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1. Onucanue Kpyriieie 1BOSKOBBINYKIIbIe TAOJIETKH XKENTOTO LBETA, Kpyrisie

TIOKPBIThIE KUIIEYHOPACTBOPUMOH 060104Kk0it. Ha monepeunom
paspese sIpo KEITOro LBETA
(Busyanbhbiii, [® PD*)

JIBOSIKOBBIITYKJIbIE
TabJIETKH KENTOTO 1[BETa,
MOKPBITHIE
KHMILIEYHOPACTBOPHUMO#
o6onoukoii. Ha
MOTIEPEYHOM pa3pese
SIAPO XKENTOro 1BETA

2. I[ToIMHHOCTD:
- aKpUIOHYKCYCHasl KHCJIOTa

- METJIIOMUH
(N-MeTunrimokaMuH)

CreKTphl NOTJIONIEHHS HCTIBITYEMOTO PacTBOpa M pacTBOpa
cpaBHenwus (b) B o6mactu oT 340 10 450 HM HOMKHBI IMETh
MaKCHUMYMbI © MUHUMYMBI IIPH OJJHUX M T€X XK€ JUIMHAX BOJIH
(CnextpodoTomerpus)

Bpems ynepxuBanus OCHOBHOTO IMHKa Ha XpOMarorpaMmMe
HCTIBITYEMOTO PacTBOpPa, PUTOTOBJIEHHOTO JIJIsl
KOJIMYECTBEHHOTO OIPEEIEHHS, TOKHO COOTBETCTBOBATh
BPEMEHH yJIep)KUBAHHMS OCHOBHOTO MHKa Ha XpOMaTOrpaMMe
pactBopa cpaBHeHus (b) (BDXKX)

ITaTHO pO30BaTO-OpaHKEBOTO LBETA METIIOMHMHA Ha
XpOMaTorpaMme MCILITYEMOIO pacTBoOpa Mo MOJOXKEHHMIO,
OKpacKe U BEIMYHHE OJDKHO COOTBETCTBOBATH MATHY
METIOMHIHA Ha XpoMaTorpamMme pactBopa cpasHenus (TCX)

CoOTBETCTBYIOT

CootBeTcTBYyET

CoorBercTBYET

3. PacTBOpeHue

1-s cranus — He Gonee 10 % aKpHAOHYKCYCHOM KHCIIOTHI

3a 60 MmuH

2-5 cranus — He MeHee 70 % (Q) aKpHIOHYKCYCHOM KHCIIOTBI
3a 45 MuH

(I'® PO*, CrektpooromeTpusi B VP 1 BUANMO# 061aCTAX)

0

98-100

4. PoncTBeHHBIE IPUMECH

Envnnynas HenaeHTHGULHUPOBaHHAs PUMECH — He GoJee

He penoprupyetcs

0,20 % (RXKX)
Cymma nipumeceii — ve Gostee 0,50 % (BIXKX) He penoprupyertcs
5. Mukpobuonoruieckas Kateropus 3A (I'® PD*)
CootBercTBYET
YHCTOTA
6. OHOPOIHOCTB JO3MPOBaHHs HomkeH cooTBeTCTBOBaTh TpeGoBanusm (I'D PD¥) CootBeTcTBYET
AV=13
7. KonuuecTBeHHOE
omnpeneeHue:
- aKpHJIOHYKCYCHas KUCJIOTa Ot 142,5 mr o 157,5 mr CysH;1NO; 150,2
(axpunoHykcycHol kucoTsr) B TaGuetke (BIXKX)
- MermoMun 149.8

(N-MeTHATIIOKaMHH)

8. YnakoBka

Ot 131,4 mr o 160,6 mr C;H;7NOs
(MermomuHa) B TabneTke (THTPUMETPHS)

ITo 10 mnm 20 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3
TUIEHKH MTOJTMBUHUIXJIOPUIHOM M (OJIBIH ATIOMUHUEBOM IS
YHaKOBKH.

1 KOHTypHYIO s4eiikoBYIO ynakoBky 1o 20 TabneTok, 1 wiu 5
KOHTYPHBIX STYEHKOBBIX YITaKOBOK 1Mo 10 TabneTok BMecTe ¢
HUHCTPYKIHEH 110 MEAULIMHCKOMY NPHUMEHEHHUIO TIOMEILAIOT B
TavyKy W3 KapTOHA.

Jlis KOHTPOIIsL 1EPBOI'O BCKPLITHS GOKOBBIE KJIaraHbl MaYK{
MOTYT GLITL 3aKJIeeHbl OTHKCTKaMH. [1auku MOTyT GBITh
CIpyNNnUpOBaHKl B GaHACPOIIH TEPMOYCAT0YHOM ILUIEHKOI.
TTaukn Wik GaHOepOH NOMEIIAIOT B IPYIIOBYIO Tapy.

Io 10 TabneTok B KOHTYpHOI

AYEHKOBOH  ynakoBke 3
TUIEHKH
MOJTMBUHUIIXJIOPHTHOM H

Gonbry  amMOMHHHEBOH A
YNaKOBKH.

5 KOHTYPHBIX SYEHKOBBIX
ynakoBok mno 10 Tabnerok
BMECTE€ C HHCTPYKLMEH no
MEIMIMHCKOMY NPHMEIIEIHIO
HUMCLLCHLI 1} llll'llfy "3
KapToHa.

TpeGoranus HJI co6moneHsl.

HHC-KO-2000-0160 «KOoHTpo/1b IDOK3BEACHHNH MNOTYKIHMY, Rencus 10 Tlata reenerus: 10 N3 20?1



1 2 3
9. MapkupoBka 1) IlepBuuHas ynakoBka 1) Tlepeuynad ynakopka
Ha  KOHTypHOW  s4EHKOBOM  YNMakoBKE  YKa3blBAKOT: ?:aK::K“e‘)p“O" ”‘;f:;;‘;‘:{:f
HaNMEHOBaHHE MPOU3BOJHTEINS, €0 TOBAPHBIH 3HAK, TOPTOBOE | Laumenosanme
HaWMEeHOBaHHe MpemnapaTa ¢ NpeayNnpeAnTeIbHOM MapKUPOBKOH | mpoussoautens, ero
®, NeKapcTBEHHYIO (OpMY, NO3MPOBKY, HOMED CEPHH, CPOK | TOBapHbIA 3HaK, TOproBoe

TOIHOCTH.

2) BropuyHas yrnakoBka

Ha mnayke yka3bIBalOT: HAaWMEHOBAaHUE INPOM3BOJMTENS, €ro
TOBapHBIM 3HAaK, aapec, Tell./(akc, TOProBoe HaMMEHOBAaHME
mpenapara ¢ HpexynpeiuTeNbHOH — MapkupoBkod — ®,
IPYNIIMPOBOYHOE HANMEHOBaHUE Ipenapara, JIEKapCTBEHHYIO
¢opMy, NO3UPOBKY, COCTaB Ha OAHY TabJETKy C yKasaHHEM
HalMEHOBaHMA M KOJNMYECTBAa JEHCTBYIOLIETO BEIIECTBa,
MepeYeHb BCIOMOTaTENbHBIX BEIIECTB, KOJIWYECTBO TabJIETOK B
YHaKOBKe, «XpaHUTh B HEAOCTYITHOM UL JETEH MeCTEY,

«Jlns B3poCHBIX M JETel ¢ 4 neT», yClnoBHsS XpaHEHHs, HOMED
PETUCTPAllMOHHOTO  YNOCTOBEPEHHUS, HOMEpP CEpPHH, CPOK
TOAHOCTH, YCJIOBHS OTIYCKa, CIOCOO MPHMEHEHUs, IITPUXOBOH
koxa EAN-13, nononaurensHble Haanucu: «1J1S B3POCIIBIX U
JIETEH 4+», JIEYUEHUE U ITIPO®PUIJIAKTUKA T'PHUIIIIA U
OPBMW», papmakon (pharmacode).

Ha nauke, conepxareii 1 KOHTYpHYIO SYEHKOBYIO YIIAKOBKY 110
20 TabneTok WIH 5 KOHTYPHBIX S4EHKOBBIX YNMakoBOK mo 10
TabNeToK, [OTOJIHMTENPHO HaHeceHa rpaduueckas cxema
«ITPUEM TIPETIAPATA IPH JIEUEHUU 'PUIITIA/OPBH».
HomyckaeTcss HaHECEHHE CPEACTB MAEHTUQUKALUM [
CHCTEeMbl MOHUTOPHHIA IBIKEHHS JIEKapCTBEHHBIX MPENapaToB.

HAaWMMCHOBAHUE TIIp€napara C

NpeaynpearTeIbHOM
MapKHPOBKOH ®,
JleKapCTBEHHas dopma,

J03UpOBKA, HOMEp CEpHH,
CPOK FOJHOCTH.
2) BropuyHas ynakoBka

Ha nayke YKa3aHsbl:
HAaNMEHOBAHHE
NPOM3BOJMTEIA, ero
TOBapHbli  3HaK,  aipec,
Ten./akc, TOProBoe
HalMEHOBAHHE TNpenapara ¢
MpeAyNpeanTEIbHON
MapKHpOBKOH ®,
IpyNIMHpOBOYHOE
HAaHMEHOBAHHME  Tpenapara,
JIEKapCTBEHHas dopma,

JO3UPOBKA, COCTaB Ha OIHY
TabneTky C  yKa3aHHeM
HaMMEHOBAHHMSA U KOJIHYECTBA
JCHCTBYIOILIETO  BEILECTBA,
nepeyeHb BCIIOMOraTesbHbIX
BELIECTB, KOJIHYECTBO
TabneTok B YNaKOBKe,
«XpaHUTb B HEIOCTYITHOM
1 IeTei MecTey,

«J1ns B3poCTbIX M AeTeit ¢ 4
NIeT», YCIOBHSA XPAHEHUS,
HOMEp PErMCTPaLMOHHOTO
YIOCTOBEPEHHS, HOMED
CEpHH, CPOK FOTHOCTH,
YCIIOBHS OTITyCKa, Coco6
TPUMEHEHHS, INTPHXOBOKH
kox EAN-13,
JIOTIOJTHUTENbHBIE HAZIMHCH:
«J1J151 B3POCJIBIX U
JIETEU 4+», «JIEYEHUE U
[MPO®UIIAKTHKA
T'PUIIIIA U OPBU»,
(apmakon (pharmacode).

Ha nayke JOMONHHUTENBHO
HaHEceHa rpajuueckas
onoMa ([ TPMEM
TIPETTIAPATA IPH
JIEYHEHHUH
T'PUIITIA/OPBH».
HaneceHsl cpeacTBa
HACHTHUKALMH JUTIS
CUCIEMbL MUHMIUPUHL YD
JIBW)KCHHUA JIEKAPCTBEHHBIX
TpenaparoB.

10. VYcnoBus XpaHeHHMs U Mepbl
NPEeI0CTOPOKHOCTH

B 3amumEHHOM OT CBEeTa MECTe IIPU TeMIIepaType He BblIle
25°C

B 3anuméHHOM 0T cBeTa
MECTe TpH TeMIepaType
He Beie 25 °C

11. Cpok rogHOCTH

2 roga

2 roga

* - nefictBytomee u3nanue ['ocynapcreenHoit ®apmakonen Poccuiickoi ®enepanyu

3akmoueHue: coorBercTByer TpeboBanusam HI P N001049/02-081018, M3m. Ne 1

Hara Bpinaun nacnopra: 14.04.2022

3asenyromui KAnJI
Hauaneank OKK

JupekTop no kayecTBy

QPQK rogHoctu no: 03 2024

] A. C. BrmacoBa
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