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| 3A0 «3n0-310poBBEN

142103, Poccusa, MockoBckas 00J1acTh,
[Tononsck, yin. JXene3HoaopoxxHas, I. 2
Ten./daxc: +7(495) 419-20-64

JINLeH3usi Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB AJIsi MEAHLMHCKOI0 NPHMEHEHHU
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

IMACIHHOPT Ne2097/25

HaumeHoBaHHe npenapara PeGarut® Tabaerku, NOKpPHITHIE NJICHOYHO
00os10uKkoi, 100 mr, Ne 30
Koa npenapara 802
Homep cepum 1441125
O0beM cepuu 28 898 mT. yNnakoBok
/laTa npou3BoacTBA 01.11.2025 r.
I'onen no 31.10.2029 r.
JlaTa aHa,iM3a 19.11.2025 r.
AHAJIM3 NPOBE/IEH 110 CIT1-KO-0701-0153-06 «Pe6arut® Ta6/1eTKH, NOKPLITHIE MJIEHOYHOI

o6oJioukoit, 100 Mmr»
H JITI-Ne(001532)-(PT'-RU)-270924 «Pebarut® Tad/ieTkn, NOKPbIThIE

MJIeHOYHOM 000s10uKoit, 100 Mr»
Pasngeny 1.3.2 moayas 1 JITI-Ne(001532)-(PI'-RU) ot 27.09.2024

HauMeHOBaHHE TpeboBaHus HOPMATUBHOM Pe3yJieTaTtel UCIBITAHUM
| [IoKasaTejeu JOKYMEHTALUH
Onucanue Kpyribie, ABOSKOBBINYK/IbIE Ta0JNEeTKU, TMOKPbIThIe | Kpyribie IBOSKOBBINMYK/LIE TaONETKH, MOKPHITHIE
MJIEHOYHON 00070uKkOi, Oesoro uMiaM noutu Oenoro | rJieHOYHOM 000JI0UKOM, MouTH 0eoro usera
- | LBeTa
HMnentudukanms BOXXX. Bpems yaepkuBaHHs OCHOBHOIO MNHWKa Ha | Bpems  yaepkKuMBaHUs  OCHOBHOIO  IIMKa  Ha
XpOMaTrorpaMMe HUCHBITYEMOI0 pacTBOpa AOJ/KHO | XpoMarorpamme UCTIBLITYEMOTO pacTBopa

COOTBETCTBOBAaTb BpPEMEHHM  YACpXKHMBaHHs  I[IMKA | COOTBETCTBYET  BPEMEHHM  YACpXKHBaHHMs  IHKa
pebamunmaga Ha  XpoOMarorpaMMe€ CTaHAapTHOro | pedamunuaa Ha XpoOMarorpaMMe CTaHAapTHOIO

I pacTBOpa | pacTBopa
OIHOPOAHOCTE | Or 231,8 mMr 10 256.2 mr 248,0
MacChl, MI' (244.,0 mr = 5.0 %)
18/20 Tabnerok — He 6oee = 7.5 %: 20 u3 20 Tabnerox —
2/20 Tabnerok — He 6onee = 15.0 % or—2,1 % no +3.8%
PactBopenue, % BOXX. He menee 70 % (Q) pebamunuaa ot 102
HOMUHAJILHOT'O COAEPKaHUS Yepe3 45 MUHYT 102
101
102
102
102
| 102 (cpeaHee)
PoncrBenHsie BOXX.
pUMECH, %o EanHnyHas npumecs - He 0oliee 0,2 % Menee 0,05
CymMma npumeceii - He 0oaee 2,0 % Menee 0,03
OAHOPOAHOCTH Jnsa 10 equnun (n=10) AV<15,0 unu
N03UpOoBaHHbIX eauHuLl | a8 30 eaunun (n=30) AV<15,0 1 Bce 3Ha4YCHHUS n=10
coaepkaHus Xi YAOBJIETBOPAKOT HEPABECHCTBY AV =3,1
| M- Xi[<0,01 x L2 xM
KomuecrBeHHoe BOXX.
OIPENCIICHUE, MI Ot 90,0 Mr zo 110,0 mr 100,8
(90,0 % - 110,0 %) (100,8 %)
pebdaMMIuIa OT HOMHHAILHOIO CONEPXKAHUA il
MukpoOuonornyeckas Kareropus 3A.
YUCTOTA O6uiee umcno a3pobHBIX MuKpoopranusmos (TAMC) — | OOIIEe 9HCI0 a3po0HBIX MHKPOOpranu3mMoB (1AMC)
He Gonee 10° KOE/T. menee 10 KOE/T.
OG6ILIEE YHCIIO APONOKEBBIX H MIIECHEBBIX TPHOOB OO011ee 4MCII0 APOXKIKEBBIX U IUIECHEBBIX I'PUOOB
(TYMC) — ne 6onee 102 KOE/T. (F'YMC) menee 10 KOET.
Escherichia coli - orcyrctBue B 1 1 Escherichia coli orcyterByer B 1 T.
OnucaHue ynakoBKH [ITo 10 Tabneroxk B Oaucrep M3  IUICHKH | Tlo 10 Tabnetok B OmcTepe U3 TICHKH
MTOJTABUHUIXJIOPUIHOM/ MOJMBUHWIACHXJIOPUAHON | MOJHMBUHUIXJIOPUIHOW/ MOJMBUHUIIACHXJIOPUIHON
(IIBX/ IIBJIX) 1 altoOMHUHUEBOM (DOJIBIH. (IIBX/ [IBJ1X) u allOMHHUEBOH (DOJIBIH.

[1o 3 6aucrepa BMecTe ¢ uHCTpyKLMel no npumedenuio | Ilo 3  Omucrepa BMecTe ¢  HMHCTPYKLMEH 110

B Na4Ky KapTOHHYIO. | mpumenenuio (RU/10/24) B nauke KapTOHHOIA.
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TpeboBanuss HOpMAaTUBHOM
noxyuemaunu

MapkupoBka

Y CJIOBUSI XpaHEHMUS

He Tpebyer cnenumaibHbIX YCIOBUN XPAHEHMUS.

Ha 6aucmepe Ha pyCCKOM A3bIKE YKa3bIBaKOT:
- TOProBO€ HaWMEHOBAHUE IIpenapara cC
NPEaAYNPEAUTEILHOU MAPKUPOBKOH ®,

- TO3HPOBKY,

- HAUMEHOBAHUE JEUCTBYIOLIETO BEIIECTBA U
€ro CoIeprKaHue,

- JICKAPCTBEHHYID (OpPMY M KOJIMHYECTBO
Ta0JIETOK B OJIACTEPE,

- HAUMEHOBaHHE BJIaJEJIbLIA
per. yA0CTOBEPEHHUS,
- JIOTOTHII BJIaAE/bLA pEer. YAOCTOBEPECHHUS

(Ha aHTJIMHACKOM SI3BIKE),
- HOMEP CEpUH,
- CPOK 'OAHOCTH.

Ha kapmonnou nayke yka3biBaloT:

- TOProBO€ HAWMEHOBAaHHUE IIpenapara ¢
NpeaAYNPEAUTEILHON MAapKUPOBKOH ®),

- MHH,

- JO3UPOBKY,

- HAUMCHOBAHUE JCUCTBYIOLIErO BELICCTBA M
€ro CoJIepXaHue B OJIHOM Ta0NETKE,

- JIEKapCTBEHHYKW) (opMy H KOJMHYECTBO
TA0JICTOK B Ma4yke,

- «(BcnomozamenvHele sewecmea: MaHHHUTOII
U p., YKa3saHHbBIE B HHCTPYKIMHU 10O
[IPUMEHEHUIOY,

-  [pCAYNPCAMTC/IbHBIC  HaAMUCH: «He
[TPUMEHSTH 110 UCTEYECHUH CPOKA I'OJHOCTHU!»,
«XpaHUTh B HEAOCTYITHOM I AeTeH MecTe!»,
- CIOC00 NMPUMEHEHMUH,
- YCJIOBUS OTITYCKa,

- YCJIOBUS XPaHEHHS,

- HAUMEHOBAHUE
YAOCTOBEPECHHMS,

- aJIpec BJIaJieNiblia per. yJA0CTOBEPEHMS,

- HAUMCHOBAHMUEC T[IPOU3BOAMUTEJIA,

- aAp€C NMPOU3BOAUTEIIA,

- JIOTOTHII BjIaiejiblia per. yaoCTOBepeHus (Ha
aHTJIMACKOM SI3BIKE),

- HOMEp per. yA0CTOBEPEHHA,

- HOMEp CEpHH (Jara NPOU3BOACTBA BKJIIOYEHA
B HOMEpP CEPUH ),

- CPOK IOJIHOCTH,

- “H(popMaLMs i1 MOHUTOPUHIA ABMKCHMS

BJIaJIeIbLIA per.

JIEKAPCTBEHHOI'O npenapara OT
MPOU3BOAMUTENSA A0 KOHEYHOIO MOTPEOUTE NS,
- IITPUX-KOJ,

- KoA(bl) TUnorpadun, papmakoa(si).

Pe3ynbTaThl UCIIBITAHUM

Ha OMcTepe Ha pyCCKOM A3BIKE YKa3aHO:

- TOProBO€ HAUMEHOBAHME Ipenapara ¢ NpeaynpeauTeIbHON
mapkupoBkoit ® «KPEBATUT®»,

- 103upoBKa «100 My,

- HAUMEHOBAHUE JIEUCTBYIOIIErO BEIIECTBA U €r0 COAEPKAHUE
«100 mr pebamunuaay,

- JICKapCTBEHHas (popMa U KOJIMYECTBO TabJIETOK B OJIMCTEPE
«10 Tab1eTOK, NOKPLITHIX NJEHOYHOH 000J1049K0M,

- HAaUMEHOBAHUE BJIAJIEJIbIIA PErUuCTPALIMOHHOIO
yaocrosepenus «[MPO.ME/.LIC Ilpara a.o.»,

- JIOTOTHUII BJIaJ€/Iblia PErUCTPALlMOHHOIO YAOCTOBEPECHHUS (HA
AHTJIUMCKOM SI3bIKE),

- Homep cepum «1441125»,

- ¢cpok roaHoctu «I'OJAEH A0 102029».

Ha xapToHHOM nayke yka3aHo:

- TOProBO€ HAMMEHOBAHHUE Iperapara ¢ npeAynpeaAuTe/IbHON
MapkupoBkoii ® «kPEBATUT®»,

- MHH «pebamunun.

- 103upoBka «100 mr»,

- HAUMEHOBAHME JICHCTBYIOLIEIO BEIIECTBA U €0 COACPKAHUE
B oaHOM TadOnerke «1 TabJieTka, MOKPLITAS MJIEHOUYHOM
o6os04koii, conepxuTt 100 mr pebamunuaa»,

- JIeKapCcTBeHHas ¢GopMa M KOJUYECTBO TAONETOK B MaykKe
«30 Ta0J1eTOK, NOKPBITHIX NJEHOYHOH 000J104YKO0IHY,

-  «Bcnomozamensnble e6ewecmea: MAHHHTON MW Jp.,
yKa3aHHbI€ B HHCTPYKUHH MO NPHMEHEHHIO),

- MpEOyNpPEeAUTE/IbHBIE Hannmucu: «He mnNpuMeHATH Mo
MCTeYEeHHUH CPOKA rOAHOCTHU!», «XPAHUTHL B HEAOCTYNMHOM
AJisi aereii mecre!»,

- c1ioco0 nmpuMeHeHus «/Jisi npuemMa BHYTPb! ),

- YCJIOBHA OTITYCKa «OTNYCKAaeTCs no peuenTy.).,

- ycnosusi XpaHenus «He Tpebyer cneuuHaabHBIX YCJIOBHM
XpaHeHHUd. ),

- HaMMEHOBAHHUE BJIaZe/bLIa PErUCTPALIMOHHOTO
ynocroepenus «ITPO.MEJLIIC Ilpara a.o.»,

- aJpec BIaielblia PEerucTpalrMoOHHOIO VYIOCTOBEPEHUS
«Teaucka 377/1, Muxae, 140 00 Ilpara 4, Yeuwckas
Pecnybaukay,

- HaumeHoBaHue npoussoauTens «3A0 «3u0O-310poBbey.

- aapec npoussoaurens «Poccus, 142103, MockoBckasi
o0aacTs, . [lloaoabck, yi. Kejie3HOAOPOKHAS, d. 2,

- JIOTOTHUII BlaJenblia perucCTpalluOHHOTO YAOCTOBEPEHHUS (HA
AHTJIMACKOM SI3BIKE),

- HOMEP PEruCTPALIMOHHOIO YIOCTOBEPEHUSA
«JITI-Ne(001532)-(PI'-RU)»,

- Homep cepum «Cepusi: 1441125y,

- ¢cpok roaHoctu «l'oaen no: 10 2029»,

- uH(opMaLMs 118 MOHUTOPHUHIA IBHIKCHUS JIEKAPCTBEHHOTO
npenapara OT MPOU3BOJIUTENS 10 KOHEYHOTO MOTpeduTens:
«Data Matrix»;

«GTIN: 04650075360705»

«S/N:» ¢ yKkazaHWeM UHIAUBUAYAIBLHOIO CEPUATU3ALIMOHHOTO
HOMEpA Ia4KH,

- wrpux-koa «4650075360705»,

- konbl Tunorpapumn «I1-802-30-05-02», «11-802-30-03-02,
«RU/08/22», hapmakoabl.

CpOK roaAHOCTH
(CPOK XpaHEeHHUs!)

4 rona

He tpedyer cneumalbHbIX YCI0OBHN XpaHEHMUS.

4 rona

3akmrouenne: Jlexapcmeennwviti npenapam Pebazum

®

mabnemxuy, NOKpbimMbvle NAEHOYHOU 000N04KO,

100 me, Ne 30 cepuu 1441125 coomeemcmeyem mpeboBAHUIM 8 YACMU NPOBEPEHHBIX NOKA3amenel.

K. o. nayanbHMKa oTAEna KOHTPOJIS kayecTtBa benomeitiesa O. A.
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