CEPTU®UKAT CEPUU TOTOBOW NPOAYKLUU
(nekapcTBeHHbI@ Npenapatbi ANA MEAMUMHCKOrO npuMeHeHnsA) N 918

PeHranuH TabneTku AN paccachbiBaHns (KOHTYpHas AueinKkoBas
ynakoska) 10 x 2 (nayka KapToHHas)

HazsaHue, NeKapCTBeHHan opMa, pasMep YNakoeku

Crpana HasHavenus: POCCUA

Homep cepun: 7130721

[ata npoussoactsa: 02.07.2021

Cpok rogHocTn roger go:  02.07.2024

KonuuecTteo ynakosok B cepun: 30 446 Wt

Homep PY: JM-N (000032) - (Pr-RU) narva peructpauuu: 19,12.2019

HAO: ®CN 1n-N (000032) - (Pr-RU) - 191219 ot 19.12.2019

HacToawum A y40CTOBEPAID, YTO BCE CTaAWM NPOU3BOACTBA CepUn roTOBOW NPOAYKLUM
nNeKapcTBEHHOro npenapara AN\ MEAUUUHCKOrO NPUMEHEHUS BbINOMHANUCE B MOMHOM
cooTteeTcTBuUM C TpebosaHuamu GMP 1 perncTpayMoHHbIM OChE.




\f mebica

CEPTUOWKAT KAHYECTBA Ne 713

Hassanwne npenapara: «Pexranuu» Ne20
Cipana - npouasogurens: Poccuiickas degepauma
Homep peructpaunonore ygocrosepenus: NIN-N (000032) — (Pr-RU) ot 19.12.2019, cpok pgencTeun 4o 19.12,.2024 r,
[Hosuposka: cocras Ha 1 TaBneTky:

AeRcTByiOlUiMe BelliecTsa

AxTUTENA K BpaAUKMHIUHY aDdUHHO OunLLeHHble - 0,006

AHTUTENE K TCTAMIUHY atPUHHO OUULLEHHBIR
AnTtutena Kk mopduHy acdhUHHO OUYULLEHHbIE

- 0,006 r*
-0,006r"

BCNOMOraTensHole BelwecTsa:;

WaomansT

Lennwono3a MMKpOKpUCTANNMYECKaR

Maruus cTeapar

INumorHan kucnota GessogHan
KpemHua AMOKCHA KONNOKAHBIA

Linknamar Hatpus
CaxapuH HaTpua

0,506 r
0,0275r
0,0085r
0,005225 r
0,00275r
0,00275 r
0,000275 r

* HBHOCATCR Ha MIOMANET B BUAS CMECH TPEX BXTHEHLIX BOAHO-CNMPTCRLIX PasaeaeHni CyBCTaHUMM, PaIBeaEHHORA COOTRETCTREHHO B 100'%, 10&”, 100% pas.

TeopeTnueckan macca TabneTku

0,55r

[lekapcreenHan opma: TabneTku Ana paccackiBaHus
Paawmep v Tun ynaxosku: no 10 TaGNETOK B KOHTYPHOR AYEAKOBOA YNAKOBKE U3 NAGHKK NONMBMHUNXNOPUAHOA W DONBIY ANIOMUHUEBON.

Mo 2 KOHTYPHBIe AYEHKOBLIE YNAKOBKM BMECTE C MHCTPYKUMER No MeAULMHCKOMY NPUMEHEHMIO NOMELLAIOT B NayKy U3 KapToHa.
KonwyecTso ynakosok B cepuun: 30446 wr,

Homep cepuu: 7130721

QOara npoussogcrea: 02.07.2021

[lara oxoHuaruA cpoka FOAHACTY: roAeH Ao: 02.07.2024
Opuanyecknit agpec: OO0 «HM® «MATEPUMA MEOWKA XONAWHM», Poccus,
127473, r. Mockea, 3-# CamoreuHsii nep., 4. 9, Tenedon/cakc: +7 (495) 684-43-33
Aapec npou3soacTBeRHOR nnouagku: Poccus, r. Yensbuxck, yn. Byrypycnanckas, g. 54
Nvuenann: Ne 00432-N1C 02 cespans 2021 r., BbiaaHHas MUHACTEPCTEOM NPOMBILINEHHOCTH W TOproanu Poccuiickoi Pegepauun
PesynbTarsl gHanuaa:
MNMoka3zarenu TpeGosaHus NM-N (000032) - (PT-RU)-191219 Pe3ynbTaThl MCNbLITAHUA
Onucanne Tabnetkn nnockouunuHapuyeckol copmel, ¢ cackod, ¢|CooteeTcrayer.
PHCKOA HA ORHOW NNOCKOA CTOPOHE, € UeNbHbLIMKU KpaamK; | Tabnetkn NNOCKOUMNMHAPUYECKOR chOpMbI,
ot Genoro Ao noury Senoro usera. ¢ (backoit, C PUCKOW HA OAHOH NNOCKOH CTO-
Ha nnockoit cTopoHe C pPUCKOA HEHECEHE HAAMWCH | POHe, C UenbHeMU kKpasmu, Genoro useTa.
MATERIA MEDICA, Ha apyro# niockoit CTopoHe HaHeceHa | Ha nnockoi CTopoHe € PUCKOW Havecela
Haanuce RENGALIN. Hagnvce MATERIA MEDICA, wa apyroi
NAOCKOW CTOPOHE HaHeceHa Haanuck
RENGALIN,
MopnuHHOCTL KayecteeHHaa peakuus CO CMECbI0 nupokartexuHa | CooTeercTayer.

pactsopa 10 % c cepHOA KUCNOTOW KOHUEHTPUPOBAHHOMW.
[omxHo HabnioaaTees Po30B0e OKpalIMBaHUe.

Pacraop npuoGpeTtasT po3osyio OKpacky.

OpHopoaHOCTE Macchl
Tabnerox

MicnbiTaHne NPOBOAAT B COOTBETCTBMM C TPEBOBAHUAMMK

re Xil, 7. i, O®C.1.4.2.0009.15 «OaHOPOAHOCTE MAcChl
AD3UPOBAHHBIX NEKAPCTBEHHbIX hOPM»,

Honyctumoe OTKNOHEHWE MacChi OTAEnbHbIX TabneToxk or
cpeaHeit maccel AnA 18 us 20 TabneTok cocrasnsier + 5 %,;
AONYCTUMOE OTKNOHEHNWe Maccki OTAEenbHbiX Tabnetok oT
cpeaHei maccol AnA 2 u3 20 TabneTtok cocrasnaeT = 10 %.

Cpepnnn Macca; 0,550 r

Otxnoxenus: ot - 1,09 % go + 1,45 %.
CootsetcrayeT Tpebosanusm o Xill, . |l
0O®C.1.4.2.0009.15 «OaHOPOAHOCTL Macchl
AO3UPOBAHHBIX NEKAPCTBEHHbBIX GOPM».

PacnapasmocTs He Gonee 15 MUHYT C NDUMEHEHUEM AUCKOB. 6 MUHYT 12 CeKyHA.
UcnbiTaHue NPOBOAAT B COOTBETCTBUM € TpeBorakuamu CootsetcteyeTt Tpeboeanuam 'd X, 1. |,
re Xii, 7. 1l, O9C1.4.2.0013.15 «Pacnagaemocts Tabnetok | 0©C.1.4.2.0013.15 «PacnagaemMocTs
U Kkancyn», TafneTok u Kancyn».
Mukpobuonoruyeckas Meton 1. WcneitaHwe npoBoAsT B cooTBeTcTBMM C | Coortsercrsyert TpeBosanuam I® XIll, T. 1,
yucrora TpeGosamuamu @ XIIl, 1. |, O®C.1.2.4.0002.15| 0®C.1.2.4.0002.15 «Mukpobuonoruieckan

«MuxpoBuonoruueckas uucroras (kateropua 3A).

JucToTas (kareropus 3A):

ofuies Yncno aspoBHbIX MUKPOOPraHU3IMOB
—meHee 10KOEs 1T

obiee YNCNO APOHOKEBLIX ¥ NNBCHEBbIX
rpubos — meHee 10KOEB 1T1;

B 1 r oTcyrcrayoT Escherichia coli,
Pseudomonas aeruginosa, Staphylococcus
aureus, sHTepobBaxTepuu, yCToORUMBLIE K

wendu (merTon 1).
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Pe3yNbTaThl UCNLITAHWA

“Tloxasatenm TpeGosaxmua NN-N (000032) - (PM-RU)-191219
Ynaxosxa Mo 10 TaBneTok B KOHTYPHOR AYeitkoBoR ynakoske W3 |CooTseTtcTeyeT. |
7 NNEHKK NOMUBMHUNXNOPHAHON U dONbrk aNKMUHNEBON, Mo 10 TabneTok B KOHTYPHOR AYBAKOBORA
Mo 2 «KoHTypHble AWEHKOBbI® YNAKOBKM BMECTE C|YNakOBKe W3 NNEHKN NONUBMHUNXNOPUAHOR
MHCTPYKUMEH N0 MBAULMHCKOMY NPUMEHEHWIO NOMELLAanT B | ¥ (onbrk anioMUHUeBoH.
nauvky ua kapToHa. (Mo 2 KOHTYpHbIE AYRAKOBLIE YNAKOBKM
BMECTE C MHCTPYKUUER No MeauLUHCKOMY
NPpUMEeHeHWI0 MNOMELLieHbl B NaJKy W3
KapTOHA.
Xpanenne B 3aluilieHHOM OT CBETAa MecTe, npu Temnepatype He | CooTBercrayer.
(! Bhile 25 °C. B 3aWMLBHHOM OT CBETA MECTE, Npy
. TeMneparype He abuue 25
Mapkuposka Mapxupoeka NepeEMYHOR yNnakoaxkw CootseTcTByer. ;
Ha XoHTYpHOW AYeikoBOA YNakoBKe ykaibiBaioT: Ha3saHHe | MapKUpOBKa nepauyHOR ynakosku
npenapara, NeKapcTBeHHYI0 QopMy, HaMMeHOBaHWe Ha xoHTypHO## AyeikoBoi ynakoeke
NPOM3BOAMTENS W €ro TOBAPHBI 3HAK, HOMEp CepuK, CPOK | yKaaaHo: HaasaHue npenapara,
roaHocTH («fio...»). NeKapCTBEHHAA OPMA, HRUMEHOBaHME
i MapKupoBKa BTOPUYHOR yNakoBku NPOU3ROAWTENA U er0 TOBAPHLIR 3HAK,
| Ha xapToHHO nayke ykaablBalT: HAWMEHOBAHWE, HOMEp CepwW, CPOK foAHOCTY («/10...»).
' nouTtoBkIi agpec, Tenedor/(pakc ¥ TOBAPHBIA aHaK MapxupoBka a'ropm;uoﬁ ynaKkoBKk®n
NPOW3BOAMTENA, HA3BAHWE NpenapaTa, NeKapcTBeHHYK Ha kapToHHOl nayke yxa3aaHo:
chopMy, COCTaB, KONUYecTBO TaGneTok B ynakoeke, HaWMeHOoBaHNe, no“fronun aapec,
«Cnocof npuMeHeHUA U A03bi: CM. MHCTPYKUMIO NO Tenedor/hakc U TOBapHbIi 3HaK
MEeAULNHCKOMY NPUMEHEHWUIO BHYTPW YNakoBKW», YCNOBUA nponMaeoauTenn, Haqaaaua npenapara,
OTNyCKa, YCNOBUA XpaHeHUA, «XpaHuTb B HEAOCTYNHOM nexapcTeeHHan gopma, cocTas,
ANA peTeil mectex, aJleueHue Kawns», hapm-Koa xonw4ecTeo TabneTox B ynaxosxe, «Cnocob
(rpacbuyeckunit u uncposoit), Homep cepun («Cepus:...»), NPUMEHBHWA U Aoabj: CM. UHCTPYKLIMIO NO
Cpok roaHocTu («0AeH A0: ...»), AATA NPON3BOACTEA MEAULUHCKOMY NPUMEHEHWIO BHYTDU
(x[aTa nponas.: ...»), KHAHBMAYANbHLIA CepuiHLIA HOMeR, | YNaxoBkiU», YCNOBUA OTNYCKA, YCNOBUA
notpeburennckoll (BTopuuHoi) ynakosku («C.H.: ...»), XpaHeHWR, «XpaHuTh B HEAOCTYNHOM ANA
rnoBansHbiit Homep Tosapa GTIN («GTIN ...»), neted mecre», afleyeHue kawnns, dapm-
PerucTpaLMoHHbIR HOMEP, LUTPUX-KOA, CPBACTBO Koa (rpachuyeckuii W Unposoit), HOMep
uaeHTUdukauuK (2D Kog B MalnHOYUTaeMoi chopme). cepun («Cepua:...»), CPOK rOAHOCTH
(«loaeH go: ...»), AaTa npouasoacTEa
(«flata npow3s.; ... »), MHAUBKAYANbHLIA
cepuilibiit HoMep, noTpeGuTensckoi
(BTOpNuHOM) ynakoBku («C.H.: ...»),
rnoBanbHsiil Homep ToBapa GTIN («GTIN
... ®), PErMCTPALIMOHHBIA HOMED, WTPUX-KOA,
CpeacTBO naeHTHdWKauuv (20 koa B
MalwuHouMTaemol opme).
CpoK roAHoCTH 3ropa Coorsercrayer. |

: YKaszaHHan B HACTOALEM cepTudukaTe COPMA Npenapara cooTBeTCTRYET TpeGoBaHuAM nn-ﬂ (000032) - (PT-

RU}-1981218.

3agBNeHUS O COPTUDUKAUMK: STUM A CBUAGTENLCTRYIO, WTO NPMBEAEHHAR Bbille WH(OPMAaUMA AOCTOBEpHA 4 Touna. 3Ta cepun
npoayKuMM Geina npousseeHa (BKNIOYAR YNAxoBKY/MAPKMPOBKY) W KOHTPONb @@ KA4YBCTBA BLINONHEH B NONHOM COOTBETCTBAW C
npasunamy GMP # gocee cneuucbukaumid ans uccnepyemoro JIC. MpoTokonsl nponasoacTsa, ynaxomm W ananuaos Gbinu

PAcCMOTPEHB! 1 COOTBET

Havaneuk QKK:

fara: 123 aerycra 2021

e GMP ycraHosneHo.

Ceprugnrar kayectsa Ni713 o7 23.08.2021
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