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J'[opnc:'ra® H (TuopoxnopoTHasua + Jlozaptag) TabeTky,
TOKPBITHIE TIEHOYHOH o6onouKoi, 12,5 Mr+ 50 Mr

YnakoBxa (kOHTYpHAs sueiKoBas ynakoska) 10x3 (nauxa KapTOHHas)
Kon: 7C7022

Homep cepuu: 31641019

KonugecTso: 52.387 wr.

Ne cepry aKTHBHOI'O KOMIIOHEHTA: K63836, UN1426

JlaTa U3roTOBJICHHA: 10.2019

Topex no: 10.2024

Ananus BLITIOTHEH IO:

JICP-001564/08-190318, n3m. No 1 (-050819)

HanmeHoBaHnHe TpeGosanus HOPMATHBHOH IOKYMEHTAIHH Pe3y 1sTaThl aHATH30B
noxasarejed
OnucanHe OpanbHble, caerka ABOAKOBBITYKJIBIC tabnetkd, | OpanbHBIE, CTETKA
TNOKPHITEIE MJICHOYHOH 0BONOUKOit OT KEATOro | JABOAKOBBITYKIBIC TabneTKy,
10 HKEJTOTO C 3ENeHOBATHIM OTTCHKOM LIBETE, € TIOKpBITBIE MIEHOYHOH
pHCKOH Ha OAHOH CTOPOHE. ofon1ouKoH XKenToro ¢
Bun Ha wmanome: Gemas lepoxoparas macca © 3e1eHOBATHIM OTTEHKOM
[TeHOUHOM 060N0HKOH OT XKETOro A0 KENTOro | LBeTa, puCKOH Ha OnHOH
¢ 3eMeHOBAThIM OTTEHKOM LIBETA. CTOpOHE.
Bun wa wanome: Genas
11epoXoBaTas macca ¢
NJeHO4HOM o6ono4Ko#
senToro € 3€NE€HOBATHIM
OTTEHKOM LIBETa.
IToAMHHHOCTD! Bpemsa yaepXHBAHHA MHKA THAPOXJIOpOTHA3KA [ToaTsepxaeHo
- THApOXJIOPOTHA3HIL HA XpOMATorpamMme HCIBITYEMOro  pacTBOpa
(SaS) nmO/KHO  COOTBETCTBOBATH BPEMEHH
yAepXKMBAHHA THKA TMAPOXJI0pOTHA3HAA Ha
XpOMATOTPaMME CTAHAAPTHOrO pacTROpa (S8S).
- JlozapTaH Bpema yAepXKHBaHHA MHKa 703apTaHa  Ha [ToaTBEPIKIAEHO
XpOMaTOrpaMMe HCTILITYeMOro pacteopa (SaS)
JIOJKHO COOTBETCTBOBATE BpecMenH
yAepKHUBAHHA TNHKa no3apTaHa Ha
XpOMATOrpamMme CTaHIapTHOTO pacTeopa (S8).
PactBOpeHue: He menee 70 % (Q) raapox10poTHasnia Hepes 95%-100%
- TuapoXIOpOTHA3HA 45 MHH. cpennee 97%

- JlosapTaH xanug

He menee 70 % (Q) nozapTaHa Kanns 4epes 45
MHH.

98%-102%
cpeanee 100%

PoncTeHHBIE IPUMECH: TTpumecs B (RH) - He tonee 1,0 % <=0,10%
- TuApOX0POTHASHL TIpumecs A - ne Gonee 0,5 % <=0,10%
Tpumecs C - ne Bonee 0,5 % 0,20%
Tiobas Apyras eQHHUYHAs NPUMECE - HE Bonee <=0,10%
0,2 %
Cymma npumecefi - He Gonee 2,0 % 0,20%
- JlozapTaH KajHa Tho6as eqHHHUHAS NpHMeECh — HE Gonee 0,2 % <=0,10%
Cymma npumeceli - HE 6onee 1,0 % <=0,10%
| Muxpobuonornteckas [ XIII, xkateropus 3A. CooTBeTCTBYET

-
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YUCTOTA

OnHoponHocTs Ao3kpoBanus: | [Jokasarens NpHEMACMOCTH (AV) ne 6onee 2,5%

- T'uapoxsiopoTHasuy 15,0 %.

- JlozapTan kanus Tloxasarens npuemaemocTd (AV) He Gonee 2,8%
15,0 %.

KonuuecTBeHHOE He memee 92,5 % wu ue Gomee 107,5 % 98,0%

onpefieneHHe: rHIPOXJIOPOTHA3HAA oT 3a4BJIEHHOrO

- 'nopoxnopoTHasHa KONIHYECTBA.

- JlozapTaH kanusa He menee 92,5 % u ue Gonee 107,5 % 99,4%

no3apraHa Kanua oT 3a4BJJEHHONC KOJMIKUUECTBA.

Ynakoska

[lo 7, 10 unu 14 tabnetox B KOHTYPHOH
s4eltkoBOH yMaKkoBKe (6amcTepe) U3
komBuHuMpoBanHoro Marepuana IIBX/TIBAX w1
donbry anoMHHHEBOH.

o 2, 4, 8, 12 win 14 KOHTYPHBIX AYSHKOBBIX
ynaxosok (6aucTepos) no 7 TabneTOK, WIH MO 3,
6 Wi 9 KOHTYPHBIX SYEHKOBBIX YT2KOBOK
(6nuctepos) ro 10 Tabnerok, uiu mo 1,2,4,6
WM 7 KOMTYPHEIX A4eHKOBBIX YTAKOBOK
(6nuctepos) mo 14 Tabmetox BMecTe C
HHCTpYKLHEH MO TNPUMEHEHWIO MOMCLIAIT B
Ma4Ky ¥3 KapToHa.

[To 10 TabneTok B KOHTYpHOH
ayeHkoBoH YNaKoBKe
(6nucTepe) H3
KOMOHHHPOBAHHOTO
marepuana [IBX/TIBIX w
dhobrH amoMHUHAEBOH.

[To 3 KOHTYPHBIX AYCHKOBBIX
ymakoeku (6ancrepa) no 10
TabneToK BMECTE c
HHCTpYKLHEeH 1o
TIPMMEHEHMIO TIOMEILEHbl B
rayky M3 KapToHa.

Mapkuposka

Ha nepguunof ynaxoexe (Koumypnou Auelixoeol

Ha nepguyHou __ ynakoske

MAKoGKe) YRAILIGAIQN!.

TOpPropoe  HauMeHOBaHHWe  Mpenapara ¢
npeXynpeanTebHOH MapKHPOBKO#H ®,
TpYTIMMPOBOYHOE HanMeHOBaHHe,

nexkapcTBeHHyo GopMy, A03MPOBKY, TOBapHBIH
3Hak (Ha naTHHWLE) (GHPMBI-MPOH3BOAUTENA,
HOMep CepHH, CPOK TONHOCTH.

Ha emopuynoii_ynaxogke (nauxe Kapmonnol)

ykaswigaom:

TOPropoe HaHMCHOBAaHHE  TIperapata ¢
npenynpeanTensHOH MAPKHPOBKOH ®,
rpYIIHPOBOYHOE HaHMEHOBAHHE,
NEeKapCTREHHYIO bopmy, LO3HPOBKY,

KonudecTBO TabjeTOK B YMAaKOBKe, HalBaHHe
AEHACTBYIOUMX BEIECTB M WX KOTHYCCTBO B 1
Tabnerke, «BcmoMoraTesNibHBIE — BELUCCTBA.
NaKTO3bl MOHOPMAPAT U JIPYTHE, YKA3aHHbIC B
WHCTPYKUHH TI0  NPHMEHEHHION, cnocob
npumeHeHwt: «llnd npHeMa BHYTPb)», YCNOBHA
OTITyCKA, yCnoBHA XpaHeHHs,
npefynpeauTesbHble  Haamue: «XpaHuts B
HeOCTYITHOM A neTei mecten, «IIpHMERATE
10 HA3HAYEHHIO Bpaua», TOBAPHBIA 3HaK (Ha
NaTMRMuE), HasBaHue, anpec, Tenedon u dake
(UpPMBI-POM3BOAMTENS, HOMEP CCPHM, CpOK
TOMIHOCTH, HOMEp CBHAETCALCTBA Ha TOBAPHBIH
3HAK, PErMCTPALIMOHHBIA HOMEp, LUTPWX-KO,

(KOHNIVPHOL AYeliKoeoll

El‘lﬁK(!&K&'z YRA3aHO!

TOpProBoe HAMMEHOBAHHE
npenapara c
NpefyrpeaHTE bHON
MapKUpOBKOH ®,
rpYNNHPOBOYHOE
HAHMEHOBAHHE,
JIeKapCTBEHHAS dopma,
[03HpOBKA, TOBAPHBIA 3HAK
(na  naTuHMuE)  (UPMBI-
MPOH3BOAWTENA, HOMep

CEpHH, CPOK FOAHOCTH.
Ha amopuusoll  yRAaxogre

(na4yxe Kapmmmaﬂl PKAIAHO.!

TOProBoe HaHMEHOBaHHE
npenapara c
npexynpeanTeTbHOMA
MapKHpPOBKOH ®,
CpYNMUPOBOMHOE
HAKMEHOBAHHUE,
JleKapcTBEHHAA ¢dopma,
JO3KPOBKa, KOJIHYECTBO
TabneTox B yIaKkoBKe,
HazBaHHE JAcHCTBYHOUIMX

BEILNECTB W HX KOJHYECTBO B 1
TabneTke,
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TPOH3BOACTBEHHBIH KOA YIIaKOBOYHOTO | «BeroMoraTebHbie
MaTepuana. BELIECTRA: JIAKTO3BI
JlomyckaeTcs HaHeCeHHe Ha MauKky KapTOHHYIO MOHOTHOpAT W ApYrHe,
KOHTPOBHOTO  (MIEHTH(UKAUMOHHOrD) 3HaKa | YKA3AHHBIC B HHCTPYKLHH M0
(KH3) ¢ nomHeIM  WIM  HacCTH4HBIM | PUMCHCHHION, cnocob
[yB6nupoaHMeM MH(OpMALMH, colepxkalleHcd | MPHMCHEHHA: «l1s mpHema
B HEM B BUJE YMTAEMOrO MEYATHOTO TEKCTa C | BHYTPBY», YC/IOBHA OTITYCKa,
HENBIO MOHHTOPHHIa IBWKEHHS | YCITOBUA XpaHEHHs,
JIEKAPCTBEHHOO MpENapaTa OT NMPOM3BONUTENS | MPELyNPEAUTCIBHEIC
110 KOHEYHOr0 NoTpebuTeNa. HafMUCH! «XpaHHTh B
HEJIOCTYHOM ~ JUIR  fAeTed
mecte», «lIpumensts Mo
HA3HAYEHUIO Bpauan,
TOBapHBIH 3HaK (na
naTvHMLe), Ha3lBaHHe, appec,
tenepon u akc GupMsI-
NPOM3BOHTENS, HOMep
CepuH, CPOK TOAHOCTH, HOMEp
CBHIETENLCTBA HA TOBAPHBIH
3HAK, perucTpalMOHHBIA
HOMED, IITPHX~KOA,
MPOM3BOACTBEHHBIN KO
YTIAKOBOYHOI'O MaTepHana.
Hanecen Ha Mauky
KapTOHHYIO KOHTPOJIBHBIA
(npeHTHGMKALMOHHBIN) 3HAK
(KH3).
XpaHeHue TIpu Temmeparype He souue 25 °C, B CooTBeTcTBYET
OPUrHHANBHOH YMAaKOBKC.
CpOoK rogHOCTH 5 net. 5 net

Jaxmogerne: COOTBETCTBYET TpeSOBaHMAM HOPMATHBHOH IOKYMCHTALIHH.

HacTosmuit NaciopT AB/ETCS HCIpaBIeHHO! pepcueit nacmopra ot 23.1

VcrpapieHns HE BIMAIOT Ha Ka4ECTBO MPOLYKIHH.
JlaTa BBITYCKA B peAH3aIHIO! 24.12.2019 .
JlaTa BHECEHHA H3MCHCHHA: 25.02.2020 .

Hagansuuk OKK

AAE MARD: Qb iy 1y
A0KYN e nToR
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Pa3speuienne Ha BBITYCK H BBOJ B IPOXIAHCKHIA 060poT
IL-040000858199/2019 - 2
HanMmcHOBaHHAE IEKAPCTBEHHOTO0 MPENAPATA IS METHITHHCKOT0 NPHMEHEHHS !
Jopucra® H (Tuapoxsoporuasun + Jlozapran) Tab/ieTkn, NOKpHITHIE NUIenounoi o6oxoakoii, 12,5
Mr + 50 Mr (KoHTypHas s4ciikoBas ynakoexa) 10x3 (mauxa KapTOHHAR)
Cepus: I"ogen po: Peinox: KonudecTBo yIaKoBOK:
31641019 10.2024 RU 52,387 mr

CepHs eKapCTBEHHOrO Npenapara Ob1a Mpou3Be/ieHa B COOTBETCTBAH C JIMICH3HEH Ha IPOM3BOACTBO
JIEKAPCTBEHHBIX CPEACTB, TPeGOBAHMAMH PErHCTPAIHOHHOrO R0Che, TpeboBaumsmu IIpasun
HajuIexaleil  NpPOM3BOACTBEHHOM  npakTuku  (yrBepxkaensr  IlpukasoM  MuHmCTepCTBa
IIPOMBINIIEHHOCTH ¥ ToproBix P ot 14 wrons 2013 r. Ne916), a Tawxe MHbIMU TpeGoBaHHAMM,
YCTAHOBNEHHBIMH HOPMATMBHBIMH NpaBOBBIMM akTamu Poccuiickoii Demepauud ¥ CTPaHbI
9KCIOPTEpA.

Hopmatusuas gfoxymentauus:  JICP-001564/08-190318, nam. Ne 1 (-050819)

ITacnopt N2: 040000858199  or 23.12.2019r.
040000858199/2 ot 25.02.2020 r.

TIpoAyKIHS pa3pemmeHa K BBITYCKY H BBOAY B IPAKIAHCKHHA 060opoT 24,12.2019 X
Jara JA HET

VnoaHOMO49eHHO0€E JTHINO0

BeIIAHHOrO 24.12.2019 r. Mcnpasnenrs He BIMAIOT Ha KaYeCTBO NPOLYKIHH.

JTata BHecenus ucnpasnedus: 25.02.2020 r.




