|
|

2200000 446367

CEPTU®UKAT CEPUM rOTOBOM NMPOAYKLUUK
(nekapcTBeHHbIe npenapaThi ANA MeAUUMHCKOro npumenenns) Ne 1 182

TeHOTeH AeTcKuiA TabneTku Ana paccacbiBaHua (KOHTYpHan
siyelikoBas ynakoska) 20 x 2 (nayka KapToHHas)

Ha3seanwe, nekapcreexHas oopma, pasmep ynakoskm

CrpaHa HasHavenus: POCCUA

Homep cepun: 10761021

[lara npouseopacrea:  04.10.2021

Cpok rogHocTu rogeH go: ~ 04.10.2024

Konuuectso ynakosok B cepun: 24 867 WT

Homep PY: JIMN-N (000024) - (Pr-RU) Aata peructpauuu: 17.12.2019

HO: ®Cr JN-N (000024) - (Pr-RU) - 171219 o1 17.12.2019

HacToswmm A YAOCTOBEPAIO, YTO BCE CTaauv NpousBOACTBa cepun roTOBOW NpOAYKUNUK
NeKapcTBEHHOro Npenapara ANA MEAULUUHCKOTO NPUMEHEHWS BbINONHANUCE B NONHOM
cootsercTBum ¢ Tpebosannamu GMP u perucTpauuoHHbIM A0CEE.

=" YNONHOMO4YEHHOE NULIO: ﬁ /KpoxuHa E.B./

-, Hata nopnucanms: 12.1




CEPTUOUKAT KAYECTBA Ne 1076

Haasanue npenapara: «TEHOTEH OETCKUWA» Ned0
Crpana — nponsoauTent: Pocouickan depepaund
o « IN-N (000024) - (PT-RU) - 171219, cpok aeAcTenA A0 17.12.2024.
[lo3upoBka: COCTas Ha OAHY tabnerxy:
AKTUBHbLIO KOMNOHBH 1-8

AHTMTENa K MOIrocneuntuieckoMy Genky S-100 adhhHHO OUULLEHHbI® 0,003 ¢
BCrioMoraTenbHbe BELLECTEA:
NaKkTossl MOHOMMAPET 0,267 r
Uennionosa MWKPOKpUCTENNHYECKER 0,03r
Marnus creapar 0,003r
TeopeTnueckas macca Tabnevku 03r.
*4aHOCATCA HA NAKTOIbI MOHOTWAPET 8 Buae BOAHO-CRMPTOBOM CMECH C CONBPKAHNEM HE Bonee 10 krlr axTHeHOM OPME! ABACTEYIOWIErD BAWECTEA
as : Tabnetku ANA paccacelBaHuA
Paamep 1 TUA YNAKOBKM: N0 20 TaBneToK B KOHTYPHOH AYEWKOBOM YNAKOBKE U3 MNEHKW NONWBUHUNXAOPUAHOA ¥ ONLIU aniomuHnesod,
N0 2 KOHTYpHbE RUEAKOBbIE YNaKkoBKy BMECTE G MHCTPYKUMER NO MEANLMHCKOMY NPUMEHEHWIO NOMELLEHbI B nauky Wl KapToHa.
: 24867 wr.
Homep cepuu: 10761021
Qara npoussoncrea: 04.10.2021
H : rofeH A0 04.10.2024
IOpuanyecki aapec. 000 «HM® «MaTepna Meanka XonauHrs Poccus,
127473, r. Mockea, 3-# CamoTeuHbl# nep., A. 9, Tenechor/dakc: +7 (495) 684-43-33
W 0 ku: Poccun, r. Henaburek, yn. ByrypycnaHckan, A. 54
Tuuenaua: Ne 00432-NC ot 02 dhespana 2021 1., sbipaHnan MUHKCTEPCTBOM NPOMBILLNEHHOCTH U Toproanu Pocouitckoi deaepauun
hil Hanuaa:
Moxazarenu TpeGosanua ®CN TiR-N (000024) - (PT-RU} - 171219 PesynbTaThl WUCNBITAHWA
Onucanue Tabnetkn nnocrouMnuHApudeckol diopmbl, € puckoit u | TaGneTku NNOCKOLUMNVHAPUHECKOH copmet, C
chackoi, ot Genoro A0 noutw Genoro useTa. Ha nNOCKOR | puckot thackoit, Genoro useTa. Ha nnockon
CTOpOHE C PUCKO#A raxeceHa naanuce MATERIA MEDICA, Ha | cTopoHe ¢ PUCKOW HaHeceHa Haanuch MATERIA
Ipyroit nnockoit cTopoHe naHecena Hagnues TENOTEN KID. | MEDICA, Ha apyro# nnockoit CTopoHe HaHeceHa
naaniuce TENOTEN KID.
MoanMHHOCTE Peakuwa Ha naKroasl MoHOrwgpat ¢ MEQHO-TAPTPaTHbIM | COOTBETCTBYET.
peakTHeoM (peakTueoM denunra). JonKHO HabnioaaTeCh
BbINBAEHWE OCaAka OpaHXeBso-KpacHoro LeeTa.
PacnagaemocTb He Gonee 15 MUHYT. 2 MUHYTBI 17 CBKYHA
VCnbITaRKe NPOBOAAT B COOTBETCTBUM C TpeboBaHnAMM CooTsercreyet TpeSoBaHuAM o Xut, . 11,
ro Xiil, 7. Il, O9C.1.4.2.0013.15. OdC.1.4.2.0013.15.
OAHOPOAHOCTL MacChl cnbiTaHke NPOBOAAT B COOTBETCTBUM C TpebopaHuAMN CpepHAa Macca: 0,300r
TabneToK ro Xil, 1. 1, 09C.1 .4.2,0009.15. OTknoHerwa: ot — 1,00 % ao + 1,00 %.

[Oonyctumoe OTKNOHEHUE maccel OTAENbHbIX Tabnetok oOT CooteeTcrayer TpeGoBaHWAM re Xu, r I,
cpeateit maccel AnA 18 w3 20 TabneTok cocTasnAeT X 5 %: | O®C.1.4.2.0008.15.
AOD)PC?HMOB QTKNOHEHWE Mmaccel oTAeNeHBIX TabneTok OT
cpeaHed macchl ANA 2 wa 20 TabneTox cocrasnaer 10 %.
Mukpobuonornieckan Metos 1. WVcnbiTanue nposoaAT B cooreercrenu G| COOTBETCTBYET TpeGosanuam M X, T. 1
yucroTa rpeGosanuamu [® X, 1. | O®C.1.2.4.0002.15 0O®C.1.2.4.0002.15 (xaveropun 3A):
(xaTeropus 3A). oBuwiee uucno aapobrbix MWKPOOPraHn3mMoB —
menee 10KOEB 1T
obLee YUCNO APONOKEBBIX U nnecHessix rpubos
-~ menee 10KOEB 1T}
B 1 r oTcyTCTBYIOT Escherichia coli,
anTepobakTepui, yCTOAUMBLIG K KENUH,
Pseudomonas aeruginosa, Staphylococcus
aureus, (meToA 1).
YnakosKa Mo 20 Tabnetoxk & KOHTYPHO# AYEAKOBOR YNakoske U3 NNeHK| CooTBETCTBYST. {
NONMBMHANXNOPHAHORA W PonBr aniomvHuesol. Mo 2 Mo 20 1abneTox B KOHTYPHOR AYeRKkoBow '1
KOHTYPHbIE AUEAKOBbIE YNAKOBKHA BMECcTe C MHCTPYKUWed no ynakoBke W3 NNeHkk NONMBWHUNXNOPNAHOHA ¥ |
MEAULWHCKOMY NPMMEHEHKIO NOMELWIT B naJKky w3 KapToHa. donsru aniomuHnesoit. Mo 2 KOHTYPHBIE ]
sueiixoBbie yNakoBky BmecTe ¢ WHCTPYKUMER NO 1
MEeAWLMHCKOMY NPUMEHEHUIO NOMELLAIOT B Nauky |
|

W3 KEPTOHA.
XpaneHwne Tip4 TemnepaType He Bbillé 25°C. CoaTBercreyerT. |
L Mpy TemnepaType He Builue 25°C. |
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MNoxazarenu TpeGosauua ®CN JIN-N (000024) - (Pr-RU) - 171219 PeayneTarhi MCNLITAHKA
MapkupoBka Mapkupoeka neps4HOR ynakoaku, CooteeTcrayer. [
Ha kOHTYpHOR AYeAKOBOA ynakoBxe yKa3biBaloT. MapxupoBKa nepsu-HOR ynaxoBxy,
HaMMeHOBAHWE npenaparta, nexapcTsenHylo dopmy, Ha xoHTypHOH Aueitkosoil ynakosxe ykasaHo:
HaWMBHOBAHWE NPOUIBOAUTENRA W 8ro TOBAPHBIA JHAK, HOMEP | HAUMEHOBaHWe NPeNAapPaTa, NeKapCTBeHHaAA
copuu, cpok roaHoctk (eflo ...»). hopma, HaUMEeHOBAHNG NPONABOANTENA U erQ
MapkupoBKa BTOPHUHON YNaKoBKu. TOBAPHLIN JHAK, HOMBM CAPHU, EPOK FOAHOCTY
' Ha xapronHOil nauke ykaabiBaioT: HanMeHoBaHue, agpec, («0o ...»). ’
TenedoH/ake NPOUIBOAUTENA U Bro TOBAPHLIA JHAK, MapkwpoBKa BTOPUYHOR ynakosku.
HaUMEeHOBAHKWe npenapaTa, HaUMeHOBaHWe npenapara Ha xapTOHHO# nauke yxasaHo: HaumeHoBaHve,
wphdtom Bpaiina, nexapcTaexHyio hopmy, cocTas appec, Tenedon/dake fpoM3IsoaUTENA W ero
npenapaTa ¢ ykasaHuem HA3BAHWUA U KONUWYECTBA AKTHEHbIX | TOBAPHLIA 3HAK, HANMBHOBAKWS Npenapata,
BELJeCcTB M HAIBAHWA BCNOMOraTeNbHLIX BELLeCTs, HawmeHoBaHwe npenapara WwpuhTom Bpaiins,
KONKYeCTBO TabNETOK B ynakoBke, «Cnocol npumeHeNUA M | nexapcTBeHHan hOPMA, cocTas npenapata ¢
A03bL; CM. MHCTRYKUWIO N0 MEAULMHCKOMY NPUMEHEHUIO yKasaHueMm Ha3BaHWA W KONWYBCTBA SKTUBHBIX
BHYTPU YNAKOBKU», YCNOBUA OTNYCKA, YCNOBUR XPAHBHUA, BOLLECTS U HA3BAHUA BCNOMOTATENLHBIX
«XpPaHUTL B HEROCTYNHOM ANA A6TeR mecTex, «ONA feTeil», | BeLeCTs, KONWHECTBO TabneToK B ynaxkoske,
«lpuMeHABTCA NPi NOBbILLEHHOR BO3GYAMUMOCTH W «Cnocol npuMeHeHHA K A0l CM. MHCTPYKLMIO
HapyLeHWN BHUMAKKAY, hapm-Koa (rpaduyeckuit u NC MBANLIMHCKOMY NPUMEHEHUIO BHYTPH
' uncposoi), Homep cepuil (xCepus:...»), CPOK FOAHOCTY ynaxoBkw», YCNOBWA OTNYCKA, YCnoeus
(«[oaeH f0:...»), AaTa NponasoAcTea («flaTta NPoOMaB.....»), XpaneHns, «XpanuTe B/HEAOCTYNHOM ANA saTeit
MHAWBHAYaNbHbIA cepuitHuii HoMmep noTpeluTenscroil mecrer, «AnA aeteils, «MpUMEHABTCA npu
(sTopuuHof) ynakoaku («C.H.: ...»), rnoBansHeiit HoMep NOBLILIBHHOA BO3GYAUMOCTH W HAPYLIEHWM
Tosapa GTIN («GTIN ...»), perucTpaunonHbiil HoMep, WTPUX- | BHMMannAx, hapM-kod (rpadudeckui n
K04, cpeacTBo naenTuduraumn (2D koa B mawnHouuTaemolt | uuchpoBoit), Homep cepuil («Cepua:...»), cpok
ctopme). roaHocTH («0a8H 40:...»), A&TA NPOM3BOACTEA
(«[laTa NPOM3B.....»), HHANBNAYRNLHLIA
cepuitHbiil HoMep noTpeGuTensckol (BTOpUYHON)
ynakoBxy («C.H.: ...»}, rnoBaneHuiil HOMep
Tosapa GTIN («GTIN ...»), parveTpALMOHHLIMA
HOME, LITPUX-KOA, CPEACTBO MAGHTHCMXALWN
(2D xoa B MalwuHounTaemoil chopma).
CpoK rogHocTH 3ropa CooraeTcTeyeTt |

Koumentapuy: YxazanHan 8 HACTORILEM CEpPTH(IMKATE COPUA NpenapaTta cooTaeTcTRYeT TpeSonaHnAm OCM AN-N (000024) - (PT-RU)

-1712190.

3aspnenue o cepTUdUKALIAN: STHM A CBUABTENLCTBYIO, MTO NPUBEABHHARA BbIG WH(OPMAELWA AOCTOBEPHA U 'ro-mﬁ. 31a cepuA NpoayKUMK
Goina npousseaeHa (BKNIONAA YNAKOBKY/MApPKUPOBKY) W KOHTPONbL 6@ KBMBCTEA BLINONHEH B NONHOM COOTBATCTBMW ¢ npasinamn GMP u
Aaocse cnelndukaumit AnA uccneayemoro J1C. MpoTokonbl NPOW3BOACTBA, YNAKOBKW W AHANWAOB Gbink paccMoTpeHsl W cooTeeTcTene GMP

YCTEGHOBNGHO.

Hauanehik OKK
[Oara: 12 oxrabpn 2021

Kapnoea E.A.
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