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CEPTU®UKAT CEPUU rOTOBOW NPOOYKLUUU
(nekapcTBeHHbIe Npenaparsbl 4NA MeAUUMHCKoro npumeHenus) Ne 14

AHadepoH, TabneTku ana paccacbiBaHust (KOHTYpHas siuenkoBas
ynakoBka) 20 x 1 (na4ka KapToHHas)

HaseaHue, nekapcteeHHas popmMa, pasMmep YNakoBKu

Ctpana HasHauenns: POCCUSA

Homep cepun: 16821220

[arta npoussogcrea:  20.12.2020

Cpok rogHocTv roged ao:  20.12.2023

Konuuecteo ynakosok 8 cepun: 49 620 wT

Homep PY: JIM-N (000023) - (PT-RU) Aata peructpauuu: 17.12.2019

HO: ©Cn AnN-N (000023) - (Pr-RU) - 171219 ot 17.12.2019

Hacrosawmm s yaocToBepsio, YTo BCE CTauM NPOU3BOACTBA CEPUU FOTOBON
npoaykuuMn nekapcrBeHHOro npenapara gna MmeuumMHCKOro npumMmeHeHnA BbiNONHANUCH
B NONHOM cooTBeTcTBUM ¢ TpebosaHuamu GMP 1 perucTtpauMoHHbIM AOCHE.

YnonHoMmoveHHoe nuuyo: ?9

[ata noanucaxus: 11.01.2021
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CEPTUOUKAT KAYECTBA Ne 1682

Haseanwe npenapara: «tAHA®EPOH» Ne20
Crpana - npoussogutens: Poccuiickan dejepauun
Homep pervcTpauuorHore yaccTosepenua: JIN-N(000023) - (PT-RU) ot 17.12.2019, cpox geRcTaun 4o 17.12.2024 r,
Oo3upoBka: cocTas Ha ofHy TabneTxy:
BKTHBHbI® KOMTOHeHT LY

AnxTuTena k ramma WHTepthepoHy 4anoseka athuHHO ounilensie 0,003 r*
ECnoMoraTenuHble BEeWecTea:

NaxToab MOHOrMARET 0,267 r
Uenninoda MUKpOKpHCTannu4eckan 0,03r
Marnwa creapar 0,003 r
Teopetuueckas macca Tanertku 0,3r.

*HAHOCATCH HA NAKTO3sI MOMOTWIPAT 8 BHAS BOLHO-CNNP

A Emecu ©

JlexapcTegnnan dopma: TabneTku ANA paccacbiBaxinA
Paamep ¥ TuD ynakoskn: no 20 TaBneToK B KOHTYPHOR RUEHKOBON YNAKOBKE U3 NNEHKW NONMBUHANXNOPHAHON ¥ ONbri aNIOMUHWEBOR,
ne 1 KOHTYpHO! AYEAKOBOR YNaKoBKE BMECTE C UHCTRYKLMeR N0 MEAWLIMHCKOMY NPUMEHBHWIO NOMELUSHE! B NaJKy U3 KapToHa.

KonuuecTso ynaxoBok B cepwu: 49620 wr.

Homep cepuu: 16821220

Oara npow3goactea: 20.12.2020

flata oxoH4aHWR COOKE FOAHOCTH: roAeH Ao 20.12.2023

Qpuaudeckuit agpec: 000 «HIMNP «Marepua Meauka Xongukr, Poccus,

127473, r. Mockaa, 3-t CamoTeunslil nep., 4. 8, Tenedon/darc: +7 (495) 684-43-33

: Poccus, r. YensGunck, yn. Byrypycnanckas, 4. 54

e Gonee 107"® Hrir axTveHOR (hopMLI ASRCTBYIOWIErO BBWLBCTRE.

Aapec npou3BoACTEEHHONH NNOWAAKN
Nuuenann: Ne 00432-M1C o1 03 centabpa 2019 r., BaiganHan MUHUCTEPCTROM NPOMBILINENHOCTY | TOProBnk Poccuiickoih Peaepauvn

PeaynsTarsl aHanuaa:

MchbiTanue NPOBOAAT B COOTEETCTBMM ¢ TpeGoBaHuAMK
re X, 1. I, O9C.1.4.2.0013.15

TMokazarenu TpeGosanun NMN-N(000023) - (P-RU)-171219 T PeaynLTaThl NCNBITAHWRA
Onucanue Tabnerku RNOCKOUMNUHAPKYEcKOR dopmbl, ¢ puckod u | TabneTkw nNoCKOUWNWHAPKYECKOd OopMbI, C
chackoit, or Genoro Ao noytu Benoro useta. Ha nnockoit | puckodt u chackod, Genoro usera. Ha nnockod
cTopoHe ¢ puckoil HaHeceHa Haanuce MATERIA MEDICA, Ha | cTopoHe ¢ pUCKOA HaHeceHa HaANUChL
APYroit NnockoR cTopoHe HaxeceHa Hagnuce ANAFERON. MATERIA MEDICA, Ha apyro# nnockod
CTOpPOHE HaHeceHa Haanuce ANAFERON.
NoanuHHOCTL Peakunn Ha NaKTo3bl MOHOMMAPAT € MeaHo-TapTpaTHeiM | CooTseTcTeyeT.
peaxtusom (peaxrueom Qenuura). Beinagaet 0CaaAoK
OpaHXEBO-KPACHOTO LiBaTa.
PacnapaemMocTe He Gonee 15 muHyT. 2 MUHYTb! 22 CBKYHABI

Coorsercreyer TpeGosanuam ® XHI, T 1l
04C.1.4.2.0013.15.

OnHopoaAHOCTs MACCHI
Tabnerok

WchsiTakne NPOBOAAT B COOTBETCTENK ¢ TpebosaHuAMU

re Xi, r. i, 09C.1.4.2.0009.15.

AonycTMoe OTKNOHEHW® Macchl OTAenkHbX TaBnetok or
cpeaxedt macce gna 18 w3 20 Tabnevok cocTasnAeT = 5 %;
ACNYCTAMOE OTKJOHEHM® MAcChi OTAenbHuix Tabnerok oT
cpeaHelt Macchl AnA 2 W3 20 Tabnertok coctaenser £ 10 %.

Cpenxsa macca: 0,300 r

Otxnoxenvs: ot - 0,67 % ao + 1,33 %
Coorsetcreyer Tpeloaanuam '® XHI, 7. 1,
0$C.1.4.2.0008.15

Mukpobuonornueckan
4ucToTa

Metoa 1. WcnbiTaHue nNpOBOART COOTBETCTEBMM C
rtpeSosannamu P Xili, 7. |, 09C.1.2.4.0002.18 (kaTeropus
3A).

CooreetcrayeT TpeGosannam @ XIII, 7. |,
O®C.1.2.4.0002.15 (kareropus 3A).

obwee YMcno aIpoBHbLIX MWKPOOPraHN3IMOB —
meHee 10KOEB 1T

o6LLes MMCNO APONOKEBBIX M NNBCHEBHIX
rpubos — mgHee 10KOEB 1 1}

8 1 roteyrcreywor Escherichia coll,

Ynaxkoska

Mo 20 TabneToK 8 KOHTYPHOR AMEAKOBONH YNAKOBKe U3 NNaHKK
NONUEVMHUNXNOPUAHOA u  conbr  anomunuesold. Mo 1
KOHTYPHOR AuYeiiKOBOR YnaxkoBkeé BMECT® C WHCTpyKuwed fo
MEAVLIMHCKOMY NPUMBHEHUIO NOMELLIIT B NAYKY U3 KapTOHa.

Coorsercrayer.

Mo 20 TaBnaTok B KOHTYPHOR Aueikoaol
YNAKOBKE W3 NAEHKU NONUBUHWUNXIOPUAHON 1
chonkru aniomuHnesoi. Mo 1 KOHTYpHOR
Aueiikosoh YNakoske BMECTe G MHCTPyKLHEN
no MeANLMHCKOMY NPHMEHEHWIO NOMELIeHb! B
navky U3 KapToHa.

XpaHeHune

Mpu Temnepatype He soitue 25 °C.

CoorsercTayer.
Mpv Temnepatype He Biwe 25 °C.

Copruchwxar kavecrea N81682 or 08.01.2021
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Moxazatenn —__TpeGosanus NN-N{000023) ~ {Pr-RUN-171219 — Pa3ynkTarhi wenuranni
Mapxuponxa Mapkupoexa nepsuyHop ynaxosxu Cooraercrayer. f
‘ Ha xoxTypHoil Aueiikosoi YNaxoBKe yxasipaT; Mapxuposka napmq'on ynaxkosKku

HauMaHoBaHWe npenapaTa, nexapcTeeH HYK0 copmy, Ha koHTypHoit Aueitkasoil ynakoske yxasaHo:
HBUMEHOBAHWE NPOMIBOAKTESNIA W 10 TOBADHBI JHAK, HOMep | HaumeHOBaHuUe NpenapaTa, NexapcTBeHHaR
cepun, cpok rogHocty («o...»), thopma, HaUMBHOBAHNE NpouIBOLUTeNs U ero
Mapxupoexa BTOPMYHOA ynaxosku. TOBEPHLIA 3HAK, HoMEp cepui, CPOK rogHocTy
Ha xapTourod nauke yraswieaiot: HaumeHoBsaHue, agpec, («fo...»). |
Tenedon/daxc npoussoAKTEnA U erp TORApPHbLIA JHaK, Mapkuposka eTopruno yNaxosKy.
HaUMeHOBAHUE NPenapaTa, HauMeHoBaHKe fipenapara Ha xapToHHoit nauke yxasano:
wpudtom Bpaiing, nekapcraeHHyl0 dopMy, cocTas HaumeHoBaHue, agpeg, Tenedonitake
NPenapaTa ¢ ykasaHuem HAMMEHOBAHWR M KONHYECTEa NpoussoanTena u ero rosapHmii amax,

AKTHBHOrO BELLBCTE ¥ NePEYHA BCNOMOraTeNbHbIX BOLECTE, | HAUMEHOBAHNE NPENAPATA, HAUMEHOBANWE
xonu4ecTao TabneTox e ynakoske, «Cnocot NPHMEHEHWA W | NpenapaTa wpudrom Epains,

A03bi! CM. HHCTPYKUMIO NO MBAULKHCKOMY NPUMBHEHUIO NexapcTeeHHAn hopma, cocTas npenaparTa ¢
BHYTPY yNaKoBku», YCNoBMA oTRyGKa, YCAOBUA XPaHeHUR, YKa3aHHEM HAMMBHOBAHUA K KONUuSCTEA
«XpaHWTe B HEAOCTYNMOM ANA geTed MecTex, «fleveHue u 2KTHEHOMO BELLECTB W NepPeYHs
NPOQIANAKTKE rpUNNa 1 NPoCTyAbi», thapm-kog BCMOMOraTeNbHbIX neuiecu, Kxonu4ecTao

(rpacbwisckud u uucporo#), Homep cepun («Cepun: ...»), TabneToK B ynakoske, gCnoeou NPUMBHEHMA
CPOk rogHocTy («Fogen ao:...»), gara npoussoactea («flata |u 403 CM. anrpymup No MeAULMHCKOMY

NPONIB.. ... ), HHAHBAYANBHLIA COpmilibi Homep NPUMEHEHUIO BHYTPU ynakoaKws, yenosus
notpeGuTenscxof (BTopuuHoH) ynakosku («C.H.:...»), OTNyCKa, YCNOBWA XPEHBNKA, «XPaHuTh B
rnoBaneHuil Homep Tosapa GTIN («GTIN ...»), HBADCTYNHOM ANA aeTell mecTes, «llevenine u
PeTUCTPALMOHHIR HOMEP, WTpuX-Kog, cpeacTeo npogunaxTMka rpunna u npocTyabi», bapm-
HAeHTHUMKauMK (2D kog B MawnHouuTaemolt hopme). xog {rpacbudeckuit v uuntbposoR), Homep

capun («Cepusn: ...»), CPOK roaHOCTH («Monex
AO:....»), AaTa npouuog’cna («flaTa nponas.:
-+ B}, WHANBUAYENbHbIHA CepHAHLIA Homep
noTpeGuTensCKOR (BTOPHYHOR) yNaxoBKu
{«C.H.....»), rnoBanbHuifi Homep Tobapa GTIN
(«GTIN ...»), perucTpaumnoHHsid Homep,
LITPUX-KOA, CPEACTBO UABHTUCIMKALMN (2D
KOA B MalWwnHouMTaeMO# hopme).

Cpox rogHocTi 3 ropa. roneH go: 20.12,2023, |

! Ykasanxan s HacToRWeM CapTHdinkaTe cepun npenapara COOTAeTCTBYRT TROGoBRAHNAM nn-u@oouza) = (PI-RU)-

Kommentapun
171219, | | .

) ! 3TUM A CBUABTENLETBYIO, YTO npuBeLeHHan Bblle WHoOPMaLUUA AOCTOBEpHaA W TouHa. 3Ta capus npoaykuum
Gwina npowsseneHa (sxniouan ynaxosxy/MapkupoaKy) W KOHTPONL 8@ Kayecrsa BLINONHEH B NOMHOM COOTBOTCTEMM C npasunamn GMP u
Aocse cneunduraukit ann uccnepyemoro NC. Mpotokonsl npouasoacTea, ynakoaku W aHanuaos Gbinu paccMaTpensl u cooTaeTcTEME GMP
ycTaHosneHo.

Havanenyk OKK: Kapnosa E.A,

Oara: 08 sHeapm 2021
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