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CEPTU®UKAT CEPUM FOTOBOM NPOAYKLUMN
(MeKapcTBeHHbIe NpenapaThl ANA MeauLMHCKoro npumeHeHus) Ne 986

TeHOTeH TabneTkn ang paccacbiBaHust (KOHTYpHas sueiKkoBas

ynakoska) 20 x 2 (nayka kapToHHas)
Ha3asaHue, nekapcTeeHHan popma, pasMep ynakosku

CtpaHa HasHauenus: POCCUSA

Homep cepun:  7440821-2

[ata npoussoactea: 24.08.2021

Cpok rogHoctv ropen ao:  24.08.2024

KonuuyecTBo ynakoeok B cepun: 27 234 WT

Homep PY: JIM-N (000029) - (P-RU) Aata peructpaumn: 18.12.2019

HA: ®CN AM-N (000029) - (Pr-RU) - 181219 ot 18.12.2019

HacToswmm s YAOCTOBEpAI0, YTO BCE CTaANM NPOM3BOACTBA CEPUM FOTOBOW NPOAYKUMH
NeKapCTBEHHOro Npenapara Ans MeAULMHCKOro NPUMEHEHWA BbINOMHSNUCE B NONTHOM
cooTBeTCTBMM ¢ TpebosanHuamu GMP 1 perucTpalroHHbIM 4OCkE.
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Hata nognucanusa: 10.09.2021




MATERIC

7 mebica

CEPTU®UKAT KAYECTBA Ne 744-2

Haseanwe npenapata: « TEHOTEH» Ne40

Crpauxa — npouasoautens: Poccuiickan deaepauun
Homep perucTpaunoHHoro yaoctosepenus: JIN-N(000028)-(PI-RU) ot 18.12.2018, cpok aeicTann Ao 18.12.2024
Doavnposka: cocTas Ha ogHy TabneTky:

BHbl HTb!:
AxtuTena g Moarocneuucduueckomy Genky S-100 addhuHHO OUULLEHHBIE 0,003 r"
BCMOMOTaTenbHbie BELECTRA:
naxkToibl MOHOrMAPAT (nakrosa) 0,267 r
UENNKNO3a MUKPOKPACTANNKYECKaR 0,03r
MarHus creapar 0,003r

*HBHOCATCA Ha NAKTOlY B BHAE BOGHO-CNMPTOROM CMBCH G Conepwaruem He Bonea 107 rir axTBHOR GOPMBI ABACTBYIOLIErD BeulecTBA

Teoperwveckan macca Tabnetku

03r

JNexapcTeeHHan cdopma: TabneTkn ANR paccacbiBaHua
Paamep v Tvn ynakosku: no 20 TabBNeToK B KOHTYPHOR AYEAKOBOH YNaKoBKe M3 MNeHKH NONUBMHWTIIOPUAKOR U (ONBIK ANIIOMUHUEBOH,
no 2 KOHTYPHbIEe A4YEAKOBLIE YNAKOBKM BMECTE C MHCTPYKLMEN N0 MEAWLMHCKOMY NPUMEHEHUIO NOMELLEHE! B NauKy U3 KapToHa.

Konuyectso ynakosok B cepuu: 27234 wir.

Homep cepuu: 7440821-2

Oara npouasoacTea: 24.08.2021

[ara OKOHYAHWA CPOKA rO4HOCTW: rogeH Ao 24.08.2024

Opuanyeckud aapec: 000 «HM® «MATEPUA MEOVKA XONOWH», Poccus,

127473, r. Mockea, 3-it CamoTeyHbili nep., A. 9, Tenedion/chakc: +7 (495) 684-43-33
Aapec npou3soacTBEHHOR nnowagxu: Poccun, r. Yensbuwxck, yn. Byrypycnaxckas, A. 54
Nuuenaun: Ne 00432-N1C ot 02 chespans 2021 r., BeigarHHan MUHUCTEPCTBOM NPOMBILLNEHHOCTH W TOProBnu Poccritckol deaepaLiu

Peaynbrarsl aHanusa:

WcneiTaHue NPoOBOAAT B COOTBETCTBUM ¢ TpebosaHHAMK
ro Xil, v. 1l, 09C.1.4.2.0013.15

Mokasarenu Tpebosanus JIN-N(000029)-(PT-RU) - 181219 Pe3ynbTaThi HCNbLITAHWA
Onucaxue TabneTk NNOCKOLUNNHAPUHECKOR hopMbI, € puckoi u chackoi | TabneTku NNOCKOUMNMHAPUYECKOR hopMel, C
ot Genoro Ao nourw Benoro usera. Ha nnockoii cropoHe c|puckeil v cackoi Genoro useTta. Ha nnockon
pUCKOA Hanecena Hagnuce MATERIA MEDICA, Ha gpyroit |CTOpOHE C pUCKOA HaHeceHa Hapnuch
nnocko# cTopoHe HaHeceHa Hagnuce TENOTEN. MATERIA MEDICA, Ha Apyroi nnockoi
cropoxe HaHeceHa Haanuce TENOTEN.
NoanuHHOCTL KauecTBeHHanA peaKkuWs Ha NnakTo3bl MOHOTMApPaT ¢ MegHo- | CooTteeTcrayer.
TapTpaTHbiM peakTusom (peakTusom Oenuwdra). Beinagaer
0Caj0K OpPaHKEBOo-KPacHOTo UBETa.
PacnapaemocTs He Gonee 15 munyT. 1 MuHyTa 42 cekyHabl

CooteetctayeT Tpebosaruam [ Xii, 1. 11,
0®C.1.4.2.0013.15

OAHOPOARHOCTE Macchl

Weneitanue npoBogaT B cooTseTcTeMM ¢ TpebGosaHuaMu

Cpegnnan macca: 0,299 r

Tabnetok o X, 1. 1l, O9C.1.4.2.0008.15. OrknoHexus: ot - 1,00 % o+ 1,00 %
[onyctumoe OTKNOHEHME Macchl OTAeNnbHeX Tabnetok or|Cootsercreyer Tpebosadusm e Xill, 1. Il
cpeaHed maccel gnA 18 ua 20 tabGnetox cocrasnsaer = 5 %; | O$C.1.4.2.0008.15.

AONYCTUMOE OTKNOHEHWE Macchl OTAeNnbHeix Tabnerok or
cpeaHein maccol 4nA 2 ua 20 Tabnetok cocraenaeT £ 10 %.

Mukpo6ucnoruueckas |Mertogq 1. MWenbitaHwe nposoasT B  cooteBetctBuM  C | Cooteetcteyet tpeGoeanuam M® XII, 7. |,

YyucroTa TpeBosaruamu e X, 1. |, ODC.1.2.4.0002.15 (xateropus | ODC.1.2.4.0002.15 (xaTeropus 3A):
3A). oBuiee yucno aspobnbiXx MUKPOOPraHu3mMos —

meree 10KOEs 1T,

obuiee WMCNO APOXOKEBBIX ¥ NNECHEBbLIX
rpubos — mexee 10 KOEB 11,

B 1 r oteyteraywr Escherichia coli.

Ynakoska Mo 20 TabneTtok B KOHTYpHO! AYelikoBoi ynakoske w3 nneku | CooTaercrayer.

NONUBMHUNXNOPUAHOA W donbru  anioMuHnesoi. Mo 2| Mo 20 TabneTok B KOHTYPHOR AYEHKOBON

KOHTYPHbIX AYEWKOBbLIX YNaKOBKM BMECTE C MHCTPYKUMER N0 | ynakoBKe W3 NNEeHKW NONWBUHUAXNOPKUAHOW W

MeAULIMHCKOMY NPUMEHEHWIO NOMELLAIOT B NavKy U3 kapToHa. | honsru anioMUHUEBoNR. o 2 KOHTYPHbIX
AYEHKOBLIX YNAKOBKK BMECTE C MHCTPYKUMER
No MEAWLIVHCKOMY NPUMEHEHUIO NOMELLeHb B
nauKy U3 KapToHa.

XpaHexve XpaHuTL NpH TEMNEpaType He Bhiiwe 25 "C. CooTsercrayer.

Mpy Temneparype He Boiwe 25 °C.
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Moka3sarenu Tpe6osanus MMN-N(000029)-(Pr-RU) = 181219 Peaynbrarhi UCNLITAHWA
MapkupoBKa MapKnpOBKa Nepau4YHOl yNakoBKu CooTsercrayer. J

Ha KOMTYpPHOA AYBAKOBO#A YNEKOBKE YKAIBIBAIOT, MapxupoBKa NepeuYHOR ynakoBki

HauMeHOBaHWe npenapara, NekapCTEeHHYK OpMY, Ha xoHTypHO#R meaﬁuson YNaKoBKe yKalaHo;

HAVMEHOBaHWe NPoM3BOAUTENR U 8ro TOBAPHbI 3HaK, HOMEP | HAMMEHOBAHHe npenapara, NekapCTBeHHaR

cepui, cpok rogHocTH («Jo...»). thopMa, HauMeHOBAHWE NPONIBOAKTENA U ero

Mapkupoaka BTOPUYHOM YNnaxkosku. TOBapHBLIA 3HaK, Honfap CEepnK, CPOK FOAHOCTH

Ha kapToHHO# nauvke ykasbieaioT: HAMMEHOBAHWE, aapec, («Q0...»). |

Tenedon/dakec NPON3BOAKTENA W @ro TOBAPHBIA 3HaK, MapkupoBKka BTOPUIHOR YNaKoBKH.

HaumeHOBaHWe npenapara, HaMeHOBaHWe npenapara Ha kapTOHHOR Nauke ykasaHo:

wpudtom Bpaiing, nexapcTeexHyio ¢opMy, COCTaB npenaparta | HauMeHoBaHne, aapec, Tenedon/daxc

C yKalaHueM HA3BAHWA W KONWYECTEA aKTHBHLIX BELUECTB U NPOM3BOAUTENA W M0 TOBAPHLIR JHaK,

HA3BAHWA BCNOMOraTenbHLIX BELIACTB, KONUYECTBO TaBneTox B | HaUMeHOBaHHE npeqapa'ra, HaumeHoBaHKe

ynakoske, «Cnocol npuMeHerns U 403bl: CM. MHCTPYKUMIO N0 | npenapara wpucTom Bpains,

MEZULIMHCKOMY NPUMEHEHMIO BHYTPH yNaKkoBKU», YCNOBUA nexapcTeeHHas hopMa, COCTas npenapara ¢

oTnycKa, YCNOBUR XPAHBHWA, «XpPaHUTb B HEAOCTYNHOM NA YKa3aHWeM HA3BAHWA W KGNUYBCTBA aKTHBHBIX

Aeteil mectes, «[IpMMEHABTCA NpK CTPECCAX W TPeBOre», BOLECTB U HAIBAHWA BCNIOMOraTeNbHbLIX

chapm-koga (rpacuyeckuit u LudpoBsoil), HOMep cepvu BELYeCTB, konnyecTeo TabineTok B ynakoexke,

(«Cepna....»), cpok rogHocTh («[0feH A0:...»), AaTa «Cnocol NPUMBHEHUA U A03kL: CM.

npounaBoacTea («farta NPoU3s.:...»), MHAUBUAYANbHbIR WHCTPYKUMIO MO MBANLIMHCKOMY NPUMEHEHNID

cepiHbii Homep noTpeGuTeNnbCKOH (BTOPUYHON) YNAKOBKM BHYTPW YNaKoBKU», YCNOBUA OTNyCKa,

(«C.H.: ...»), rnoGanbHbiii Homep ToBapa GTIN («GTIN ...»), YCTOBUA XPaHEHWA, §Xpaum B HEAOCTYNHOM

perucTpaLMoHHbIi HOMeP, WTPKX-KOA, CPEACTBO nAa peteit mecten, «puMeHABTCA NPH

uaeHTuukaunm (2D kog B mawuHouuTaemoil opme). cTpeccax u Tpesoren, chapm-kop
(rpachudeckuit W UMdpoOBOH), HOMEp cepuy
(«Cepus....»), CPOK rpnﬁom («Moaex
A0:...»), AaTa nponasoacTea («fdara
NPON3B.:...»), KHAUBUAYANLHBLIA CePRHLI
HoMep noTpeGuTensckof (BTOPUHHOR)
ynakoskn («C.H.: ...»), rnoGanbHbifl HoMep
Toeapa GTIN (cG‘FIN ++.®), PETUCTPAUMOHHBIA
HOMEP, LUITPUX-KOA, CPEACTBO
naeHTudnkauuu (2D koa B MawKHoOUNTaemol
thopme). 5

Cpok rogHOCTH 3 roaa. CooTseTcTayeT.

KommenTapuy: YxkazaHHam B HacToslleM cepTUdMKaTe Cepua npenapara cOOTBETCTBYET TpeGosaHwam JIN-N(000029)-(PI-RU) -

181210,

3ansnenue 0 capTuduKaUMu: 3THM A CBUAETENLCTBYI, YTO NPUBEAEGHHAA Bbille WHGOPMALMA AOCTOBEPHE X TouHa. 3Ta CepMA NPOAYKLWK
6bina NpoM3geAeHa (BKNKOYAR YNaKoBKY/MAPKMPOBKY) M KOHTPONb @8 Ka4ecTBa BhINONHEH B NONHOM COOTBETCTBMM C npasunamu GMP u
aocke cneundukauul Ans uccneayemoro JIC, MpoTokonsl NPOUIBOACTBA, YNaKkoBkM W aHanu3os Gbik paccMOTpeHsl U cooTeeTeTene GMP
YGTaHOBMEHO, i

Kapnosa E.A.

HavyansHink OKK:

DOara: 09 centabpa 202

CeprwdamxaT kavecTea NeT44-2 ot 08 09.2021



