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1. Onmcanue

Kpyrisle  nBOAKOBBIMYKJIbIE TabNETKH JKENTOrO  IBETa,
TIOKPBITbIE KUIIEYHOPACTBOPUMOM 06osoukoil. Ha momepeunom
pa3pese Aapo XKEITOro UBeTa

(Buzyanphsiii, 'O PO*)

Kpyrusie
JIBOSIKOBBIITYKJIbIE
TabJIETKHU KENTOrO LIBETA,
MOKPHITHIE
KMIIIEYHOPACTBOPUMOH
000JI04YKO}A. Ha
NIOIIEPEYHOM pa3pese sapo
JKENTOro 1BeTa

2. IToIMHHOCTB:

- aKpUZIOHYKCYCHasl KUCJIOTa CrekTpbl MOINOMEHUsS HCIBITYEMOTO PacTBopa M pacTBOpa CoOTBETCTBYIOT
cpaBHenus (b) B obnactu ot 340 no 450 HM JOKHBI MMETh
MaKCHMMYMBbl i MHHUMYMBI NIPU OJHHUX M TE€X )K€ IJIMHAX BOJIH
(CnextpodoTtomeTpus)
Bpemsi ynepkuBaHMS OCHOBHOTO IIMKAa Ha XpOMarorpamme CoorBeTcTBYET
HCIBITYEMOTO pacTBopa, HNPUTOTOBJIEHHOTO s
KOJIMYECTBEHHOTO  ONpENENEeHUs, HODKHO COOTBETCTBOBAaTh
BPEMEHH y/IEPKMBAHHA OCHOBHOTO MHKa Ha XpPOMarorpamme
pacTtBopa cpaBHeHuUs (b) (BIXKX)
- METIIOMUH IlaTHO  poO30BaTO-OpaHXEBOr0  [BETA  MEMIIOMHMHA  Ha CooTtBeTcTBYET
(N-MeTurmokaMuH) XpOMaTorpaMMe HCIHBITYEMOTO pacTBOpa 110 IOJOKEHMIO,
OKpacke W BEJIUYHMHE [OJDKHO COOTBETCTBOBATh IIATHY
MENIIOMKHA Ha XpoMaTorpamme pactBopa cpaBuenus (TCX)
3. PacTBOpeHme 1-s crapus — He 601ee 10 % aKpUIOHYKCYCHOM KHCIIOTHI 0
3a 60 MuH
2-s cranus — He MeHee 70 % (Q) aKpHIOHYKCYCHOM KHCITOTHI 96-98
3a 45 MuH
(I'® PO*, Ciektpoorometpusi B YO 1 BUIUMO#M 061aCTAX)
4. PoncTBeHHBIE IPUMECH Enunnynas HenaeHTHUINpOBaHHAsS PUMECH — He Golee Meree 0,10
0,20 % (BOXX)
Cymma npumeceii — He 6oee 0,50 % (B2XKX) Mesree 0,10
5. MukpoGuosoruueckas Kareropus 3A (I'® PD¥*)
CooTtBeTcTBYET
YHUCTOTA
6. OTHOPOJHOCTH TO3UPOBAHKS Homken cooTBeTCTBOBaTh TpeOGoBanuaM ([P PD¥) CootseTcTBYET
AV=25
7. KonndectBeHHoe
(1109 () (317 K
- aKpHUIOHYKCYCHAsl KUCIIOTa Or 142,5 mr n0 157,5 mr CsH;1NO; 148,6
(akpumoHyKCyCcHO# KucnoThI) B Tabnetke (BIXKX)
- METTIOMUH Ot 131,4 mr go 160,6 mr C;H;7NOs 147,9
(N-MeTunrirokamMuH) (MermoMuHa) B TabneTke (TUTPUMETpPHS)
8. VnakoBka ITo 10 nnu 20 TaGneTok B KOHTYPHYIO SYEHKOBYIO ynakoBky u3 | [To 20  rtabnetox B

TUIEHKK TTOJIMBUHMIXJIOPUIHOM M (ONBIH alFOMUHHEBOM IS
YIaKOBKHU.

1 KOHTYpHYyIO s4eifkoBYIO ymakoBky mo 20 Tabnerok, 1 wiu 5
KOHTYPHBIX SYEHKOBBIX YNakoBOK Mo 10 TableTox BMecTe C
HHCTPYKUHUEN MO MEAMUUHCKOMY MPHUMEHEHHIO IOMEILAIOT B
MayKy U3 KapTOHa.

JUi9 KOHTPONIS TMEPBOTO BCKPLITHA GOKODLI® IJIAMOILI MO
MOryr Obitb 34KICCHBI 3THKeTKaMH. [laukk Moryr Ghith
ULPYULIMPUBAHbL B OdHUEPOIU  TEPMOYCATOUHOU TUIEHKOM.
[Tavky wiK GaHAEPOIM MOMEIIAIOT B IPYMIIOBYIO Tapy.

KOHTYDHOM  sS4eHKOBOMA
YMaKOBKE M3  IUIEHKH
MOJMBUHHUIXJIOPUIHON U
(GOoNBrH  ATOMHUHHEBOM
JUISl yTaKOBKH.

1 KkoHTypHast sueiikoBas
ynakoBka 1o 20 tabierok
BMECIE ¢ MHCTPYKIUEH 1o
MEIULIUHCKOMY
MPUMEHEHHUIO TOMEILEeHa B
MayvKy M3 KapToOHa.
TpeboBanus HJ
COOMIOAEHBL

HMHC-KO-2000-0160 «KoHTposb npousBeneHHOH mpoykiun», Repcus 10. Ilara eexenns: 10.03.2021

=,




1 2 3
9. MapkupoBka 1) ]_[epo]qHa;[ ynakoBKa 1) leppuunas ynaxoska
. . o Ha  KOHTYpHOH  sueiikoBo#
Ha  KOHTYpHOH  sMeiiKoBOM  yNakoBKE  YKAa3bIBAKOT: | ynaxoske ———
HAaNMMCHOBAHUE MPOU3BOAMUTEIIA, €TI0 TOBapHLIﬁ 3HaK, TOProBoe€ HaWHMEHOBAHME NPOU3BOAHUTENA,
. | ero ToBapHmii 3HaK, TOpProBoe
HANUMCHOBAHHEC npenapara C npeaynpeauTeIbHOU HARMEHOBAHES

MapKUpOBKOH®, JekapcTBeHHYIO (OpMy, AO3MPOBKY, HOMED
CepHH, CPOK FOJHOCTH.

2) BropuyHas yrnakoBka

Ha mnayke yka3blBalOT: HaWMEHOBaHUE IPOU3BOAUTEINS, €ro
TOBapHBINA 3HAaK, ajapec, Tes./(akc, TOProBoe HaNMEHOBAHHUE
npenapata ¢ NpeAyNpeauTeNbHOM  MapKUpoBkoi — ®,
rpyNNMPOBOYHOE HAMMEHOBaHHE TMpernapara, JICKapCTBEHHYIO
¢opMy, NO3MPOBKY, COCTaB Ha OJHY TabJETKy C yKa3aHUEM
HaUMEHOBaHUS W KOJIMYECTBA JEWCTBYIOILETO BEILECTBA,
nepevyeHb BCIIOMOTaTeNIbHBIX BEILECTB, KOJIUYECTBO TaOJIETOK B
YIaKOBKe, «XpaHUTh B HEIOCTYNHOM Ui AeTed MecTe», « [l
B3pOCIBIX W JeTeil ¢ 4 Jer», ycnoBHs XpaHEHUs, HOMEp
PErUCTPAallMOHHOTO  YIOCTOBEPEHMS, HOMEP CEpPUM, CpPOK
TOIHOCTH, YCJIOBHUs OTIYCKa, CIIOCO0 IPUMEHEHUs, ITPUXOBOK
koa EAN-13, nononuutensusie Haamacw: «J1J15 B3POCJIbIX U
JETEH 4+», JIEUEHUE U TTIPO®PUJIAKTUKA T'PUIIIA U
OPBMW», dpapmakon (pharmacode).

Ha mauke, coneprxaiei 1 KOHTYpHYIO sSTYEHKOBYIO yIIaKOBKY I10
20 TabneToK MM 5 KOHTYpPHBIX SUEHKOBBIX YHakoBOK mo 10
TabJIeTOK, JOTOJNHUTENBFHO HaHeceHa rpaduueckas cxema
«ITPUEM TIPEITAPATA T1PU JIEUEHWU T'PUIIIIA/OPBH».
JomyckaeTcss HAaHECeHHE CPeICTB UASHTU(DHKALIMY A1 CUCTEMBI
MOHHUTOPHUHIa ABWKEHUS JICKAPCTBEHHBIX MPEMapaToB.

npenapara ¢
NpeaynpeauTeNbHOM
MapKHpOBKOH ®, JIeKapCTBeHHAs
hopma, 103MpOBKA, HOMEP CEpHH,
CPOK FOJHOCTH.

2) BropuuHas ynakoBka

Ha nayke YKa3aHsbl:
HAMMEHOBAHHE TPOH3BOJMTENS,
ero TOBAapHBIH 3HAK, ajpec,
Ten./ake, TOProBoe
HAaMMEHOBaHWE  TNpemapara ¢
NpeayNnpeauTeNbHON

MapKHPOBKOH ®,
rPyNIMPOBOYHOE HAHMEHOBaHHE
npenapara, JIeKapCTBeHHAs

¢dopma, I03MpOBKa, COCTaB Ha
oaHy TabneTky ¢ yKasaHMeM
HAUMEHOBAaHHA M  KOJHYECTBA

JeiCTBYIOIEro BELIECTBA,
nepeyeHb BCIIOMOTaTeIbHBIX
BEILECTB, KOJTHUECTBO TabNeTOK B
YNaKOBKe, «XPpaHHTb B

HEJOCTYIIHOM I JeTel MecTe»,
«Jln1st B3pOCHIBIX H AeTeH C 4 eT»,

yCrIOBHSL  XPaHEHHS,  HOMEp
PEeruCTPaLOHHOTO
YIOCTOBEPEHHUS, HOMEp CEpHH,

CPOK FOIHOCTH, YCJIOBHS OTIYCKa,
€noco6 MPUMEHEHHs, IITPUXOBOH
kon EAN-13, ' nononHuTtenbHble
naanmucn: «J1S B3POCJIBIX U
JIETEA 4+», JIEYEHUE U

TMPOOUJIAKTHKA T'PUIIIIA U
OPBH», dapmakon
(pharmacode).

Ha  mauke  JOMONHHTENBHO

HaHeceHa rpaduueckas cxema
«[TPUEM TIPEIIAPATA IIPU
JIEYEHWH I'PHUTITIA/OPBH».
Hanecenst cpeacTsa
MIeHTHOUKALMKE  UIA  CHCTEMBI
MOHHTOPHHTa JIBHOKEHHS
JIEKapCTBEHHBIX TPENapaToB.

10. VcnoBus XpaHeHUs U Mepbl
NpeIOCTOPOXKHOCTH

B 3ammIméHHOM OT CBETa MeCTE IIPH TEMIIEPATYPE HE BhIILE
25°C

B 3amuiméHHOM OT cBeTa
MECTe TIpU TeMIlepaType
He Boime 25 °C

11. Cpok ronHocTH

2 roga

2 roma

* - nelicTByrouiee u3nanue I'ocynapcreenHoit @apmaxkoneu Poccuiickoit @enepauvu
3akmroueHue: cooretcTByeT TpeGoBanusam HJ[ P N001049/02-081018, M3m. Ne 1

Hara Bpinaun nacnopra: 27.01.2022

3asenyromuid KAHJI
Hauanpank OKK

JMpexTop 1o KayecTBy

HITC-KO-2000-0100 «Kammmpamnh npownenenmndt npomywimms, nepeaa 10, TTata nnencima: 10.03,2021

Cpok rogaoctu ao: 12 2023

A. C. Bnacosa
A. . ®&noposa

C. Y. Cxopuk



