MAareria Y meoica ulm W ﬂ mg

2200000 437549

CEPTU®UKAT CEPUM FOTOBOW NMPOOYKUUU
(nexapcTBeHHbI® Npenaparthbl ANA MeAUUNHCKOro npumeHeHns) Ne 787

MponpoTeH 100 TabneTku ana paccacbiBaHus (KOHTYpPHas S4YekoBas
ynakoska) 20 x 2 (na4ka KapTOHHas)

HaapaHue, nekapcreeHHas opma, pasMep ynakosku

Ctpana HasHauenns: POCCUSA

Homep cepuu: 6290621

Dara npoussogctea: 18.06.2021

Cpok rogHocTi rogeH go:  18.06.2024

KonvyecTso ynakosok B cepuu: 24 598 wt

Homep PY: fIM-N (000034) - (Pr-RU) nata peructpauum: 20.12.2019

HA: ®Cr 1n-N (000034) - (Pr-rRU) - 201219 ot 20.12.2019

HacTosiumm st yA0CTOBEpPSIo, YTO BCe CTagun NPOU3BOACTBa CEepUn roTOBOW
NPOAYKUMW NEKapCTBEHHOro npenapara Ans MeEAULMHCKOro NPUMEHEHUsA BbINONMHANMUCH
B NONHOM cooTBeTcTBUM ¢ TpeboBaHuamu GMP v perncTpauUoHHbIM 4OCke.

YnonHomoueHHoe nNuuo: %I@omua E.B./

[ata noanucaHws: 02.%211%::.
[
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CEPTU®UKAT KAYECTBA Ne 629

Haseanwe npenapara: «MPONPOTEH-100» Ne40
Crpana - nooussoautens: Poccuiickan desepaumnn
Homep pervcTpauvouroro yaoctosepenus: NIN-N(000034) - (PT-RU) ot 20.12.2018, cpok aeilcTana Ao 20.12.2024 r.

Doawposka: cocTae (Ha 1 Tabnerky):
AeRCTBYOLIME BELLeCcTBa:

AnTuTena K MoarocnsLucmueckomy Genky S-100 aththuHHO ouMLyeHHeie - 0,003 r*

BCnomoraTeneHbsie Bewecrsa.

Nakro3bt MOHOrMAPAT
Llennionosa MUKpoKpUCTannuJeckan
MarHus creapar

TeopaTuueckan Macca Tabnerkun

0,267 r
0,03r
0,003 r
03r

*HBHOCRTCR HB NBKTO3bI MOHOTWGPAT 6 BHAB BOAHO-CIMPTOBOM CMECH G GOABpXaHNaM Ko Bones 107'™" Hrir akTuBHOR hopMbl AERCTBYIOLIBND BeUISCTEE

Nexapcreenyas dopma: TabneTkn AN paccacsisaHus
Paamep ¥ Tun ynakoaky: no 20 TaBNETOK B KOHTYPHO!N AYEAKOBOR YNAKOBKE W3 NNEHKN NONMBUHWIXIOPWAHOA K DONLIN ANIOMUHNBBOA.

To 2 KOHTYPHbI® AYSAKOBLI® YNAKOBKM BMECTE C UHCTPYKLMER NO MeANLWHCKOMY NPUMEHEHWIO MOMELLeHb! B NaYKy 13 KapToHa.

KonuuecTBo ynakoBok B cepuu: 24598 wr
Homep cepuw: 6290621.
W : 18.06.2021
Dara oxon4anuA cpoka ropnooTy: rogeH Ao: 18.06.2024
Oouauseckuil agpec: 000 «HMP «Mavepua Meauka Xonaunrs, Pocous,
127473, r. Mockea, 3-# CamoteuHslil nep., 4. 9, Tenedon/dakc: +7 (495) 684-43-33
Azpec npouascgcTeenHol nnowanku: Poceus, r. YenaGunck, yn. Byrypycnaxckas, 4. 54
[uuenaun: Ne 00432-1C ot 02 despann 2021 r., BbiaaHHan MUHICTEPCTEOM NPOMBILUNEHHOCTH W TOproBnk Pocciiickol ®eaepauuy
Pesyneratsl asanusa:
Mokasavenu TpeGosanua JIN-N(000034) - (PT-RU)-201219 Pe3yneTaTel UCMLITAHWA
Onucanue TaBnetkm NNOCKOLMNWHAPMMECKOW (opMbl, € PWCKOR ¥ | TabneTku nnocxouMnnHapUdeckoll dopMel, ¢
chackoi, oT Benoro a0 nouru Genoro ugeta. Ha nnockoid | puckod u chackoli, Genoro usera. Ha nnockoi
CTOpOHE C PUCKOW HaHecewa Haanuce MATERIA MEDICA, | cropoHe € pPHMCKOW HaGHeCeHa Haanuce
HA Apyrokt nnockol cropoRe Hadecera Haamuce | MATERIA MEDICA, ua ppyroi nnocko#
PROPROTEN 100. cTopoHe HaHeceHa Hagnuce PROPROTEN
100.
NopnuHHoCTE Peakuws Ha nakTo3bl MOHOTMAPAT G MegHo-TapTpaTtHeiM | CooTBeTCTBYET.
peaktuBoM (peakTusom Denuura). BbinagaeTr ocapok
OpaHKeBO-KPACHOTo LiBETa.
OQHOPORHOCTL MAcChl | VICNbITaHKE NPOBORAT B COOTBETCTBMM C TPeGORaHMAMA Cpepnns macca: 0,300r
rTaGnerok ro Xiil, 7. I, 0®C.1.4.2.0009.15. OTKNOHEHUA: oT - 1,00 % a0 + 1,00 %.
JlonycTUMOE OTKIIOHEHUME Macchi OTAeNbHLIX Tabnetok ot | Cootsercreyer tpeGosanmam [® XL 7. II,
cpeaHei maccel Ans 18 ua 20 Tabnerok coctapnnaet £ § %; | O%®C.1.4.2.0009.15.
ZNONYCTUMO® OTKNOHEHWE Macchl OTAenbHuiX TabneTok oT
cpepHed maccbl Ans 2 ua 20 TabneTox cocrasnneT + 10 %.
 PacnapaemocTh He Gonee 15 MUHYT. 2 MUHYTBI 27 ceKyna
VicnsiTaHne NPOBOAAT B COOTBETCTEMM ¢ TpeSosaHuamu D | CootBeTcTayeT Tpebonannam I'd XIil, 7. I,
Xiiy, 7. 1l, O®C.1.4.2.0013.15 Q®C.1.4.2.0013.15
MuxpoGuanoruueckan MeTon 1. VienwTaHue npoBopstT B cooveetcTeMM ¢ | Coorsetcrayet tpeGosanuam [P X, 1.1,
uMecroTa TpeGosanuamu M Xili, T. I, O®C.1.2.4.0002.15 (kateropus | O®C.1.2.4.0002.15 (kareropun 3A):
3A). obwee YUCno aapobHLIX MUKPOOPTaHNIMOB —
meHee 10KOEB 11
obLLes YUCNO APONOKEBLIX W NNIECHEeBbIX
rpubos — mexee 10 KOEs 11,
a 1 r oteyreTaylior Escherichia coli.
Ynaxoska “Tlo 20 TabrieTok B KOHTYpHOW AueitkoBOW ynakoske W3 | CoOTBeTCTBYeT.
NNBHKA NONUBMHANXNOPWAROA U (DONBIM ANOMUHNEBOR.
Mo 2 KOHTYpHbie sAYEKOBbLIE YNAKoBKM EBMecTe C
MHCTPYKUMER N0 MEAMLIMHCKOMY NPMMEHEHHI0 NOMELWaT B
navKy W3 KapToHa,
Xpaneunue Tp# Temnepatype He Bbilua 25 'C. CooTsercTayer.

Ceprwdwxar xavecrsa NeB29 or 30.06.2021

Crpanvye 1wa 2




Moxazarenu TpeGosannn JIN-N(000034) - (PT-RU)-201219 Pe3ynbTaThl WCNLITAHKUA

Mapxnposka Mapkuposka neperuHOR ynakoskv Cooteercreyer.
Ha koHTYypHO# A4eRkoBoi ynaxoBke ykassizaior: Mapxupoeka nnplw*non ynakoaxu
HAUMEHOBAHUA NpenapaTa, NeKapCTBeHHYI0 OpMy, Ha KOHTYPHOA AueitoBol ynakoske
HAMME@HOBAHHE NPOUIBOAUTENA U Br0 TOBAPHLIA aHaK, YXa3biBaloT: HauMeHOBANNE Npenapara,
HoMep cepui, cpok rogHocTy («o...»). NexkapcTBeHHYIO d:obuy. HaUMBHOBaKWE
Mapkuposka BTOPUYHOM YNAKOBKN, NPONSBOAVTENA K 01§a TOBAPHBIA 3HAK, HOMep
Ha kapTOHHON nauke yKa3biBaloT: HauMeHOBaHUe, aapec, capuu, cpok roaHocTH («flo...»).
Tenedon/dake NPOMIBOAKTENA U €r0 TOBAPHDBIA JHAK, MapXvpOBKa RTOPH4HON YNaKoBKi.
Ha3BAHWE NPENapaTa, N1exaPCTREHHYI hopmy, COCTaB Ha xapToHHOA nave yxasbsaioT:

npanapara ¢ yKasaHrneM HasBaHMA M KONW4YeCTBa axTUBHbIX

ey, e e ' HaumeHoBaHWe, a4pec, TenedoH/thaxc
KONKYECTBO TABNETOK B yNaxoske, «Cnocos npumenenua y | "POMIBOAWTANA U 6rD TOBAPHBIA IHAK,
AO3BI; CM, NHCTPYKLMIO MO MEAWLIMHCKOMY NPUMEHEHWIO Ha3BAHWE NPBNapaTs, NexapcTaeHHylo
BHYTPM YNGKOBKH», YCNOBUA OTMYCKA, YCNOBUA XPaHEHWA, ¢opMy, cocTas npenapaTa ¢ yxasaHuem
«XPaHUTL B HBAOCTYNHOM ANA AeTel MecTes, «TIPOABNAET | HASBAHWA W KONWYEBCTBA AKTMBHBIX BELLECTS I
NpOTUBOANKOronbtoe AeACTBHEN, thapM-koA (rpachuvecmil | HassaHWA BCNOMOraTenbHBLIX BELSCTS,
r !Iﬁ:%p:aoﬂ), H;:!lep cepuy («Cepun: (‘ﬁ; :P::o“m:"m) KonMuecTRo TaBneTak a ynaxonke, «Criocob

« A0:...»), AATa NPOKIBOACTBA («[laT 8. ...3), |
WHAWBHAYANLHBIA CepHAHbIA HOMEP NOTPEBHTeNbCKOA MESMRRESIHI 3 RORKE OO, MATTRYRN 110
(8TOpMuHOI) ynaxosky («C.H.:...»), rnoBansHeiil HOMEp MBAKLMHCKOMY NPUMEHBHMIO BHYTPH

Tosapa GTIN («GTIN ...»), perucTpaunotHbil Homep, ynakomkus, yGriosus oTnycea, ycrosua
LUTPUX-KOA, CPACTBO uasHTubUkauuu (2D koa B XPaHEHUA, «XDAHUT B HEZOCTYNHOM AN
MawuHoynTaemoi opme). Aetell mecren», «MpoasnaeT

NPOTMBOANKOIONbHOS AeiiCTBKEY, thapM-KOg
(rpacbiwecku M UWDPOBOIA), HOMEp CepuM
(«Cepun: ...»), cpok rogHocTy («logeH

A0C:...»), AGTA NPOMIBOACTBA («[laTa NpONas.:

+o #), RHAHBHAYANLHBIA COPUAHBIA HOMEp
notpebuTenscxoil (BTOPUYHON) ynaKosxu
(«C.H.....»), rnofaneHeik Homep ToBapa GTIN
(«GTIN ...»), pomcrqluuomuﬂ HOMep,
WITPUX-KOA, CPeACTBA AGHTHMKAUWN (2D

Kon B Mnmuuouwraeuoﬂ cdopwme).

"Cpok roaHocTH 3 ropa CooTteetcrayer.

KoMMeHTapM): YKasaHHaR B HACTORUIGM CeprudKUKaTe CEpPMA Npenapara CooTReTCTBYET TPOGOBAHUAM nn—u(namml (PT-RU)-201219.
SanpneHue 0 cOpTHDUKAUMN: STM A CBUASTENLCTBYIO, YTO NPHUBEABHHAR BLILIG MHOPMALINA AOCTOBERHA M ToyHa. 3Ta CapiA NPOAYKUMM
Gbina npoulsageHa (BKNIONAA YNAKOBKY/MAPKHPOBKY) M KOHTPONb €8 KavyecTBa BbiNoNHeH B NONHOM cocrurmuu ¢ npasunamn GMP n
Aocke cneundukaumui ana nceneayemoro J1C. MipoTokons! NPOMABOACTEA, YNAKOBKM U BHANW30B Obiny paceumpnuu u cooTaeTcraue GMP
YCTaHOBAEHO. |

Hauanshik OKK: Kapnosa E.A.
Qata: 30 wons 2021
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