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QOC aKPKA-PY

Paspemienne Ha BbinycK H BBOJ B I'pak1aHCKUi 000poT
1L.-040000886171/2020
HaumeHoBaHHe JEKAapPCTBCHHOIO Ipenapara A8 MEJHUHHCKOr 0 IIPpHMEHCHHS X

Jlopucra® (Jlozapran) Tab/1eTKH, HOKPBITHIE IIEHOYHO# 060104K0i, 50 Mr
(koHTypHas A4elikoBad ynakoska) 10x6 (nauxka kaproHHas)

Cepus: | I'onen no: Peinok: Ko/1H4ecTBO yNaKoBoK:

36820120 | 01.2025 RU 39.186 mr.

Cepus 1exapCTBEHHOTO Npenapara Oblia [POM3Be/IeHa B COOTBETCTBUM C JTHILEH3HEH Ha IPOU3BOCTBO
TEeKAPCTBEHHBIX  CPEJICTB, TpeOOBAHMSAMH PpErHCTPAllMOHHOrO jaocke, TpebopanusiMu IlpaBua
HauiexKaren NIPOU3BOJCTBEHHOH [PaKTHKH (YTBEpK/IEHbL IIpukazom Munucrepcrsa
IIPOMBILLIEHHOCTH # Toproian P® ot 14 wions 2013 r. N2916), a Takke uHBIMH TpeDOBaHUAMH,
YCTaHOBIEHHBIMH HOPMATHBHBIMH [1paBOBBIMU akTamy Poccuiickolt ®enepauu U cTpaHbl 3KCNOpTEpa.

Hopmarupuas nokymenranusn:  JICP-003722/07-301117

IMacnopr N2: 040000886171 ot 19.03.2020 r.
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OQO «KPKA-PY

Haumenosanue NPOOYKITHA:

Vnakoska
Konm:

Howmep cepun:
KonuuecTso:

Ne CCPHH aKTUBHOI'O KOMIIOHECHTA:

Jlara usrorosnenns:
INogen no:

Jlata BbIAa4n nacnopra:

AHaJu3 BHIOJIHEH 110°

KRIKA

Herpa, 19.03.2020
Crp.1/2

Iacnopr Ne 040000886171

obon0ukoit, 50 Mr

Jlopucta® (JIosapran TabIeTKH, OKPBITEIE TUICHOYHOH
P

(xoHTYpHas s4eiKOBas ynakoska) 10x6 (mayxa xaproxHas)

7C7907

36820120

39.186 wrT.

K64251

01.2020

01.2025

19.03.2020
JICP-003722/07-301117

Haumenosanue Tpebosanns HOpMAaTHBHOM TOKYMeHTAORA PesyarTaTel ananu3os
nokasarejied
OnHcanune Kpyrnele, cierka /BOAKOBBITYKIbIE TabIeTKH, Kpyrisle, crerka QBoSkoBeIny Kiibie

NMOKPBITBIE NIIeHOYHOH 060s104K0# Genoro uBeTa,
C PHCKOH Ha 0JIHOH cTOpOHE H ackol.
Bua Ha usnome: wmepoxomaTtas macca 6e1oro

| OBETa C neHouHoH obonoukoit Genoro OBETAa.

Ta0JIETKH, [OKPBITBIE [UIEHOUHOM
ofonoukoii Georo useTa, ¢ pHCKOi
Ha OJJHOH CTOpoHE W (ackoii.

Buna Ha uznome: mepoxosaras
macca 6eJloro Leera ¢ njaeHoYHoH
000/I09K0H GeJIoro 1BeTa.

[ToniuHHOCTE

Bpems  ynepauBaHWs OCHOBHOTO TNHKa Ha
XpoMaTorpamme HCIIBITYEMOTO pacTBopa
JOJIKHO COOTBETCTBORATE BpeMeHH
yAepKUBAHHSA IHKa no3aprtaHa Ha

XpoMaTorpaMMe CTaHAapTHOro pacTsopa.

[TonTBEpKOCHO

PacTeOpenue He menee 75 % (Q) nosapraHa kanms ot 62 % - 100 %
3a5BJIEHHOTO KOJIH4ECTBA uepes 30 MUH. Cpennee 93 %

Poncreennsie npumecn | Jliobas eaMHnuHas npuMecs — e bosee 0.2 % <=0,05%
CymmMa nipumeceii — He Gonee 1,0 %. <=0,05 %

Muxpo6ronoruueckas I'd® XIII, Kareropus 3A. CooTtBeTcTBYET

YHCTOTA

OnHoponHOCTE Ioxasatens npuemiemoctu (AV) He 6oaee 15,0 1,7%

N03HPOBAHHS %.

KonuuecTeeHHoe He menee 92,5 % u ue 6onee 107,5 % nozapraHa 100,4 %

ompeneieHue Ka/us OT 3aBJICHHOIO KOJIWYECTRA,

Ynakopka ITo 7, 10 wm 14 Ttabnerok B koHTypHO! | [lo 10 Tabnetok & KOHTYPHOH
AYECHAKOBOH YNakoBKE W3 KOMOMHHPOBAHHOTO | S4EHKOBOM YIIaKOBKE U3
MarepHasa MBX/TIBJAX H Gbonbru | KOMOMHHPOBAHHOTO Mmarepuania
aTIOMHHHEBOH. IMBX/IBAX " t$oabru
2 KOHTYPHBIC A4SHKOBbIC YNAKOBKH (10 7 | allOMHHHEBOM.
Tabnerok); 3, 6, 9 KOHTYPHBIX A4EHKOBBIX | 6 KOHTYPHBIX AYEHKOBBIX YNaKoBOK
ynakosok (no 10 Ttabnetok); 1 koHTypHyio | (o 10 TabreTok) BmecTe ¢
AYEHKOBYI0 yNaKoBKY (110 14 TabneTok) BMecTe ¢ HMHCTPYKUMeEH Mo NPUMEHEeHHIO
MHCTPYKUMEH 0 NPUMEHEHHIO MOMEIIAOT B | IOMELIEHB! B TAYKY M3 KAPTOHA.
NavyKy M3 KapToHa.

Mapxkuposka Ha nepsuunoii ynakosxe (xoumypras sueiixoeas | Ha NEPBUYHOU ynaxoske

ynaxosxa)
HauMeHOBaHUE
NpeayIpeauTeILHOM

yKazelearom: TOProBoe
npenapara e
MapKHpPOBKOH ®,

(koHmMypHas SueUKO8AR YNAKOBKA)
YKA3aHO: TOProBOe HAMMEHOBaHHE
npenapara ¢ OpeaylpeadTeabHOH




OQO0 «KPKA-PYC»

KRIKA

Hcrpa, 19.03.2020
Crp.2/2

ITacnopt Ne 040000886171

MEKIYHApOOHOE HEMATCHTOBAHHOE
HaMMEHOBAHHE, JIEKapCTBEHHYH) thopmy,
JO3UPOBKY, TOBApHBII 3Hak (Ha JATHHHLE)
(UPMBI-IPOH3BOANTENA, HOMEp CepHM H CpOK
TOAHOCTH.

Ha smopunnoii ynaxoske (nawxka xapmownas)
VKA3bI8AIOM . TOProBoOe HaHMEHOBaHHe
npenapara ¢ npeaynpejiHTebHON MapKHPOBRKOH
®, MEMIYHAPOIHOE HEMAaTeHTORAHHOE
HaHMEHOBaHUeE, JIEKAPCTBEHHYO bopmy,
IO3HUPOBKY, KOJHY4eCTBO TabJIETOK B YIIAKORBKE,
Ha3BaHHe JeHCTBYIOUIEro BelIecTBA H  Ero0
konu4ecTBo B 1 Tabnerke, «BcrioMorarenbHble

BELICCTEBA. JTaKTO3BI MOHOT'HAPAT,
NPONMIEHITIMKONIL M ApYrHe, YKazaHHBIE B
HHCTPYKUHH  TO  TpUMEHEeHMIO»,  Crocob

npuMeHeHHA: «/lna npuema BHYTPB», YCIOBHSA
XpaHEeHHUH, YCIIOBHA OTITyCKa,
NpeaynpeiuTensHble  HAaanuMeu: «XpaHUTeE B
HENOCTYNHOM s nered mecte», «[IpumeHaTs
M0 HA3HAYCHWIO Bpaya», perucTpalMoHHBIR
HOMep, HOMEP CBHIETE/IbCTBA HA TOBAPHBIH 3HAK,
HasBaHWE, aapec, TesledoH, (AKC H TOBAPHEI
3HAK (Ha JaTHHHLE) (QUPMBI-[IPOU3BOJIMTENA,
HOMEp CepHH, CPOK TOJHOCTH, IITPHX-KO,
APOH3BO/ICTBEHHBIH KO YMaKOBOYHOIO
MaTepuana. Jonyckaercs HaHeCeHHe Ha MauKy
KAPTOHHYO KOHTPOJIEHOTO
(unentuduxanuonnoro) 3uaka (KM3) ¢ nonHsim
HIIH 4aCTHYHBIM TyOMpoBaHHeM HHbOpMALHH,
CONCPMKALIEHCA B HEM B BMAE YHMTAaEMOIO
MNe4yaTHOro TeKCTa ¢ LedbK) MOHWUTOPHHra
OBIDKEIIMA  JIEKAPCTBENIIOrO  Mpernapara  oOT
TPOH3BOIUTEN 10 KOHEYHOI O NoTpeduTens.

MapkupoBKOH ®, MeXIyHapoIHOe
HETIATEHTOBAHHOE HAWMEHOBAHHE,
JleKapcTBeHHas (opMa, NO3HPOBKa,
TOBApHBIi  3HAK (HA JIATHHHLE)
HPMBI-MPOH3BOIHTENS, HOMED
CEPUHM M CPOK FOIHOCTH,

Ha emopuuynoii ynaxoexe (nauxa
KApMOWHAA)  YKA3AKHO: TOPrOBOE
HAHMEHOBaHHE npenapara c
npeaynpeIuTenbHON MapKUpOBKO#H
®, MEKIY HAapOIHOe
HEeIaTeHTOBAHHOE HAHMEeHOBAHHE,
JieKkapcTBeHHas $opMa, [03MpOBKa,
KOJHYECTBO TabjleTOK B YIIAKOBKE,
HA3BaHHE JEHCTRYIOIIEro BeUIeCTRa
H ero xkoauMyectBo B 1 TabneTke,

«BcenomorarensHbie BELIECTRA:
JIaKTO3BI MOHOI'HIPAT,
MPOMIWIEHINIHKOAL W JIpyTHe,
VKa3aHHble B HMHCTPYKLMH IO
MPHUMEHEHHIO, crnocob
[TPUMEHEHHMS: « st npuema
BHYTDB»,  YCIOBHH  XPaHEHHS,
YCJIOBHS OTIyCKa,
MpeaypeInTeTbHbIE Ha/IMHCH:

«XpaHUTh B HEJOCTYIIHOM [JId
pereit mecte», «IIpHMeHATH TIO
HA3HAYEHUIO Bpauay,
PETHCTPALIMOHHBIN HOMEp, HOMep
CBH/IETE/LCTBA Ha TOBapHBIH 3HAK,
HaszsaHue, ajpec, TenedoH, daxc u
TOBapHBIA 3HAaK (Ha JAaTHHHLE)
GHPMBI-NPOHIBONTEIA, HOMep
CEepHH, CPOK FOJHOCTH, LUTPUX-KOJ,
MPOH3BO/ICTBEHHBIM Ko
ynakoBO4YHOTO MaTepuana. Hanecen

Ha NaYKy KapTOHHYIO KOHTPOJIBHBI

(naeHTHHUKANOHHEIE) 3HaK
(KH3).
XpaHeHne [Tpu Temnepatype He Beiuie 25 °C, B CooTBeTCTBYET
OPUIMHAILHOM YIIAKOBKE.
| Cpok rogHocTH 5 ner. 5 net

axmoyenne: COOTBETCTBYET TPeOOBAHUAM HOPMATHBHOMN JIOKYMCHTAIIHL.
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