CEPTUD®UKAT CEPUU TOTOBON I'IPO.CIYKLIHM i
(nekapcTBeHHbLI® NpenapaTkl AN MeAULMHCKOTO npmonauua) Nn 1 261

TeHoTeH TabneTku Ans paccacbiBaHus (KOHTYpHas ﬁueuxosaﬂ
ynakoBka) 20 x 2 (na4yka KapToOHHas)

Hassanue, nexkapcreeHHan opma, pasmep ynakoskd

CtpaHa HasHaveHus: POCCUA

Homep cepun: 10851021

[ata npouéaoncraa: 08.10.2021

Cpok ropHoctu roper go: ~ 08.10.2024

s b gyl
T

Konuyecteo ynakosok 8 cepun: 24 880 wT

Homep PY: JIN-N (000029) - (Pr-RU) fara perucrpauuu; 18..11%2.‘2;01'9.

ARE

HA: ©CMn N-N (000029) - (Pr-RU) - 181219 ot 18.12.2019

HacTosawmm s yaoctosepsio, 4TO BCe CTaauu NPOU3BOACTBA CEPUN FOTOBOH MPOAYKUMK
neKapcTBEHHOro npenapara AnA MegULMHCKOro NPUMEHeHWs BblﬂOﬂHRnHQb B MonHoM
cooTeBeTcTBUM C TpeBoBaHnamMu GMP 1 perucTpauvoHHbiM focke. | 1

YnonHoMo4eHHoe nuuo: ﬂ)l@oxuua E.B/
—




CEPTU®UKAT KAHYECTBA Ne 1085

Haasanue npenapara: « TEHOTEH» Ned0
Crpana — npoussoautent: Poccuiickan deaepaumnn
Homep perucTpaunoliHoro yaocTosepenus: NIN-N{000029)-(PT-RU) o 18.12.2019, cpok geiictems 40 18.12.2024

[Oo3uposka: cocras Ha ofHy TabneTky:
BKTUBHLIE KOMNOHBHTDI:
AHTUTENA K MO3rOCNBLUtIMUECKOMY Benxy S-100 acbthuHHO OUULIEHHBIE 0,003 r*
BCNOMOraTe/bHLIe BOLUECTBA:
NakTo3bl MOHOrMAPAT (nakToaa 0,267 r
yennionosa MWKpOKpPUCTANIMMECKaR 0.03r
MarHus creapar 0,003r

"HEHOCATCA Ha NAKTOLY B BHGE BOAHO-CIMPTOBOR CMECH C copepxanrem He Bonee 10°'° wrir axtvanon OpPMLI AEACTBYICLLErD BeluecTEA

TeopeTtuyeckan macca TabneTiku

03r

DNexapcreesnan dopma: Tabnerku AnA paccacwBaHUA

Paamep v Tun ynakoeky: no 20 TabneTox B KOHTYPHOR AYEAKOBO# ynakoske W3 NNEHKM RONMBUHUNXNOPUAHOR H onerk ANOMUHREEOH,

N0 2 KOHTYPHLIE A4BAKOBbIE YNAKOBKW BMECTE C MHCTP

Konuuectso ynaxosok B cepuy: 24880 wr.

Homep cepuu: 10851021

lara npoussogcrea: 08.10.2021
dara oKoH4AHWA COOKA rOAHOCTH! rogeH Ac: 08,10.2024

Opuanyeckuil agpec: 000 «HM® «MATEPUA MELWKA XONOWH», Poccus,
127473, r. Mocksa, 3-i CamoTeuHslii nep., a. 9, Tenadon/dare; +7 (495) 684-43-33

38

Juuenaun: Ne 00432-N1C ot 02 espans 2021 r., BblgaHHan MuHucTepcTs

Eggyng?gm 2Hanuaa

ku: Poccus, r. Yenabuwck, yn. Byrypycnanexas, a. 54

YKUMER NO MEAULNHCKOMY NPUMBHBHWIO NOMEWEHb! B NAYKY U3 KAPTOHA.

OM NPOMBILLAEHHOCTH ¥ TOProBanu Poccuﬁcxgﬁ degepaymn

MNokaaatenu TpeGosanua NN-N(000025)-(PT-RU) - 181219 PeaynbTathl MCNLITaHWA
OnucaHue TabneTk:t NNOCKOLIMNUHAPUHECKOR OPMBI, C pucko# u cpackoi | Tabnetku NIOCKOLMMHAPWIECKOA DOpMbI, C
ot Genoro Ao noytw Genoro ysera. Ha nnockod cTopohe c|puckol M dackoi Genoro useta. Ha nnockoii
puckoit HaHeceHa Hapnuce MATERIA MEDICA, Ha ppyrod |ctopoHe ¢ puckol HaHecewa Haanucb
NNOCKOA CTOpoHe HaxeceHa Hagnuce TENOTEN. MATERIA MEDICA, Ha apyrod nnockod
CTOpoHe HaHeceHa Haanucs TENOTEN,
MNoanuHKocTk KavecteenHan peakuMR Ha NaKTO3bi MOHOTMADAT C meaHo- | CooTeeTCTByeT.
TapTpaTHbiM psakTBOM (peakTusom denwHra). Boinagaer :
0Cag0K OPaHKeB0-KPaCHOro LgeTa. |
Pacnagaemocte He Gonee 15 mMumyr, 2 MIHYTHI 14 cexyHA

UenbiTakue nposoasT B COOTBETCTBUM C TPEGOBAHUAMM
o X, . 11, 0¢C.1.4.2.0013.15

CootsercrByer Tpeﬁoaaﬁuuu re X, . 11,
0dC.1.4.2.0013.15

OAHOPORHOCTL MacChl
TaGnetok

WcnibiTanue NposoaAT B COOTBETCTBIMMN € TPRBOBAHUAMK

ro X, v. i, 09C.1.4.2.0009.15,

fonycTumMoe OTKNOHEHME Macchl OTRENbHbX Tabnetox or
cpeaHeil Maccel Ana 18 w3 20 Tabnetok cocTaenseT £ 5 %;
AONYCTUMOE OTKNOHeHWE Macchi OTAenbHLIX Tabnerok or
cpeaHeit macchl ans 2 ua 20 taBnetok coctasnner = 10 %.

Cpeannan macca: 0,300 r

Otknotenna: oT - 0,33 % 40 + 0,67 %
Cooteetcrayer TpeGosaruam Md Xill, r. Il
0%C.1.4,2.0008.15.

MukpoGuonoruyeckan Metoa 1. Wcnomawwe npoBOART B cooTeeTcieuM  C Cooraercreyet TpeGosanusm ' Xili, 1. I,
vucToTa TpebosanuAMn MO XIll, T. |, O®C.1.2.4.0002.15 (xaTeropus | O®C.1.2.4.0002.15 (kaTeropua 3A):
3A). o6Lwee uncno aapobHbIX MUKPOOPraHUaMoB —
mexee 10 KOEs 1)
obiee YHCNO APONOKEBLIX M NNBCHEBLIX
rpubos — menee 10 KOEB 1 1;
B 1t orcyTeTByioT Escherichia coll,
Ynakoaka Mo 20 TabineTok B KOHTYpHOR AYEAKOBOR ynakoeke u3 nnexku | Cooveercrayer. | |
nonuBuHUNXNopuAHOR 1 coner  anomunvesod. Mo 2| Mo 20 TabneTok B KOHTYPHOI AYeitkosoit
KOHTYPHBIX RUEIKOBbIX YNakoBK BMECTS ¢ MHCTPYKUMel no yNaxkoske U3 NNEHKU NONWBUHUNXIOPUAHOM W
MBAKLIMHCKOMY NPMMBHEHWUIO NOMELLAIOT B Navky 3 kapToHa. | dhonsr aniomuHuesod. Mo 2 KOHTYPHbBIX
RYEAKOBbIX YNAKOBKH BMECTE C MHCTPYKUMEi
No MBAULIMHCKOMY NPHMEHEHWIO NOMELLBHbI B
nayky U3 KapToHa. i
Xpanenve XpaHuTe NpU TemnepaType He Buiwe 25 'C. Cooreercrayer,

Cepmtbucar kavecea Ne1085  or 21.10.2021

Mpu Temnepatype He Bhilie 25 °C.

LRI T T

Crpaimua 1 w2 2




TpeGosannn JN-N(000028)-(PT-RU) — 181210

Peaynurare cnmiTaHmit

Mapxuposka nepenyHoi ynaxoskn
Ha koHTypHo# aveRikosol ynaxoie VLCRETET A

||| | HaumMeHOBaHWe NpenapaTa, NeXapCTREHHYIO thopMy,

HaumaHoaaHUe NpoMIBOAMTENA U 6ro TOBapHbIA aHaK, Homep
Cepun, cpox rogHoct («flo.,.»).

MapkvpoBKka BTOPUMHOM ynakoskh,

Ha kaproxHod nauxe ykaswisaior: HauMeHoBaHue, aapec,
TenedoH/thake Npou3BOAUTENR | ero TOBAPHbLIA 3HaK,
HauMeHOBaHUe Npenapara, HaUMEBHOBaHHE npenapara
Wwpndhtom Bpaiina, nexapcTeenHyio thopmy, cocras npenapara
€ YKa3aHHeM HAIBAHMA W KONHYECTBA AKTHBHDIX BewecTs u
HaasaHuA BCnOMaraTenbHeix BelwecTs, koNMYecTso Tabnetox B
ynakoake, «Crnoco6 npuMeNeHns u 403kl: cM. MHCTPYKLMIO NO
MEAHLMHCKOMY NPUMEHBHWIO BHYTPU YNaKOBKUM, YCIIOBUA
OTNYyCka, yCnoBUA XpaHeHus, «XpaHWTs B HEZOCTYNHOM NA
AeTeil mectes, «Mpumenserca npn CTpeccax u Tpesores,
Papm-xoa (rpachuueckui u UucbpoBof), Homep cepuu
(«Cepus...,»), cpok rogHocTu (el'ogeH Ao:...»), aata
npouasoActea («flata nponss.....»), NHANBHAYENBHBIA
cepilHblii Homep noTpeGuTeNLCKol (aTOpuuHO#) ynakosky
(«C.H.: ...»), rnoBansHuiit Homep Tosapa GTIN («GTIN ...»),
PErUCTPaLMOHHLIA HoMep, WTPHX-KOA, CPEACTBO
HAeHTHMKALMM (2D KOA B MBWHHOHUTEEMON thopme),

Cootsercrayer. ;
Mapkupoexa nepeuuHoi ynaxosku

Ha xonTypHon RueAKkoBOA ynakoBke yraszaHo:
HaumeHosaHHe npenapara, nexapcraenHan
¢opma, HauMeHoBaHKS NPONIBOAUTENA W ero
TOBaPHLIA 3HAK, HOMBP GePMH, CPOK rOAHOCTH
(«0o...»). i

Mapxupoexa sTopuuHoil | ynaxosk,

Ha xapronnoil navke ykaaaHo:
HaumeHoBsaHwe, aapec, ‘i‘enlqaowmuc
NPOUIBOANTENA U 8o TOBAPHMIA SHaK,
HaUMBHOBAHWE NpenapaTa, HanMeHoBaHHe
npenapara wpudrom Bpains,
nekapcTeeHHan copma, gocTab npenapara ¢
YKG3aHHEM HAIBAMWA M KONUYBCTEA AKTUBHLIX
BBLUECTA W HA3BAHWA BCROMOrATENLHLIX
BELWEeCTB, KoNM4ecTBo TAGNETOK B ynakoake,
«Cnocob npumenexus u %AOJH: cM,
MHGTRYKUAIO NO MBAMLMHCKOMY NPUMEHEHUIO
BHYTPM YnaKoskus, yenosus ornycka,
YCNOBKS XpaHeHus, «XpaHUTL a HegaocTynHOM
NA AeTeRl Mectes, «MpuNeHseTc npu
CTpeccax U Tpesore», hapM-koa
(rpachuveckni u Uvcbposod), Homep cepuu
(«Cepus....»), cpok roaHoCTH («Mogen
A0:...»), AaTa nponssoacTea (xfata
NPOU3B.....»), HHAKBMAYANbHLIA CepAHLIA
HoMep noTpebuTensckad (BTopuYHOMH)
ynaxosku («C.H.: ...»), rnoGanbHuif Homep
ToBapa GTIN («GTIN ...»), perucTpaunoHHLIA
HOMEP, WTPUX-KOA, CPeACTED
MAeHTHcbUkaLmn (2D koq 8 MallWHouuTaeMon
topme).

droaa.

CooraeTcrayer.

Cpox rogHocT™M
b

Ghina npon3seseHa. (BKnovas ynaxkosxy/mapkvpoBky) u
Accwe cneundurkaumit ana uccneayemoro JIC. MpaTtoxon

ycTaHoBneHo.

Ymal-luan B HacToAweM ceptudMkare cepus npenapara coorsercTayer TpeboBaNUAM JIN:-N(000028)~(Pr-RU) -

: 3TAM R CBUABTENLCTBYIO, YTO NpUBEAGHHAR Bbille MH(OPMAUNA 4OCTOBEPHA M TOUNHA, [91a cepua npoayKumm

Kapnoga E.A.

or 21.10.2021

KOHTPONb €€ KAYeCTBa BLINONHEN B NONHOM CooTBETCTANM ¢ npaBunamn GMP w
bl NPOK3BOACTEA, YNAKOBKW U aHanuios Guinu paccMmoTpeHsl M cooteeTcTane GMP
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