®-0000000555-04
3A0 «3u0-310poBBHEN
142103, Poccus, MockoBckasi 061acTh,

T[Mononsek, yi. XKene3HonoOpoxHas, 1. 2
Ten.: (495) 642-05-42

JIMueH3Msl HA OCYLeCTBJI€HHE NPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB
Ne 00049-JIC ot 20.10.2021 r.

HanmMeHoBaHHe npenapara

Kox npenapara
Homep cepun
O0bem cepun

JlaTa npou3BOACTBA
I'open no

JlaTa aHanu3a

AHayu3 IpOBEACH 110

MACIIOPT

060.s1049Ko0i, 100 mr, Ne 90
803

270224

9 673 mT. yNaKOBOK
21.02.2024 r.

31.01.2028 r.

26.03.2024 r.

000J104Ko0ii, 100 Mr»

Ne 0435/24

Pebarnt® T26/1€TKH, IOKPHITHIE IVIEHOIHOH

CI1-KO-0701-0153-05 «Pe6arut® Tab/eTKH, MOKPbITbIE MIEHOYHOH

HJI JITI-Ne(001532)-(PT-RU)-091222 «Pe6aruTt® Tab/1eTKH, NOKPbIThIe

MJIeHO4HO# 0060J104K0ii, 100 Mr»

18/20 Tabaerok — He 6oee = 7,5 %
2/20 tabnerok — He 6onee = 15,0 %

HaumeHnoBaHue TpebGoBaHUSI HOPMATHBHOM Pe3ysibTaThl UCIIBITAHUM
nokasarejei JIOKYMEHTALUU
Onucanue Kpyrible. [BOSKOBBIMYKIbIE TAOMETKM, MOKPBIThIE | Kpyribie IBOSKOBBINYKIbIC TaONETKU, [OKPBITHIC
[LICHOYHON 060JI0UKOH GEIOro WM MouTd Genoro | MIeHOYHOM 06010YKOH MOYTH OeI0ro 1BeTa
LBETa
IMoanuHHOCTH BDOXX. Bpems yaepkuBaHHS OCHOBHOTO MUKa Ha | Bpems — yaepxuBaHus — OCHOBHOTO — MHka — Ha
XpOMATOrpamMme HCIbITYEMOrO pacTBOpa JO/DKHO | XpOMaTorpamme HCIBITYEMOTO pacTBopa
COOTBETCTBOBAaTb BPEMEHH YICPXKHMBaHWs IMKA | COOTBETCTBYET ~ BPEMEHH  YACPKHUBaHWA  THKa
pebaMuniia Ha XpOMarorpaMme —CTaHAApTHOrO | pebamuiyia Ha XpOMAarorpaMme  CTaHIapTHOrO
pacTBopa pacTBopa
OIHOPOAHOCTH MacChl, Ot 231,8 mr 10 256,2 Mr 245,0
MT (2440 mr = 5,0 %)

20 u3 20 TabneTox —
or—3,6% m0 +3.3%

OT HOMHWHAJIbHOI'O COACPKAHUS peGaMHnma

PactBopenue, % B2XKX. He menee 70 % (Q) pebamununa oT 98
HOMMHAJIBLHOTO COJEPIKaHHs Yepe3 45 MUHYT 99
98
100
99
100
99 (cpenHee)
Poxcreennsie BOXX.
npumMecH, % Envnuynas npumecs - He 6oee 0,2 % Mesnee 0,05
Cymma npumeceii - He 6osiee 2,0 % Mesnee 0,05
OIHOPOAHOCTH Jns 10 eqununn (n=10) AV<15,0 niun
JI03UPOBAHUS quist 30 exqunun (n=30) AV<15,0 u Bce 3HaueHUs n=10
COJIEpXkKAHUS Xi yIOBJIETBOPSIOT HEPABEHCTBY AV=53
M- xi<0,01 - L2 - M
KomiecrBeHHOE BDXX.
OIPEIEICHHE, MI Ot 90,0 mr no 110,0 mr 98,2
(ot 90,0 % o 110,0 %) (98,2 %)

(IIBX/ IBAX) 1 aTtOMUHUEBOH (OJIBTH.
ITo 9 OaMCTepOoB BMECT€ C HHCTPYKLHMEH 10
NPUMEHEHHIO B 14Ky KAPTOHHYIO.

MukpoOuosioruueckas Kareropus 3A.

YUCTOTA O61ee 9uCI10 a9POBHBIX MUKPOOpraru3mos (TAMC) O611ee 9ucio aspobHbIX MUKpoopranu3mos (TAMC)
— e 6osee 10° KOE/T. wenee 10 KOE/T.
Of11ee YHCI0 IPOKIKEBBIX M [IECHEBBIX TPUOOB OB1iee 4MCII0 APOKIKEBBIX H IIECHEBLIX IPHOOB
(TYMC) — He Gonee 10% KOE/T. (TYMC) menee 10 KOETT.
Escherichia coli: orcytctBue B 1 T. Escherichia coli otcytcTByer B 1 T.

VnaxoBka [lo 10 Tabmerox B Omucrep 13 rwieHkd | [To 10 TabaeTok B OMcTEpe U3 MUICHKH
TIO/IMBUHUIXJIOPUIHON/ — MONMBMHMIICHXIOPUIHON | TONMBUHUIXIOPUIHOH/ IIOIUBUHUIIEHXTIOPUIHOH

(TIBX/ IIBJIX) u aOMUHUEBON (DONIBIH.
[lo 9 O6aucrepoB BMECTE€ € MHCTPYKIHKEH MO
npumenennio (RU/01/23) B nayke KapTOHHOM.

Crp. 1 32




®-0000000555-04

Haumenosanue TpeGoBaHUss HOPMATUBHON Pe3ynbTathl HCIBITAHUH
nokasaresei JNIOKYMEHTALMU
MapxkupoBka Ha 61ucmepe Ha pyccKOM si3bike ykaspiaioT: | Ha GaucTepe Ha PyCCKOM sI3bIKE YKa3aHo:
- TOproBOC HAMMEHOBAaHME Mpenapara C | - TOProBOe HAMMEHOBAHKE Mpenapara ¢ peayPEAUTENBHON
NpeIyTPeanTEIbHOA MAPKUPOBKOH ®, MapKupOBKO# ® «PEBATHUT®»,
- JI03UPOBKY, - nosuposka «100 mr»,
- HAWMCHOBAHHE JEHCTBYIOLIEr0 BEUIECTBA M | - HANMEHOBAHKE ACHCTBYIOIIETO BELIECTBA H eTO COACPAHAHNE
€ro CoJIepXKaHue, «100 Mr pebaMunuaay,
- JIEKapCTBEHHYIO QOpMY, - JexapcTBeHHas (pOpMa U KOIMYECTBO TaleToK B Oimctepe
- KOJIM4ecTBO TabneTok B 6aucTepe, «10 Ta61€TOK, MOKPBITBIX IEHOYHOH 000104KO0M,
- HaUMEHOBAHHUE Bajesnbpua | - HAHMEHOBAHHUE BJIANENbIIA PErUCTPALMOHHOTO
per. yI0CTOBEPEHHS, ynocrosepenus «[TPO.ME/LLIC Ilpara a.0.»,
- JIOFOTHN BIAZelbUa PEr. YAOCTOBEPEHHs | - JOTOTHI BIALE/IbLa PErUCTPALMOHHONO YA0CTOBEPCHUS (Ha
(Ha aHTTMHACKOM SI3BIKE), AHTJIMICKOM SI3BIKE),
- HOMEp CepuH, - Homep cepur «270224»,
- CPOK F'OJHOCTH. - cpok roxsoctu «FOJAEH J10 012028».
Ha xapmonHno nauke yKa3bIBaroOT: Ha xapTOHHO# MayKe yKazaHo:
- TOproBOG HaMMEHOBaHME Mpenapara C | - TOPrOBOE HAUMEHOBAHKE Mperapara ¢ MpeLyNpPEANTEIbHOM
TpeIyTpeanTeIbHOA MAPKUPOBKOH ®, MapKUpOBKOH ® «PEBATHUT®,
- MHH, - MEXIYHapoOOHOE  HENAaTCHTOBAHHOE  HAMMCHOBAHMC
- I03UPOBKY, «pebaMunuL,
- HAMMeHOBaHMe ICHCTBYIOMIEro BEWIECTBA U | - 103MpOBKa «100 Mr»,
ero cozepkaHie B OJHO# TableTke, - HaMEHOBAHHUE JEHCTBYIOLIEro BEIIECTBA M €r0 COAEPIKaH1e
- IeKapCcTBEHHYIO hopMy, B omHoW Tabnerke «1 TaGmeTka, MOKPBITasi MJEHOYHOH
- KOJIMYECTBO Ta0/IETOK B MMaYKe, 060J04Ko0ii, conepxut 100 Mr pebamunuaay,
- «BcnomoeamenvHble 6eujecmea; MAHHUTON | - JeKapcTBeHHas (OpMa M KOJIMYECTBO TAONETOK B matdke
M Op., YKasaHHble B HHCTPYKUMH IO «90 Ta6.1€TOK, MOKPBITHIX MJIEHOYHOIH 060J104KO0i»,
MIPUMEHEHHION, - «Bcnomozamenvuble éewjecmea: MAHHMTON W AP,
- mpenynpenuTensHsle  Haamucu:  «He | ykasaHHbie B HHCTPYKUHH N0 IPHMEHEHHIOD,
IPUMEHSATD N0 MCTEYEHHH CPOKA TOAHOCTH!Y, | - MPEAYNPEAUTEbHBIC HANMHMCH: «He mnpuMeHATbL 1O
«XpaHUTb B HEAOCTYITHOM /U IETeH MecTe!», | MCTeueHUH CpoKa roaHocTu!», «XpaHUTL B HEAOCTYNMHOM
- crnoco0 MPUMEHEHHUS, AJ5 AeTeit mecte!»,
- YCJIOBHS OTITYCKa, - croco6 mpuMeHeHus «JLasi mpHeMa BHYTPb!»,
- YCJIOBUS XPaHEHHMH, - ycnoBus oTmycka «OTnycKaeTcsi Mo peuenty.»,
- HaUMEHOBaHHUE BJaJeNbIa per. | - ycnosus xpanenus «He TpeGyeT cneunaibHbIX yCJa0BH
yJIOCTOBEPEHHUS, XPpaHeHHUs.»,
- a[pec BIaienblia per. yA0CTOBEPeHHS, - HAaUMEHOBaHHUE BJazeNIbLa PETUCTPALIHO..::10T0
- HaMEHOBaHHE TTPOU3BOIUTEIS, ynocrosepenust «[IPO.MEJL.LIC Ilpara a.o0.»,
- apec NPOU3BOAMTES, - anpec Biazeiblida PETMCTPALMOHHOrO  YAOCTOBEPEHHS
- JIOrOTHT BAeNbLA per. yaocToBepenus (na | «Teaducka 377/1, Muxae, 140 00 Ilpara 4, Yemckas
AHTJIMHACKOM S3BIKE), Pecny6aukay,
- HOMEp per. YAOCTOBEPECHHS, - nanmeHoBauue npousoautels «3A0 «3u0-3a0poBbey,
- HOMEp CEpHH, - ampec mpoussoautens «Poccusi, 142103, MockoBckasi
- CPOK T'OTHOCTH, o6s1acTh, r. [logoabek, ya. XKenesHoxopoxHas, 1. 2»,
- yHdOpMaIKs A1 MOHUTOPHHIA [IBWXKEHUS | - JOTOTHII BIaieibla PErUCTPALHOHHOTO YI0CTOBEPEHHA (na
JIEKapCTBEHHOT O npernapara OT | aHrIUNCKOM SI3BIKE),
IPOM3BOMTENS 10 KOHEUHOTO MOTPEOUTENS, | - HOMEP PETHCTPAMOHHOIO y10CTOBEPEHUS
- IITPUX-KOJL, «JITI-Ne(001532)-(PT-RU)»,
- ko(el) THHIOTpad UK, HapMaKo. - HoMep cepuH «270224»,
- cpok roxHoctH «01 2028,
- ya(opMaLKs 1T MOHUTOPHHIA JBHXEHHS JI€KapCTBEHHOTO
Tpenapara oT MPOU3BOAMTENS J0 KOHETHOTO NIOTPEOUTEIS:
«Data Matrix»;
«GTIN: 04650075360712»
«S/N:» ¢ yKazaHWeM MHIMBULYAIbHOTO CEPUAM3AMOHHOTO
HOMepa MavkKy,
- wrpux-kox «4650075360712»,
- xoasl Ttunorpapun  «I1-803-90-03-02», «RU/08/22»,
(papmakoz.
XpaHeHue He tpebyeT crielMabHbIX yCci1oBuid xpaHenus. | He TpeOyeT crieuuallbHbIX yCIOBUH XPAHECHHUS.
CpOK rogHOCTH 4 rona 4 rona
3akiw4uenne: JlekapcmeeHHvld npenapam Pebazum® mabremku, nokpvimole NIEHOYHOU 000]104KOU,

100 m2, Ne 90 cepuu 270224 coomsemcmeyem mpe6o8aHusm 6 Hacmu npoeepenHbIX NoKasameei.

HavanpHuk oTaena KOHTPOJIA Ka4yeCTBa

Hexsuuckas O.E.
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