MATERIQ Y Meoica H“
2200000 465672

CEPTU®UKAT CEPUM TOTOBOW NPOOYKLINA

(nekapcTBeHHbIe Npenaparbl ANs MeauunHckoro npumerenms) Ne 233

Acdana Tabnetku 415 paccacbiBaHus (KOHTYpHas s4yenkosas

ynakoska) 20 x 5 (nayka KapToOHHas)
HasgaHwe, nexapcteeHkas dopma, paamMep ynakoBku

CtpaHa HasHadeHus: POCCUA

Homep cepuun:  1680122-2

[ara npouseoactea: 28.01.2022

Cpok rogHoctv rogen go:  01.01.2025

KonuuecTtBo ynakosok B cepun: 12 843 Wt

Homep PY: IM-N (000020) - (Pr-RU) nata pernctpaumu: 12.12.2019

HA: ®CMn An-N (000020) - (Pr-RU) - 121219 ot 12.12.2019

HacTosLMM S YAOCTOBEPSIO, YTO BCE CTaAvK NPOV3BOACTBA CepuK rOTOBOW MPOAYKLWK
neKkapcTBEHHOro npenapara ANA MeULIUHCKOTO NPUMEHEHWS BLINOMHANUCE B NOMHOM

cootBeTcTBuM ¢ Tpebosannamn GMP u perncTpaunoHHbIM A0CHE.




MATEeRIC {7 MeDica

CEPTU®WKAT KAYECTBA Ne 168-2

HaasaHue npenapara: «tAGANA» Ne100
C1pana — npon3soauTens: Poccuickas @eaepauns
Homep PerucTpauvoHHOro YACCTOBEDEHNA: NM-N (000020) - (PT-RU) oT 12.12.19, CPOK ABACTBUA AC 12.12.2024

[o3¥poBKa COCTaB Ha OAHY TabneTky
2KTUBHbLIE KOMIOHEHTb!:

AKTWTENE K NPOCTATOCMIEUMPUHECKOMY GHTHIBHY 8CICPUHHO CHALLEHHbIE 0
BCNOMOraTenbHble BeUEcTea:

[1aKT03bl MOHOrMAPAT (NakTo3a) 0
Llentiono3a MAKpOKPUCTaNIMHECKaR 0
MarHua creapar 0
TeopeTuyeckan Macca TabneTki 0
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*HAHOCHTCR Ha NAKTOZY B BUAR BOAHO-CHADTOBOA CMBCH € COABPMAHHEM Mo 6Gonee 10°'° Hiir GXTMBHOM (OPMB! 0BACTBYKIWErD BEWECTBA

NekapctBeHHan opma; TabneTkv AnA paccacsiBaHnA

Paamep v TUn ynakosku: no 20 TabNeToK B KOHTYPHOR AYBAKDBO

/A YNakoBke U3 NNeHKW NONMBUHANXNOPUAHOH U tHCNLI anioMuHKeson,

110 5 KOHTYPHBIX AYEAKOBbIX YNAKOBOK BMECTE C MNCTRYKLMER NO MEAWLIMHCKOMY NPUMEHEHWIO NOMELLEHbI B NB4Ky U3 KapToHa.
Konwuecrso ynakoBok 8 cepun. 12843 wr.

Homep cepuu: 1680122-2

DaTta npownasoactea: 28.01 2022
[aTa OKQHYEHWA CPOKE FOAHOCTH: rogen go: 01.01.2025

KOpuaudeckui agpec. 000 «HN® «Matepua Meanka Xonguur», Poccus,
127473, r. Mocxaa. 3-# CamoTeqHbii nep., 4. 9, Tenedron/take: +7 (495) 684-43-33

Ajpec npou3soAcTBEHHOM nNowaaxu: Poccus, r. YensbuHck, yn. Byrypycnaunckas, 4. 54
Nnyenana: Na 00432-NC ot 02 cheapann 2021 ., abiganHas MUHACTEPCTEOM NPOMBILLNEHHOCTH U TOProBNM POCCHACKDRA deaepaymnn

PeaynbTarhl aHanuaa:

r

Mokazarenu TpeGomanua ®CH NM-N {(000020) - (PM-RU) - 121219 PeaynbTaTht MCNLITAHWA
| Onucaknne TTabnetkM NNOCKOLMAWHAPMYECKCA OPMbl, C Ppuckod u | TabneTku nAocKaUUNMHAPUYECKOW hopmbl, €
| thackoit, ot Genoro Ao noytw Genoro useta. Ha nNockow | puckod U dackoi, Genoro useTa. Ha nnockov
| cTOpOHE © pUCKOA HaHeceHa Haanuch MATERIA MEDICA, Ha |CTOpoOHE € PHCKOA HaHecewa Haanuce
APYrof NNOCKO# CTOPOHE HaHeCceHa HaANuCh AFALA. MATERIA MEDICA, Ha ApyroW nnocko#
CTOPOHE HaHeceHa Haarucs AFALA i
HoAnnMHHOCTE KaueCTBEHHAN PEakUMR Ha NaxTodbl MOHOrMApaT ¢ Mearo- | CooTaeTcTayer. ;
TapTpaTHbiM peakTuBoM (peakTuBoM PenuHra). Beinagaer | Z
I 0Can 0K OPAHMKEBO-KPACHOro LseTa. S | o |

"PacnagaemocTs He Gonee 15 MUHYyT, 2 MuHYTBI 05 cekyHa

[ OnHOPOAHOCTE Macehl

' rabnetok

Mukpobuonoruueckas

| YHcTOoTA

McnsiTaHke NPOBOAAT B COOTBETCTRMM C TpeGoBaHuAMu
re Xii, 7. 1, O©C.1.4.2.0013.15

CooTsetcrayer tpe6osanuam @ Xifl, 1. 11,
O®C.1.42.0013.15.

“Metoa

WcnbiTaHue NPOBOAAT 8 COOTBETCTBUM ¢ TpeGoBarnaMN

ré X, r. 1l, O9C 1.4.2.0009.15.

[onycTAMOE OTKNCHBHWE MACChl OTAENbMbIX TaBnetoxk oT
cpeaHed maccel gna 18 ua 20 tabnetox cocTasnfet & 5 %,;
AONYCTAMOE OTK/IOHEHME MAcchl OTAENbHbix TabneTok oT
cpepHeR macchl AnA 2 3 20 rabneTok coctaenser + 10 %.

Cpearsn macca: 0,2991

OtknoHeHus: ot - 0,67 % ao + 1,00 %
Cootsetctayer TpeGosanuam @ Xl T Il
O®C.1.4.2.0009.15. .

1. WcneraHve NPOBOART B  COOTBETCTSMM  C
tpeBosanuamu M XIll, T. I. OBC.1.2.4.0002.15 (kaTeropus |
3A). :

CooTseTcTByer TpEGOBAHMAM [ XIII. T, I,
O®C.1.2.4.0002.15 (kaTeropua 3A):

| oBwee yncno aapoGHbIX MUKDOOPraHWaMoe —

10%x10' KOER 11

oﬁu.;ee YWCNO QPONOKEBBLIX U NNeCHEeBbIX
rpuboe - menee 10 KOEB 11,

B 1 roTcyTcreyoT Escherichia coli.

‘Ynakoska

| Mo 20 Tabnetok B KOKTYPHOW RYBWKOBOW yNaKoBKe U3 NNEHKA
| NONMBUHWNXNOPMAHOA W  donbr  aniomunnesok. Mo 5
KOHTYPHBIX AYEAKOBLIX YNAKOBOK BMECTE C WHCTPyKuued no
ME@ANLIMHCKOMY NPUMEHEHWIO NOMELLIIOT B NaYKy W3 KapToHa.

CooTsercrayer.

Mo 20 TaBneTok B KOHTYPHON RYBAKOBON [
YraKOBKE U3 NNEHKW NONNBMHWNXNOPAAHOR U |
chonsru antoMuKnesoi. Mo 5 KOHTYPHBIX

| AYENKOBLIX YNAKOBOK BMECTE C MHCTPYKUWEH

N0 MEAULMHCKEMY NPUMEHEHWIO NOMEILEHL! B |
Madyky Wa KapToHa. |

YCnoBMA XpaHeHHs

XpaHuTe Npu Temnepatype He sbiiue 25 “C.

Cootsercrayer. !
Mpw TeMnepaType He Bbiwe 25 °C. |

Ceprugmxar kauecraa Ne188-2 ot 07.02.2022

CrpaHmya 1 wa 2




MATeRrIa ¥ MeDICa

Mokalatenwu | TpeBopanua GCM NN-N (000020) - (PT-RU) - 121219 Pe3ynbTathl HCMbLITAHKA B
Mapkupogka I MapkupoBKka nepEUMHON Ynakoekn CooteeTcTayer. ‘
Ha KOKTYpHOV AYERKOBOW YNaKoBKe YKabiBAIOT: MapKkupoBKa NepBUMHOR YNaKoBKKU {
HaUMBHOBaKUe NPenapara, NekapcTEeHHY hopmy, Ha KOHTYPHOW AYEAKOBOR YNAKOBKE YKa3aHO'
| | HANMEHOBAHWE NPOMIBOAMTENS U BF0 TOBAPHBI AHAK, HOMEP | HAUMEHORAHWE NPEnapaTa nekapeTBeHHan
i | cepuy, CPOK roHOCTU («fo...»). (hopMma. HanMeHDBaHUE NPOUIBOAVTENR W ET0
| i MapKknpoBKa BTOPUYHONU YNakoBKy, TOBAPHLIA 3HAK, HOMEP CEPUM, CPOK FOAHOCTH
| Ha kapToHHOf nauke ykaselaaT: HAUMEHOBAHUE. aApec, (eflo...»).
§Tene¢orrlqaanc W TOBAPHKLIA 3HAK NPOM3IBOAUTENA, HAa3BaHue MapkvpoBKa BTOPUYHOR YNaKoBKX,
| npenapara, NekapcTaeHHYI0 hopMy, COCTas, KONWYECTBO Ha kapTOHHOR Nauke yKaaolBaKwT:
| rabneTok B ynakoske, «Cnocob npUMeHEHUA U 03bl: CM. HauMeHoBaHue, ajpec, Tenedon/hakc v
| MHCTPYXLIMIO NO MEANLMHCKOMY NPUMEHEHWIO BHYTPH TOBapHbIA JHEK NPOU3BOAMTENA, HAaaBaKKe
| ynakosKv», YCNOBUA OTNYCKA, YCNOBKA XpaHeHwA, «XpaHUTs B | npenapara, nexapcTaeHHan opma, cocTas,
1 ! HEAOCTYNHOM ANA AETEd MeCTe», «NeYeHUe a4EHOMbI xonudecteo TabneTok 8 ynakoeke, «Cnocob
| inpeAcTa'renbuoﬁ Xeneabl U NpOCTaTUTa», hapm-koa NPUMEHEHWA ¥ A03bI: CM. UHCTPYKUMIO MO
i } (rpadhudeckuit n UNGPOBOR), HoMep cepuy («Cepur: ...»), CPOK | MEAMUUHCKOMY NPUMEHEHHIO BHYTDY
ropHocTu («"ogeH ao: ...»), AaTa npouasoacTea («[aTa YNAKOBKW», YCHOBKURA OTNYCKA, YCNOBUA
| NPOMAB.. ...»), MHAMBUAYANKHbIA CEPUAHBIA HOMEP XpaHeHWs, «XpaHuTb B KEAOCTYNHOM AT1A
“_nc'rpeﬁare.'ﬂhcxon (aTopuyHon) ynakosku (C.H.....»). ABTEA MECTEn, «NBYeHNE aIeHOMbI
' rnoGansHbil Homep Toeapa GTIN («GTIN ...»), NPeACTATENbHOR XENe3bl U NPOCTaTHTAR,
PErucTpayMOHHBIA HOMEP, LTPUX-KOA, CPEACTBO i tap-kog (rpathvieckui v UNdpoaon),
| uaeHTUUKaUWK (2D Ko B mawmuHouuTaemol opme). | Homep cepum («Cepus: . .»), CPOK rOAHOCTH
| | («[onen ao: ... »), gaTa npouasoacTaa («flata i

| NPON3B.: ...»), NHAMBNAYANBHBIA CEPUAHBIA
HOMED NOTPEBUTENLCKOR (BTOPUUNKOM)
ynakosku (C.H.....»), rnoBansHbin HoMep
toeapa GTIN («GTIN ...»), peracTpayuoHHbIA

| HOMEP, WITPUX-KOA, CPEACTBO

| upenTudbukaumn (2D x0a B MAWMHOYUTaEMOR

| Me). |
| hopme) L

rc‘pou”roquocm 1: 3 ropa "Cooreercrayer J

KommeHTapuu: YkazaHHaA B HACTOALEM cepTUhuUKaTe CepUA npenaparta cooteetcrayeT TpeGosadwam GCN JIN-N (000020) - (PT-RU)
~-121219

3aapnexvie o cepTUdukaumy: 3TUM A CBMABTENLCTBY!O, YTO NPUBEAESHHAA Bbile MHDOPMALUUA AOCTOBEPHE N TOYHA. JTa CepuR NPOAYKUMU
6bina npousseaeHa (BKMNIOYEA YNakOBKY/MapKMPOBKY) W KOHTPONb @€ KayecTea BbINONHEH B NONHOM COOTBETCTEBUM C npaeunamu GMP w
Aocke cneundiukauui Ans wecneayemoro JIC. MpoTokonsl NPOMABOACTBA, YNAKOBKM W aHanwaos Geink paccmoTpeHbl W cooTseTcTeve GMP
ycTaHoBneHo. 4

HavansHuk OKK: Kapnosa E.A.

[ara: 07 chespans 2022

“MATEPHA MEJTHKA

XQJLTHAT

Caprrgukar xevactsa Ne168-2 o 07 02.2022 Crpannya 2 w3 2



