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CEPTU®UKAT CEPUM FOTOBOW NMPOAYKLIUU
(neKapcTBeHHbIe npenapaThl ANnA MeauumuHckoro npumenenus) Ne 809

NMnasa TabneTky i paccacbiBaHna (KOHTYpHas s4eikoBas

yrnakoeka) 20 x 1 (na4yka KapToHHas)
Haszeauwe, nekapcreeHras opMa, pasmep ynakosku

Crpana Hasvadenna: POCCUSA

Homep cepun:  6260621-3

Dara npoussogctea:  17.06.2021

Cpok rogHocTn roger go:  17.06.2024

Konuuectso ynakosok B cepuv: 38 715 Wt

Homep PY: N-N (000026) - (Pr-RU) pata peructpauvu: 18.12,2019

HA: ®CM An-N (000026) - (PT-RU) - 201219 ot 18.12.2019

HacTosawmm s y40CTOBEPSIIO, YTO BCE CTaAuy NPOUSBOACTBA CEPUN rOTOBOW
NPOAYKUMW NEKapCTBEHHOro npenaparta Ans MeguLMHCKOro NpUMeHeH!A BbiMONHANUCH
B NOSIHOM cooTBeTcTBUMN C Tpebosanuamun GMP 1 peructpauvoHHbIM JOCke.

YnonHoMoveHHoe nuuo: Z. —{Kpoxuna E.B./
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CEPTUOUKAT KAHECTBA Ne 626-3

Hassauue npenapara: «<UMMA3A» Ne20
Crpana ~ npousgoaurent: Poccuiickan Geaepaunn
Homep perucTpaunchHore yaocroseperus: JIM-N (000026) - (PM-RU) ot 20.12.19, cpok aefictemn Ao 20.12.2024.
[Josupoeka: cocras (Ha 1rabnetiy):

HeiicTayiowme pewiecrsa:

AHTHTEna Kk 9HAOTenManbHON NO cunTaze atdurHo ounweHHsie 0,003

BCNOMOraTenbHbie BolUecTea;

Naxro3s MoHOTMApPaT
Liennianoaa MUKPOKPUCTAMNNYECKAR
Maruus creapar

0.267r
0,03r
0,003r

*HAHDCATCR Ha NAKTOSS! MOHOMWAPAT B BUAS BOAHO-CIMPTOBOR CMECH C cojemxaHKam He Bonee 10°'® Hrir aicruBHOR OPMb! ASFACTBYIOWIEIT BBLBCTRE.

TeopeTnyeckan macca TabneTka

0,3r.

TlexapcreenHan dopma: TabneTki ANA paccacuiBaHKA
Paamep W TN YNakoeky: no 20 TaGNETOK B KOHTYPHOH AYEHKOBONA YNaKcBKe W3 NNIEHKA NOAHBUHUNXITOPHAHOA 1 ¢honsrm anoMuHnesod,

10 1 KOHTYPHOR ANEIKOBOR YNAKOBKE BMECTE C WHCTPYKUMEH N0 MBAULYHCKOMY NPAMEHBHMIO NOMELeHs! B NaYKy 13 KapToHa.

Homep cepuu: 6260621-3

: 38715 wr.

Jara npouseoacTea: 17.06.2021

fara oxoHuaHWs cpOKa FORHOCTY: roAeH A0: 17.06.2024

IOpuausecknit anpec: 000 «HM® «Matepua Meauka Xonaudrs, Poccus,

127473, r. Mocksa, 3-it CamoTeunbiil nep., 4. 9, Tenedon/hakc: +7 (495) 684-43-33

Alpec npoussoacTeeHHON nnowaaky: Poccun, r. Yenabunck, yn. ByrypycnaHckan, a. 54

Nuuenaus: Ne 00432-N1C ot 02 centabpa 2021 r., BblaaHHan MUHUCTEPCTBOM NPOMBILUNGHHOCTH W TOproBnu Poccuiickoi ®aaepauwn

PeavneTarel ananme;

Moxkazavenn TpeGosanua ©CN I1M-N (000026) - (PI-RU) - 201219 PesynbTaThl MCNbLITANMA

OnucaHue Tabnetv NNOCKOUMNUHAPKYEcKoR (pOpMbI C pUckod M| TabneTk NNOCKOLMNMHAPWIECKON dopMbl  ©
cackoli, or Genoro 40 nouru Geroro ueeta. Ha nnockod |puckoil w dpackolt, Genoro useta. Ha nnockow
CTOpPOHE C PUCKOA HaHeceHa Haanuce MATERIA MEDICA, | cropone c puckoil HaneceHa Hagnuce MATERIA
Ha ApYroi NAOCKOA CTOPOHE HaHeceHa Hagnnce IMPAZA, MEDICA, 1a apyroil nnockoi cTopoHe HaHeceHa

Hagnuce IMPAZA.

NeanuHHOCTL PeakuWA Ha nakTo3bl MOHOTMAPET C MEAHO-TApTPaTHbIM | COOTBETCTBYST.
peakrneoMm (peaxtueom <denudra). Boinagaer ocagok
OpaHeBO-kPACHOro LBeTa,

PacnapaemocTn He Gonee 15 MuHyT. 3 MUHYTH! 13 cexyHa

WenbiTaHue NPOBOAAT B COOTBETCTBMM G TpebosaHuaAMu
re Xui, 7. ll, 09C.1.4.2.0013.15.

Coorsercteyer Tpefopanuam e Xil, 1. |,
09C.1.4.2.0013,15.

OAHOPOAHOCTL MACChI
Tabnertok

WeneiTaHKe NPOBOAAT B COOTBETCTBMM C TpeSoBaHUAMK

re X, 1. Il, 09C.1.4.2.0009.15.

[onycTuMoe OTKNOHEHME MAcChl OTAenbHuix TalneTok ot
cpepHei macest Ana 18 ua 20 TabneTok cocTaBnaeT + 5 %;
AONYCTUMOE QTKNIOHEHWE MaCChl OTABAbHBIX Tabnerok oT
cpenHei maccsl 4ns 2 ua 20 TabneTox cocrasnseT + 10 %.

Cpeannna macca: 0,300 r

OtknoHexnn: ot -1,00% gho +1,33%
Cooreercrayer TpeGosanuam ¢ Xii, 1. i
O®C.1.4.2,0009.15.

Mukpoburonoruyeckasn MeToa 1. McnoTaHue npOBOAAT B cooTeercTeMM ¢ | CoorBeTcTByeT TpeGosaHuam I® Xill, 7. |,
yucrora TpeGosanuamu I'd XIIl, 1. |, O©C.1.2.4.0002.15 (xateropus | OC.1.2.4.0002.15 (xaTeropua 3A).
3A). obLiee uucno aspobibiX MUKPOOPraHW3MOB —
meree 10KOEB 1T;
obLee YHCNO APONOKeRLIX W NNecHesbIX rpubos ~
menee 10 KOEB1T;
8 1 r orcyTeTByoT Escherichia coli.
YnakoBka Mo 20 Tabnetoxk B KOHTYpHOU AueiikoBol ynakoeke w3 |Coorsercrayer.
ANEHKM NOAMBUHANXROPUAHON ¥ honbri anoMuHkesoi. Mo | Mo 20 TaBneTox & kOHTYpHOI AuelikoroR
1 KOMTYpHO RYEHKOBOW YNaKoBKe BMECTE C WHCTPYKUMe | yNnakoBKe M3 NIISHKN NONMBMHWMXNOPUAHON W
N0 MEAMLMHCKOMY MPUMEHEHMIO NOMELaoT 8 navky 3 | chonbru anomunnesoi. Mo 1 KOHTYpHOR
KapToHa. AYeKOBOR YNakoBKe BMECTe C MHCTPYKUUER no
MEAVUMHCKOMY NPMMEHBHUI0 NOMBLLAIOT B navuky
M3 KapTOHA.
Xpanenwne Mpv TemnepaType He Boiwe 25 "C. CooTtsercrayer.
Mpu Temnepatype He Bhiwe 25 °C.

Ceprichuxar kavecraa NeS26-3 or 05.07.2021

Crparmua 1 w32




TpeBosanna ©CN NN (000026) - (PT-RU) - 201219 PesyneTatel MCALITAHWA
MapxupoBKa MapxupoBka NepBRYHOA YNaKkosku Coorsercreyer. |
Ha koHTYpHO# AMBAKOBOI YNAKOBKS yKASLIBAIOT: Mapxuposra nopwﬁmoﬁ YNEKOBKM
HauMeHOBaHWe npenapara, NeKapcTBaHHYIo (opMy, Ha xoHTYypHO# mkoaoﬁ YNaKOBKe YKB3aHO:
HaWMBHOBAHWE NPOUIBOAMTANA W 80 TOBAPHBIR 3HAK, HEUMEHOBAHWE NPANAPATA, IBKAPCTBEHHERA
HOMEp CapuK, Cpok rogHocTH («[0...»). GopuMa, HaUMEBHOBAHUE NPOUIBOAKTENA W Br0
MapxnpoBKka BTOPANHOR YNaKoBKu, TOBAPHLIA 3HAK, HOMED CEPUM, CPOK FOAHOCTH
Ha xapToHHOR navke yka3biBalT: HaumeHoBsaKue, agpec, | («go...»). ;
TenegoH/haxc NPOUIBOAUTENA K @ro TOBAPHLIA 3HAK, Ha KBpTOHHOR NAYKE YKa3aHD: HAUMBHOBAHNE,
HauMeHOBEHKE npenapara, HaMMeHOBaHWe npenapara aapec, TenedoH/dakc NPOMIBOAKTENA W ero
wpuditom Epaiing, nexapcreeHHyio gopmy, cocras TOBapHLI 3HaK, HAaMMeHOBaHWe npenapara,
npenapara ¢ yKalaHuaM HA3BaHUA W KONUMECTBA BKTHBHBIX | HRUMEHOBZHWe NpenaparTa wpndTom Bpaiina,
BOLECTB U HA3BaHKWA BCMNOMOraTenbHbIX BELLECTS, nexapcreexHan (hopma, COCTaB Npenapara ¢
konuuecTso TabnetTok B ynaxoeke, «Cnocol NPUMBHEHWA K | YKa3AHKEM HEIBAHWA U KONUMECTBA aKTHBHbIX
AO3bl: CM. HHCTPYKLMIO NO MEAWLIKHCKOMY NPUMEHEHUIO BBLLACTS W HAIBAHHUS BCNOMOTATRNLHBIX
BHYTPU YNAKOBKU®, YCNOBMA OTNYCKA, YCNIOBUA XPAHEHUA, | BOLLECTB, KONWHECTED TabneTox B ynakosxe,
«XpaHuTe B HEZOCTYNHOM NA aeTeil MecTes, «J/levenne «Cnocol npuuounuuu W AO3bl: CM. HHCTPYKUMIO
apexTunsHol AnchyHKLMND, HOMEp cepuy («CepUA: ...3). | N0 MEARLMHCKOMY NPUMEBHBHMIO BHYTPU
CPOK rOAHOCTH (sF0ACH A0:...3), DAPM-KO4 (rPAMNECKNA U | YNBKOBKMS, YCNIOBHR OTNYCKE, YCNOBHA XPaAHBHKUA,
undposoit). gara npouasoacTea («flaTa Npon3s.: «XPaHWTL B HAROCTYNHOM NA AeTell MecTes,
- 3),MHAVBURYBNbHDBIA COPUANBIA MOMEp NoTPeSUTeNnbCkol | alledenne IPEKTHALHOR ARCEYHKLAN, HOMap
(eTopuunof) ynaxosiy («C.H.....»), moBanbHeii Homep cepuu («Cepus: ...»). CPOK roaHoCTH («['oaeH
Tosapa GTIN («GTIN ...»), perucTpaLmoHHeIfi Homep, Ao:...»), bapm-xog (rpaq:mmn n yuchposoif).
WITPAX-KOR, CpencTBO ugeHTdhMkayum (2D xoa B A8Ta nponasoacTaa (x[laTa nponss.:
MalukrHouuTaeMoi hopme). <. D), MHANBRAYANbHBIA cepuilHbli Homep
notpebrTenncrolt (BTOPHYHOI) ynaxoBx
(«C.H.....»), rnoBansHbiit Homep Topapa GTIN
(«GTIN ...»), PErMCTPRUMOHHLIA HOMEP, LWTPMX-
KO, CPeACTBO naeHTU MKaunu (2D koa B
MALKHOMMTASMOR hopme).
Cpox rogHocTM 3roaa CooTBeTCTRYAT. |

KomMMeHTaDMY: YKaaaHHas B HAcTOALIEM COPTMGMKATE COPUA NPENAapaTa COOTBETCTRYST TPeSOBAHUAM wcrl NN-N (000026) - (PF-RU) -
201219

W 3TMM A CBHAETENLCTEYIO, YTO NPUBBAGHHAR BhILLE MHOPMALMA ACCTOBEPHA u mua 9Ta cepua NPoAYKLWKM
Guina mpowaseaeHa (BKMIOYAA YNaKoBKy/MapKUpOBKY) W KOHTPONL @@ Ka4eGTBA BLINONHEH B NONHOM COOTBETCTBUM C Npasunamu GMP u aocke
cneuncduxaumid ann wccnegyemoro JIC, MpoTokons NPOH3BOACTBA, YNAKOBKM W AHaNu3os Gbunn paccMoTpeHbl W cooreercTeue GMP
yCTaHoBNeKo.
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