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Z ‘.00000 396 59

CEPTUDUKAT CEPUU TOTOBOW NPOAYKLUU

(nekapcTBeHHLIe NpenapaTtsb! 4N MeAULUHCKOro npumeneHus) Ne 927

iMnasa TabneTtku Ans paccacbiBaHusa (KOHTYpHas syerkosas
ynakoska) 20 x 1 (nayka KapToHHas)

HazeaHue, nexapcreeHHas opMa, pasmep ynakosku

CrtpaHa HasHaqenns: POCCUSA

Homep cepuu: 8740620

Nata npouzsopctea:  04.06.2020

Cpok roaroctu roged go:  04.06.2023

Konuyectso ynakosok 8 cepun: 49 609 wT

Homep PY: J1M-N (000026) - (Pr-RU) Aata perictpayun: 18.12.2019

HO: @CN Nr-N (000026) - (Pr-rRU) - 201219 ot 18.12.2019

HacTosawwmm A yROCTOBEPSAID, Y4TO BCE CTafuv NPOU3BOACTBA CEPWM FOTOBOW
NPOAYKLUMU NeKapCTBEHHOro npenapara Ans MeAUUUHCKOro NPUMEHeHNs BbINONMHIMWCh
B NONHOM cooTBeTcTBUM C Tpebosannsamm GMP v perncTpaunorHbiM AocCke.







mareRria 7 mebica

CEPTU®UKAT KAHECTBA N2 874

Haasanve npenaparta: «UMMA3A» Ne20
Crpara — npoussoaurent: Poccuiickas degepauyus
Homep perucTpaunonHore yaocresepeHus: JIN-N (000026) - (PM-RU) ot 20.12.19, cpox percTeus Ao 20.12.2024.
Ooauposka: coctae (Ha 1TabneTky):
JencTteyiolue reulecTea:
AHxTuTena k 3HgoTenuansHoi NO cuHTase addunioe ovuwenHsie 0,003r"
BCNOMOraTeNbHbLIe BelleCTRA:

NakTosel MOHOrMApaT
Lienmonoaa MUKDOKpUCTaNnnuueckan
Marnus creapar

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

"HAMGERTCR HA NEXTO3LI MOMOMMARST B BIAE BOAHO-CIMPTOBOI CMBTH ¢ conepwarnem He Gonee 10" Arir akTvBHOR hoPME! QERCTEYIILIEIO BAWOCTEA

TeopeTnyeckan mMacca Tabnetku

0,3r.

lexapcTeerHan popma: TabneTku ANA paccacsiBaHuA

Pasmep u tun ynakoeky: no 20 TaBNeTOK B KOKTYPHON AYEHKOBOW YNAKOBKE M3 NNEHKW NONUBUHUNXNOPWAHOA U (PoNbru antMUHWEBON.
no 1 KOHTYPHOR AYEAKOBOR YNAKOBKE BMECTE C MHCTPYKUMER N0 MEeAULUMHCKOMY NPUMEHEHWUIO NOMELLEHDL! B NaYKy U3 KapToHa.

Konu4ecTso ynaxosok B cepun. 49609 wr.

Homep cepuu. 8740620

Oara npouascacrea: 04.06.2020

L[aTa oOKOHYaHUA CpoKa roAHOCTU: rogen Ao: 04.06.2023

Hopwandeckui agpec. OC0 «HIMN® «MaTepua Meauka XONAUHTY, PCCCUA,
127473, r. Mocksa, 3-i CamoTeuneit nep., A. 9, Tenedow/caxkc: +7 (495) 684-43-33

AAPEC NPOU3BOACTBEHHOW Nnowaaky: Poccus, r. YenabuHck, yn. byrypycnaHckas, 4. 54
Nuueraun: Ne 00432-71C ot 03 centabpa 2019 r, BolaarnHas MUHUCTEPCTBOM NPOMEIWNEHHOCTY 1 Toproenu Poccuiickon ®egepayun

PeayneTatel ananuaa:

Nokaaatenw Tpe6osanusa ©CIN NIN-N (000026) - (PI-RU) - 201219 Pe3ynbTaTbl MCNLITAHUA |
[Onucanue TaBneTk NNOCKOUMAMHADUNECKOW (DOPMsl C PUCKOA M| TABNETKW NAOCKOLMNWHAPWYECKOR opMel C |
i tackonn, or Benoro ago noutn Bencro ueeta. Ha nnockoi | puckoit u chackow, Genoro uyseta. Ha nnockod |

CTOpOHE C pUcKoW HaHeceHa Haanwce MATERIA MEDICA, | cTopoHe C puCKoW HaHeceHa Hagnuce MATERIA
‘ Ha ApYroi NAOCKOW CTOPOHE HaHeCeHa Haanuce IMPAZA, MEDICA, Ha Apyrod NNockow CTOPOHE HaHeceHa
| . |Haanuce IMPAZA
'HOLU'!HHHOCTI: Feakumn H2 naxkTo3bl MOHOrMapaT € MEeAHO-TapTpaTHbIM COOTBETCTBYGT. o
| peakTueom  (peaktueoM @enudral. BeinagaeT ocagok
i OpaHXeBO-KpacHOro UBeTa. ;
' PacnapgaeMocTe He Gonee 15 MuHyT. 2 MUHYTbi |

WcnbiTaHue NpoOBOAAT B COOTBETCTBUMW € TpebosaHuaAMM
e Xill, . 11, 0®C.1.4.2.0013.15.

O®C.1.4.2.0013.15.

OAHOPOAHOCTE MAcChl
TabneTok

WeneiTaHue NpoOBOART B COOTEETCTBUU C TpeboaaHusmMu

re Xil, r. 11, 0©C.1.4.2.0009.15.

[onycTumoe OTKNOHEKWEe Macchl OTAENbHbIX TabneTok oT
cpeaHed maceel Ana 18 u3 20 TabneTok cocrasnseT £ 5 %;

cpeaHel Maccel Ana 2 w3 20 TabneTtok cocTaenaeT + 10 %.

ACNYCTUMOE OTKNOHEHWE MacChl OTAENbHLIX TabneTtok oT |

CpeaHssa macca: 0,301 r

OTknoHenus: oT -1,00% ac +133%

O®C.1.4.2.0009.15.

Coorveercteyer TpeGoeanwam @ Xl 1 0

Cooreevcrayer Tpebosanwam @ XL 1 I

Mukpobuonornyeckan MeToq 1. WcneiTaHue nNpOBOART B COOTEETCTEBEM C | COOTBETCTBYyeT Tﬁé"c")oaauhggﬁhﬁlllﬂ T
| §mMcTOTa TpeBosanusmu D XIll, 7.1, O®C . 1.2.4.0002.15 (kateropua ODC.1.2.4.0002.15 (kaTeropus 3A)
| 3A). obujee Uneno aspobHbIX MUKPOOPTaHU3IMOE —
i meHee 10 KOEB 11 i
| oBlies YMCNo APOXOKEBLIX U NNecHeesix rpudos —
E meHee 10 KOE B 1 1
B 1 r oTcyTCTBYNT Escherichia coli
EYnaxosﬁa Mo 20 TtaGneTok B8 KOHTYpHOW s4eikoson ynakoeke u3|CooTtseTcreyer.
| NAEHKW NONWBUKUNXNOPUAHOR K honsr anoMunuesod. Mo [ Mo 20 TaBneTok B KOHTYPHOR AYEAKOBOR
| 1 KOHTYPHOR AYEAKOBOW yNakOBK2 BMECTE C WHCTPYKUWEW | YNAKOBKE W3 NNEHKW NONUBUHUMXNOPWAHON

I no MEAWUMHCKOMY NPUMEHEHWIO NOMELWanT B8 nadky w3 | donery anlomuHuesoi. Mo 1 KoHTypHoR
KapToHa. | A4EHKOBOI YNaKoBKE BMECTE C UHCTPYKUNER No
| MEAMUMHCKOMY MPUMEHEHMID NOMELUAKT B Nauky

| W3 KapToHa. -
%Xpanenue MMpu TemMneparype He Bbille 25 'C. CooTveeTcrayeT.

R

Mpw remrepatype we sbiwe 25 °C.

LepragiredT ka4ecTea Neg74

or 30062020
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TpeGosanus ®CMN NMN-N (000026) - (PM-RU) - 201218

PESynhTaTbl WUCNbITARWA

MapxupoBka

MapxupoBka nepaudHOn ynakosku

Ha KOHTYpHOW AYEWKOBOW YNaKkoBKE YKA3bIBAKCT!
HaUMEeHOBaHIE Npenapara, NeKapCTEeHHYI opMYy,
HAaUMEHOBEHUE NPOUIBOAWMTENA ¥ EI0 TOBAPHbIA 3HAK,
HOMEP Cepuk, CPOK rogHocTd (¢fo. .»}.

MapkupoBKa BTOPKUYHONA YNAKOBKK.

Ha KBpTOHHOW NauKe yka3nlBalT. HaUMeHOBaHKe, aapec,
TenecdoH/dakc NPOU3IBOAUTENRA W €ro TOBAPHbLIA 3HAK,
HAaWMEHCBAHWE NPenaparTa, HawMeHoEaKue npenaparta
wpuchTom BEpaina, nekapcTeeHHyO opmy. cocTas
npenapara C yKalaHneM Ha3BaHWA ¥ KONu4ecTea akTUBHbIX
BELUSCTE U HA3BAHMA BCNOMOraTENbHbLIX BEUECTB,
konuwdecTao TabneTok B ynakoeke, «Cnocot npUMEHeHUA »
AD3bl; CM. MHCTPYKUWIO N0 MEBAMLMHCKOMY NDUMEHEHUIO
BHYTPM YNakosKU», YCNOBWA OTNYCKE, YCNOBUA XPAHEHUA,
«XpaHuTb B HEAOCTYNHOM A AETel MecTes, «JledeHue
3IDEKTHNLHOW AMCYHKUWMS, HOMEP cepun («Cepua. .. »).
cpok roaHocTu («Moaekr fo:...»), hapm-koa (rpadudeckun u
uMchbpoBOit). AaTa npouascacTea («[aTa npouss.:

... 0}, MHANBUAYaNbHEIA CEPUAHBLIA HOMEP noTpebBuTensckon
(BTOpPU4HON) ynakoskn («C.H.....»), rnobancHeii HOMEpP
Toeapa GTIN («GTIN ...»), percrpaumroHHsIi HOMEp,
WTPMX-KOA, CpeacTeo uaerTugmkauum (2D kog 8
MalwmHoynTaemaoin hopme).

' Cpok rogHocTH

KommeHTapuu: YkaszaHHaa B HacToAWeM ceprudukaTe cepus npenaparta cootsercrayeT Tpebosanuam ®CM NN-N (000026) - (PT-RU) -

201219

3aseneHve o cepTudbukayuu: STUM A CBUABTENBLCTBYIO, YTO NPUBEASHHAR BbiLe WHGMOPMaUMA 4OCTOBEPHA W TOuHa. 3Ta Cepus Npoaykumu
Bbina NpoW3EeAeHA (BKNONAA YNAKOBKY/MapKUPOBKY) W KOHTPONL €8 Ka4ecTaa BbiNONKEH B NONHOM COOTRETCTEUM C npasunamu GMP u jocke
cneundukauuin Ana uccneayemoro NIC. MNpoTokonbi NPOWM3BOACTBA, yNakoBKM W aHannaoe Bbinu paccMmoTpeHsr U cocteBeTcTtEne GMP

yCTEHOBNEHO.

Hauansxuk OKK:

Oara. 30 wions 2020

Ceprudinar ravacTaa Na874

CooTeeTtcTByeT.

MapkupoBKa NeperYHON YNaKoBKA

Ha KOHTYPHOM R4ERKOBOW yNaKoBKe yKalauo
HauMeHOBaHWe npenapara, NekKapCTEeHHas
hopma, HaUMeHO2aHUE NPOUIBOAUTENA W &ro
TOBAPHLIA 3HAK, HOMED CEPMM, CROK FOAHOCTH
(«Bo. »)

Ha xapTOHHOW Naqke yKa3aHo: HauMEHOBAHWUE.
aapec. TenedoH/haKkc NPOUIBOAUTENS U ero
TOBaprlﬁ 3HaK, HauMeHOBaHWe npenaparta
HaumeHoBaHue npenapara wpnTom Bpains
nekapcTeeHHans dopMma, COCTas npenapaTta ¢
YKa3aHUeM HA3BaHUA U KONWHECTB2 aKTUBHbIX
BELUECTB W HA3BAHUA BCNOMOTATENLHbBIX
BELECTB, Konw4ecTao TabneTok B ynakoeke
«Cnocob npMMEHEHUA ¥ A03bi: CM. MHCTRYRUKMIO
N0 MEAULMHCKOMY NPUMEHEHWO BHYTDH

«XpaHuTL B HEAOCTYNHOM NA AETeR MecTen
«fledeHre 3peKTUNLHON AUCDYHKUMKUY  HOMEpD
cepumt («Cepun. . »). CPOK rogHocTy («loaeH
A0:...»), hapm-koa (rpadhuueckuit  undposoit)
AaTa npov3BoACTBa («[aTta npownas,

... »),AHANBUAYBNbHLIA CEPUIHBIN HOMEPR
noTpebuTensCkon (BTOPUYHON) YNaKoBKy
(«C.H.:...»), rnoBansHbiin HoMep Tosapa GTIN
(«GTIN . ») perucTpauvoKHbil HOMEP, WTPWX-
koA, cpeacreo naenTudukaunn (2D koa &
MawuHo4uTaemon popme)
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ynaxkosku», YCNOBUA OTNYCKA, YCNOBUA XPAHEHUA,




