAU3ALIMOHHOTO

HOMEpAa MavyKku,
- wrpux-koa «4650075360705»,

- konel Tunorpadpumn «I1-802-30-03-02»,
(hapmMaKoibi.

AP,

«RU/08/22».

VcnoBus XpaHEeHHs

CpOK roIHOCTH
(CPOK XpaHeHHs)

3ak/noaenue: Jlexapcmeennviii npenapam Pebazum

M. 0. Hava/lbHMKaA OTAEJ1Ia KOHTPOJIs kayecTBa besomeiTuea O. A.

4 rona

He TpeOyer cneumanbHBIX YCIOBUIH XpaHEHHS.

He Tpebyer cnenuanbHbIX YCIOBUH XpaHEHMS.

q

®

4 rona

mab/iemKuy, NOKpbvlmvie NAEHOYHOU 000104KOl,
100 me, Ne 30 cepuu 1461125 coomeemcmeyem mpebosanusim 6 yacmu npoeepeHHbIX noKazamenel.
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