maTeria

2

¢ mebpica

CEPTU®UKAT KAYECTBA Ne 403

@
Hassarue npenapata PEHMANUH
Crpara - rpoudsogurens Poccuickan Dejepayns
HOMED DerucTOaLUMOHMOTO ya0CToRepe S NITT-N (000032) - (Pr-RU) oT 19.12 2019 (

ABACTBWA 30 19 12 2024 -
Ho3vposka cocrtas Ha 1 TabneTky
ABUCTBYIWME BEWwecTea

AHTUTE A K 6pagisxummy AP PUHHO OUMLIEHHEIE
AuTuTena k rucramuny adbiusHo OYMLIEHHbIE
AxTuTena k MORDUHY atbUHHO OYUWEHHBIE

-0.006r
-0.006 r*
-0.006 r

BCNOMOTaTeaHbie EellecTBa

Maomansr

Uennonosa mu KDCKpUCTannuueckas

Marnus creapar

Nuvownwasn kucnora GeasogHas

Uuknamar Hatpus
Caxapuw Hatpus

© HANCCHTON HA HIOMANLT B BRAE oA

Paaue

W T YNEKOBKW'
Mo 2 KOHTYPHLIE FYBAKOBLIE YNAKCEKW BMECTE C HHCTPYKUWER No Meg

TeopeTuuecxar macca TabneTku
[exapceexnasn dopma: TaBneTtku ANSA paccackiBanus

0,48125r
0,055r
0.,0055 r
0005225 r
0.00275r
0.000275r

4 TREX AxTudrsix BOJHO-CIUDTOAS ! DRIABEACHAR cyBcTamuIne paIBeaRM-o Coorparcrass4o s 100 100" «20% g

0.55r

10 10 TabneTok B KOHTYDHOR RYeKOBOR YNAKOBKE U3 NNEHKWA NOMUBUHWAXIODUAHOM
ALUMHCKOMY NDUMEHEHWIO NEMELIBHB! B NadKy 43 KapToMa

KonvvecTo ynaxosok B cenuu: 30574 wr,

Homep cepau 403032

2

daTa npouasoacrea: 22.03 2022
Qata oxoHuanus cpoka rogHocTH: 01.03.2025

Opuravueckuit agpec 000 «HM® «<MATEPUA MEJWKA XONOWHM. Paccus,
127473 r Mocksa. 3-4 CamoTeusii nep., 4. 9. Tenedhor/tbakc: +7 (495) 584-43-33
AAPEC NDOVIBOACTEEHHONA NNCWEAKY, Poccus, r. HenrOunck, yn. Byrypycnanckas, 4 54

Nwyerang Ne 00432-NC 02 hespans 2024

AaTa nepecdoomneHunr 24 05 2021,

r.. BbiAaHHaa Muxucrepcrsom NPOMBILUNEHHOCTHU 1t Toproenu Pocouilckon

# honbry anoMuHuesoi

Ceqepayny

PeayneTaTel ananuaa’

. MNoxazatenu . TPebosanms HA MNM-N (000032)-(Pr-RU)-240521 __PeaynuTatal ncnwitany
Onucarue Tabnertku NNOCKOUMNUHAPUYECKOR  opMbl. ¢ TabneTku NNOCKOUMNMHAPWYBCKON Doome! G
| Dackoi, C PACKOR Ha OAHOA NNOCKOR CTOPOHE, C (DECKOK. C LUCKGH HA OLQHOR NNOCKOW CTODOHE &
'UenbHbiMK Kkpasmu ot Benoro Ao nouTu Benoro uensHbimy kpasmn. Genoro ysera
| yeeTa Ha nnockod cropewe ¢ puckai ranecews Haanuch |
| Ha nnockoi cropome ¢ puckoil HaHecewa Haaruce MATERIA MEDICA wa apyro# ~nocron cTopoxe |
[ MATERIA MEDICA. w“a apyroi# nnockoi CTOPOHE | Hanecess Haanuce RENGALIN
HareceHa Haanace RENGALIN. ' Cootsercrayer e s e}
NoanuHHocTk KayecTeeHHan peakuun co cMecsio nupokartexuHa | Pacraop npuobperaer poaosyc OHDHCK){W
! pacraopa 10 % c CepHOW kucnotoi  CooTeetctayer
KOHUEHTPUPOBAHHOM DomkHo Habnwpaathen 1
T o PO3OBOE OKPAWWBEHMWE, e
PacranaemocTs Weneiranne  npoBORAT 8 cooTBeTcTeMM o 7 tauHyT 03 cekyHas _{
TpeBosaHusMy ' Cooveetcrayer
o Po, O©C1.42001315

«PacnagaemocTs
Tabnetok 1 kancyn» unu Ph, Eur., n.2.8.1 f
He Bonee 15 MUHYT ¢ npuMeHerrem Ainckos.

| — I
| OnHOpPOAHOCTL Mace
‘Tabnetok

|cpeaHel maccel Ha BENuYKHY, B aBa pala’
| MD@BLILAKLYIO NPOUEHT A0NYCTUMOro OTKNOREHUR |
Er T, ;]
TMHKpcﬁnoncmqecKan  VicnbiTaHue  NpoBOART B CGOTBETOTBMM c! . Obuwee wucno aapobrbix
yacToTa | Tpefiosanuavu @ PO,  O®C.1.2 4.0002.18

Cenradpecar vasestna N34D3%

bl

Wenoitakue  npoBogAT 8 cooTmetoraum c|
JrTraefioexal-nmr\.fu.'n |
|F® PO, O®C.1.4.2.0009 15 «OaHOPOAHOCTE MacCer |
}noaupnsannb}x NEeKapCTeeHHbIX opmy unu Ph. |
|Eur.,n295

| Macca we Bonee 2 ua 20 TaBnetok oTKNOHAETCR OT |
|cpeaMed macck Gonee uem Ha 5%, u macca HI |
'CAHOW TabneTku ME AOMKHA OTKNOHATLCR ar |

Cpeanss macca: 0550 r
OtknoHeHus: ot - 0.91 % a0 + 0.91
Coorsercrayet |

ar
0

i
S

| «MukpoBuoncrudeckan wuctotan unu Ph. Eur. n. n.
126.12,2.6.13. i
. Ofwee uncno asapobHbix !

MUKPOOPraHuamMos — He Gonee1d’ KOE g |
1r

. Obwee 4MCNC APOXKEBLIX U NNECHESbIX
rpuboB ~ e Bonee10* KOE s 1 r.

» _ Orcyrersne Escherichia colip 1r.

SUS—

MWUKPOOPraHuamoes — meHee10KOEB 1 ¢

o OBuiee 4NCNC APONOKEBbLIX ¥ NAECHERBIX

rpuBos — meHeelD KOE g * r |

. Orcyterayer Escherichia colia 1r |
Cooreercrayer
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'Ynakomka

| Map<upoexa

| Ycnomus xpaHexus

Roxasarenu | Tpebosanus

"o 10 vabnetox B KOHTYDHOW RYEAKOBOV ynakoBke
#3  nneH#n cnuBUHMIXNODUAHOR v onery
ANKOMUHERDN

Mo 2 KOHTYPHbIX S4EIKOBEIX yNaKOBKA BMECTE ©
WHCTPYKU#EH N0 MEBAMUMHCKOMY  NPUMEHEHUS
NOMELIAI0T B NavKy U3 KapTOHa.

Ti-N (000032)-(PT-RU)-240521 |

iy

T PesynnTaTblucnbITaHui
CcoTBeTcTayeT

Mo 10 TaBreTox B KOHTYPHO! ANEIXOBON yTaKoBke
M3 RAMEMEM  NONMBMHUNXTOPRAHCA M DONBTH
amcManHAEBoH

Mo 2 KaHTYpHbIE AUEAKOBLIE YNAKOBKY BMECTE C
WHCTPYKLUMER NC MEAVMUMHCKOMY MEMMEHEHIIC
nomellersl A fAYKy M3 K8pToHa.

e
' MapknpoBKa NepBUYHOR yNakoBHi
Ha KOHTYpDHOW RYEWKOBORA YNAKOBKE yKa3biBAKT |

| HA3BAHWE NPANAPATa CO IHAKOM . NEKAPCTBEHHYIO
chopMy  HauMeHosakue npouasoawTens W ere
-oBApHLIF 3HAK. HOMED Jepwy  CPOK roAHGCTH
(«lc »)

MaoKkiDOBKA BTCOMMMON ynaKosky

Ha kaDTOHHOW NAauke YKa3lbiBAT HAWMEHOBaHWe
appec TenemoH/hake “ ToBapHLIR 3HaK

npon3gsoANTENR, HAIBAHKME NpenapaTa co IHAKOM 8
nexapcTeesHylc (bopmy. cocras npenapata ¢
ykaszaHuem HE3BaHPER W KONadecTea AKTUBEHBIX
EeLecTB W HalBaHun BCNOMOraTenbHbiX BellecTs
konuuecTeo TabneTok B ynaKkoske «Cnocob
NpUMEHEHUS ¢ 403l CM.
| MEAWUMHCKONMY NPUMEHEHMIO BHYTDW YNakoBKM»
YCNOBWUA OTNYCKA, YCNOBMA XPAHEHUA, «XpaHvuTh 8
HEAOCTYMHOM ANR  4eTei  wmecTer. «Jleverve
| kawns», dapM-koa (rpadudeckad v uutbpoaon).
Homep cepum («Cepus’  ») CPOK rOQHOCTH {«[oaeH
a0 »). Aara npowiscacTsea («flaTa npow3is. "}
“HAMBRAYENEHBIV cepuitkeln HoMED
noTpefuTensckon (BTOPVYHOM) ynaxoBxy («CH

») rnoBanbHeid Homep Toeapa GTIN («GTIN

) PEruCTDaUMOHHEI  HOMED WTpKX-K0Aa
cpeacTso WABHTRDUKAUMK (20 KOA 8
| MawuHouuTaemeon hopmel.

I B 3alL4llexndy OT CBETa MecTe. nph TemnepaType

| He Boile 25%C,

WHCTPYKUWIO  No |

MapkUpOBKa NepBMuHO! yNaxoBKu
Ha KCHTYPHOW RYEUKOBOW YNaKOBKE YKa3aHo.

WalBaHue NPenapara Co JHAKOM  NEeKpCTEEHHAR

opmMa. HaUMENCBAHUE NDOUIBCAWTENR ero
T08apHLI  JHAK HOMED CEepU#  CRCH rOAHOCTH
|_uﬂc n;

MarokupoBRa BTOP#SHOR ynaxkoany

Ha HBD’CH‘-{O:‘R nadke yxkaiado WAaumMaHopaXve, |
aapec -enedon/thakc 4 TOBAOHSIA ELELY

NPOM3BCAWTENR, HAJBAHWE NDENAPATE CO aHakom |
nexapcTeexHas (hopma. cocTas  noenapara c|
yKa3aHuen HAalearws W KonuuecTsa AKTUEKRIX |
BELBCTB W HA3BAHWR BCNOMOraTenbHbix BEWECTS. |
| konuuyecTeo TabneTtox B8 ynakoeke «Cnecob
APUMEHEHMA M A03bI  CM.  MACTPY<LMIC N0
MEAMUMHCKOMY TPUMEMEHWIO BRYTPW YNAKCBEW?,
YCOBMR OTNYCKA, yCNOBWHA XDaHEHWA, «XpaHute B
HEAOCTYNMOM  ANA getein  mecTer «Jlevexue
| kalwnsy, apM-Kog (rpaduueckns JdvppoBoi).
Homep cepun («Cepns  »). CPOK TOAHOCTH {«ToneH |
A0 ..») AaTa npovIs0LCcTBA fe[l@aTa npouaB w) |
vHAVBYAYarbHBIR CELUAHL =OMEep
noTpeBWMTENBCKOW (BTORMMHOW) YNakosku «C H
») rpofarsHbid Homep Tosapa GTIN «GTIN |
») DRMMCTPELMOHHDIR  HOMED LITPWX-KIA, |
CPELCTBS waeHTUDuKayuy 2D ®oa B|
MaWKUHONUTAEMOW BODNME] i
CocteeTcTeyeT .
"B 33lLKLEHHOM OT CBETA MECTe, NpHt tewuneoatyoe |
e abile 25 °C
| CooTBeTCTBYET.

"'Cpox roanceTy

|
~ [3roaa

CooreeTcTByeT

KommesTapey YKazaHwHan B HACTOAWEM cepTuchMKaTe Cepus npenapara co

RU)-240521.

3assnesve 0 cepruduraguy ITUM R CBMABTENLCTBYID. 4TC NPUBEASHHAR Bbllie

npoaykduw Swina npouasesewa (BKNIOYAR YNaKoBKYy/MapKUPOEKY) ¥ KOHTDONS ece

npagarasn GMP u accee cneuyndukauun Ans “ccneayemMoro

paccuoTpeks v cocTeeTcTare GMP ycTanoenero

HauanbHuk OKK

Haza

Goeptagesat kasecraa b

04 anpena 2022

L Cde

Kaproea E.A

SMATEPHAMETH

XOJHHAD™

oTeeTcTayer Tpebosanuam HO NN- N (000032)-(PT-

wHbopMauns 4CCTOBEDHa ¢ ToqKa 37a ceons
KauEeCcTEa BLINCAHEW B NOOHOM COOTBETCTBMY c

NC NpoToxonsi NPOWIBCAGTBA. YNAKOBKM ¥ AHANM3IoB Goinu

Croamwua I val
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CEPTUDUKAT CEPUU TOTOBOW NPOAYKLUN
(nekapcTBeHHbIe npenapaTbl 4N MeaMUUHCKOro npumereHus) Ne 595

PeHrannH® TabneTku Ana paccacbiBaHus (KOHTYPHas siuenkosas
ynakoska) 10 x 2 (nayka kapToHHas)

HazeaHue, nexkapcreeHHas opma, pasmep ynakoskh

Crpana HasHaueHus: POCCUA

Homep cepuu: 4030322

[Nata npoussopctea: 22.03.2022

Cpok roaHocTn rogeH go:  01.03.2025

Konvuecteo ynakosok 8 cepun: 30 574 wWT

Homep PY: JM-N (000032) - (Pr-RU) Aarta perucrtpauuu: 19.12.2019

HO: HA NN-N2(000032)-(Pr-RU)-240521 ot 24.05.2021

HacToswum s yaoCTOBEPAK, YTO BCE CTaguy NPOM3BOACTBA CEPUM FOTOBOWN NPOAYKLMU
NeKapcTBEHHOro npenapara aAns MeguuUMHCKOro npuMeHeHns BbINMONHANMCE B NONHOM
COOTBETCTBUK € TpeboraHnamu GMP 1 pericTpauMoHHbIM 40oCkE.
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