®-0000000555-05
3A0 «3u0-3a0poBbE»

142103, Poccusi, MockoBckas 00J1acTh,
[Tononsck, yi. XKene3HoaopoxkHasd, 1. 2
Ten./daxc: +7(495) 419-20-64

JIMLIeH3Msl HA TPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB /I MEAHUHHCKOr0 NPHMEHEHHS
Ne J1012-00102-77/00010736 ot 24.09.2025 .

HauMeHOoBaHHE npenapara

Koa nmpenapara
Homep cepun
O0beM cepun

JlaTa mpou3BO/ACTBA

I onen oo
JlaTa aHa/im3a

AHAJIN3 NMPOBEIEH M0

MACIHOPT Ne1985/25

806
1311025
4 826 m1T. YHAKOBOK

20.10.2025 r.
30.09.2029 r.
05.11.2025 r.

ob6os10ukoii, 100 Mmm»

Pebarut® TabJeTKH, NOKPHITHIE IJIEHOYHOH
o6o10uKoit, 100 mr, Ne 180

CII-KO-0701-0153-06 «Pebarut® Tab/ieTKH, NOKPBIThIE NJIeHOYHOH

HI JITI-Ne(001532)-(PT-RU)-270924 «Pe6arnt® Tab1eTKH, NOKPLITHIE

nJIeHo4YHo# 00os104Kkoi, 100 Mr»
Paszgeay 1.3.2 moayas 1 JIII;.N‘E@OIS@)—(BF—RU! ot 27.09.2024

18/20 Tabnerok — He 6osnee + 7,5 %:
2/20 tabnerok — He 6onee = 15,0 %

HaumMeHoBaHue TpeboBaHUs HOPMATUBHOM Pe3yJibTaThl HCTbITAHWH
MoKasaTeJieH JIOKYMEHTALIUH | B -
Onucanue Kpyrible, ABOSKOBBIMYKJIbE TAONETKH, MOKPHIThIC | Kpyribic IBOSKOBBITYKIIBIC TabJICTKH, I1OKPBITHIC
IEHOYHOM O06OJIOYKOH, 6EI0ro WIM TOYTH Oenoro | IJIeHO4HO# 000JI04YKOM, MOYTH O€/I0r0 LBETa
1IBETA _ U =iy =y
WUneHTuduxanms BO)KX. Bpems yaepXuBaHHsi OCHOBHOrO Nuka Ha | Bpemss  yaepkuBaHHs — OCHOBHOTO  Iukd — Ha
XpOMAaTOrpaMMe HCIBITYEMOIO0 pPacTBOpa JIODKHO | XpOMarorpamMme MCITBITYEMOIO pacTBOpa
COOTBETCTBOBATH BPEMEHW  YyIEPXKHMBaHMs  THMKa | COOTBETCTBYET  BPEMCHHM  YIACPXKHBaHWSA  ITHKd
peGamMuiMaa Ha  XpOMAarorpaMMe — CTaHIapTHOro | pebamMunuaa Ha XpoMarorpamMMe  CTaHAapTHOTO
pacTBopa | pacTBopa
OIHOPOAHOCTE Ot 231,8 mr 10 256,2 Mr 247,0
MaCCBhl, MI' (244.,0 mr = 35,0 %)

20 u3 20 TaldJeTOK —
or—1.5% 0 +1.7%

pebamMHnuaa OT HOMHHAIBHOTO COAEPKAHHS

PactBopenue, % BOXX. He menee 70 % (Q) pebamunuaa ot 101
HOMHUHAJILHOTO COJEPXkKAHUS Yepe3 45 MUHYT 99
101
100
99
100
. 100 (cpeasee) el
PoncreeHHbie BDOXX.
npuMecH, %o EnuuuyHas npumecs - He 6ouee 0,2 % meHee 0,05
CymMma rpumeceii - He Ooaee 2,0 Y ~menee 0,05 A
OaHOPOAHOCTH s 10 eauwanu (n=10) AV<15,0 wim
nosupoBaHHbIX eaunm | aas 30 exunun (n=30) AV<15,0 u Bce 3HaueHUs =10
colepxaHus Xi yA0BJICTBOPAIOT HEPABCHCTBY AV =26
B M- Xi|<0,01 x L2 x M i i
KomuecTBeHHOE B2XX.
OTIPEAEICHUE, MI' Ot 90,0 mr g0 110,0 mr 99.8
(90,0 % - 110,0 %) (99.8 %)

MukpoOuomoru4eckas
YUCTOTA

Kareropus 3A.
O61ee yucio a3poobHeix Mukpoopradusmos (TAMC) -
He 6osee 10° KOE/T.

OO0111ee YUCII0 IPOXKIKEBBIX U IUIECHEBBIX TPUOOB
(TYMC) — e 6onee 10° KOE/r.

Escherichia coli - orcyrcTBue B 1 1

Onucanue ynakoBKH

[To 10 Tabnerok B OJUCTEp U3  IUJICHKH

MOJIMBHHUIIXJIOPHUAHOH/ MOJIMBUHUIACHXJIOPUAHOM
(I1IBX/ IIBAX) n alllOMHUHACBOM (POJIbI'H.

[lo 18 OaucrepoB BMECTE C MHCTPYKLHEH 10

| IPUMEHEHUIO B I1AYKy KapTOHHYIO.

O6iee uncio a3pobusix Mukpoopranuzmos (TAMC)

meHee 10 KOE/T.
O611ee YMCI0 APOAKIKEBBIX U MIIECHEBLIX PHOOB
(TYMC) menee 10 KOE/T.

Escherichia coli orcyTCcTBYET B 1 T

[To 10 Tabnerok B OJUCTEPE U3 TUICHKH
MOJTUBUHUIXJIOPUIHOM/ MOTUBUHUILAECHXIJIOPUIHOM
(IMBX/ MNBAX) ¥ aIlOMHHHUEBOH QOJIBIH.

[Io 18 OnuMcTepoB BMECTE € HMHCTPYKLUMEH 110
npuMeHeHHI0 (RU/10/24) B nayke KapTOHHOU.

Crp. 1 u32




®-0000000555-05

Pe3ynbTaThl UCIIBITAHUHA

HanmeHoBanue TpeboBaHus HOPMATUBHOU
MoKa3aTeJieH | JIOKYMEHTALMH
MapkupoBka Ha 6aucmepe Ha pyCCKOM S3bIKE YKa3bIBAKOT:

- TOProBO€ HaWMEHOBAHWE Tipenapara C
MPEAYNPEAUTEILHON MapKUPOBKOH ®,

- T03UPOBKY,

- HAUMEHOBAHUE JICUCTBYIOLIETO BEIIECTBA U
€ro CoepKaHue,

- JIeKapCTBEHHYKD (opMy H KOJIHHYECTBO
TabJIeTOK B OJIMCTEDE,

- HAUMCHOBAHHUC BJIaZACJ/1bLiAa
per. y10CTOBEPEHM,
- JIOFOTHIl BJIaJelblla per. yIOCTOBEPEHUS

(Ha QHIJIMIACKOM SI3BIKE),
- HOMEP CEpHH,
- CPOK I'OJAHOCTH.

Ha kapmonnou na4xke yKa3blBaloT:

- TOpProBo€ HaWMEHOBAaHME IIpenapara ¢
npeaAynpeauTeTbHON MapKUPOBKOH ®),

- MHH,

- I03UPOBKY.

- HAUMEHOBAHHUE JICUCTBYIOIICTO BEUICCTBA H
ero coJepKaHue B OJHOM TabneTke,

- JIEKapCTBEHHYK) (opMy H KOJHHECTBO
Ta0JIETOK B ITAYKE,

- «Benomozamenwvuvlie gewecmea: MAHHUTOJI
W Ap., YKa3aHHble B HHCTPYKUMH IO
[IPUMEHEHUIO,

- mpeaynpeauTenbHbie  Haamucu: - «He
MPUMEHATH 110 UCTCUYECHUH CPOKa FOAHOCTH!»,
«XpaHUTh B HEAOCTYITHOM JUIsl ICTCH MECTE!»,
- coco0 NMPUMEHEHUS,
- YCJIOBUS OTITYCKa,

- YCJIOBMS XpaHCHHA,

- HAaMMEHOBAHHE
yA0CTOBEPEHHUA,

- aJpec Bjaaelibla per. ya10CTOBEPEHHUS,

- HAUMECHOBAHME TPOU3BOAUTEIIA,

- aZpec MPOU3BOAUTEIS,

- JJOTOTHII BlIaJI€/Iblia Per. YAOCTOBEpEeHHUS (Ha
AHTTMACKOM A3BIKE),

- HOMEP per. YA0CTOBEPECHHUA,

- HOMEp CepuH (Jara Npou3BOACTBA BKJIIOUEHA
B HOMEP CEPHH),

- CPOK I'OIHOCTH,

- uHopManusg I8 MOHUTOPHUHIA JIBUKCHHUS
JIEKapCTBEHHOI'O npenapara OT
[IPOM3BOAUTESISE 10 KOHEYHOI0 MoTpeduTes,
- IITPUX-KOL,

- koa(b1) Tunorpaduu, papMakoa(bi).

BIaJAc/iblia  per.

Ha 6111:10'1“epc HB,EyCCKOM sI3BIKE YKa3aHo:

- TOProBO€ HaMMEHOBAHUE Ipernapara C npeaynpeauTeIbHOH
mapkupoBkoi ® «PEBATHUT®»,

- no3upoBka «100 mr»,

- HAUMEHOBAHME ACHCTBYIOILEr0 BEIIECTBA U €0 COACPKAHNT
«100 mr pedbamunuaay,

- JleKapcTBeHHas (opMa M KOJIMYECTBO TabNETOK B onucrepe
«10 Ta6J1IeTOK, NOKPLITHIX NJIEeHOYHOH 000,109K0M.

E HauMECHOBaHUE BJIaIeJiblIa PEruCTPALlMOHHOTO
ynocrosepenus «[TPO.MEJ.LIC Ilpara a.o.»,

- JIOTOTMII BIIAJ€/bLA PErMCTPALIMOHHOTO YA0CTOBEPEHHMA (Ha
AHTJTMHUCKOM A3BIKE),
- Homep cepun «1311025».

- cpok roasocty «T'OJAEH A0 092029».

Ha xkapToHHO#M NMa4ykKe yKa3aHo:

- TOPrOBOE HAMMEHOBAHHME MpETapaTa ¢ NpeAynpeanTeIbHON
MapkupoBkoi ® « PEBATAT®»,

- MHH «pebamunuay,

- no3upoBka «100 mry,
- HAUMEHOBAHHUE JACHCTBYIOLIETO BEIIECTBA U €r0 COACPKAHNC

B onHoii Tabnerke «1 Tabjgerka, MOKPbLITas TMJIEHOYHOH
060104 Ko0ii, conepxkut 100 mr pedbamunuaay,

- jekapcTBeHHas (opMa M KOIMYECTBO TAOJIETOK B MauKe
«180 Ta6.1eTOK, MOKPLITHIX MJIEHOYHOH 000/1049KO0HY,
-  «BcnomozamenbHnble eewiecmedq: MAHHHTON H
yKa3aHHbI€ B HHCTPYKLHH N0 NPHMEHEHHIO,

- mpeaynpenuTenbHblie Haanucu: «He mnpumMeHATL 1Mo
HCTEYeHHH CPOKA roAHOCTH!», «XPAHHTH B HEAOCTYNNHOM
aJs aerei mecre!»,

- crioco® npumeHeHus «J1jisi npHeMa BHYTPb!Y,

- ycioBus oTmycka «OTnyckaeTcs 1o peuenty.)

- ycnopusi xpaneHust «He TpeOyer cneuua.ﬂbﬂmx yCJI0BUH
XpaHeHHs.»,

- HAaMMEHOBaHHE BjIaA€ bl PErMCTPALIMOHHOTO

ynocroepenus «[TIPO.ME/LLIC Ilpara a.0.».
- aiapec Biaajenblia  PErucTPalMOHHOTO  YAOCTOBEPCHUS
«Tenucka 377/1, Muxae, 140 00 Ilpara 4, “eumckas

PecnyOaukay,
- naumenoanue npoussoaurens «3A0 «3u0-310poBbe.

- aapec mpoussoautens «Poccus, 142103, MocKoBCKasi
06.1a¢Th, I. Ilogoabcek, yia. Kene3zHoaopoxHasi, a. 2,

- TOTOTMI BIAJebLa PErMCTPALIMOHHOTO YI0CTOBEPEHHS (Ha
AHTJIMACKOM S3BIKE),

- HOMED PETHCTPALMOHHOTO Y/I0CTOBEPCHHS
«JITI-Ne(001532)-(PI'-RU)»,

- nomep cepuu «Cepusi: 1311025».

- cpok rogHocTH «I'oneH 10: 09 2029,

- iHpOpMaLKs U1 MOHHTOPHUHTA IBHKCHHUA JICKAPCTBCHHOIO
rpenapara oT MPOU3BOIUTENS 110 KOHEYHOTO MOTPEOUTESIS:
«Data Matrix»;

«GTIN: 04650075360729»

«S/Ns» ¢ ykazaHWeM MHIAMBUJIYAIBLHOIO CEPUATU3AIIMOHHOTO
HOMEpa MayvkH,

- wTpux-Koa «4650075360729»,
- xombl Tunorpapuu «I1-806-180-05-03».

apmakosl.

Ap-s

«RU/08/22»,

Yca0Busi XpaHeHUA

s

—

He Tpebyer cnenraibHbIX YCIOBHH XPAHEHHUSI.

CpOK rogHOCTH
(CpOK XpaHeHus1)

4 roaa

*—

He TpebyeT crnielMaibHbIX YCIOBUH XpaHCHUS.

4 rona

3ak/04eHne: Jlexapcmeenuvi npenapam Pebazum® mabremku, noxpeimule NIeHOYHOU 0DONOYKOU,
100 m2, Ne 180 cepuu 1311025 coomeemcmeyem mpebO0BAHUAM 6 4ACMU NPOBEPEHHBLX nokaszame’eu.

HagajipHUK OTA€]Ia KOHTPOJISA Ka4eCTBa

HonxcHocme

HexBuHckas O.E.




