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HaumeHnosanHe MPOOYKIHA:

VYnakoska
Kon:

Homep cepnn:
Konunuectno:

N2 cepHH akKTHBHOTO KOMITOHEHTA!

JlaTta H3roTOBNEHHA:
lomen no:
AHAaIH3 BLITNOJIHEH MO:

Macnopt Ne 040000865371/2

Hctpa, 25.02.2020
Crp.173

Jlopucra® (Jlosapran) TaGNETKH, MOKPHIThIE NICHOYHOM

o6onoyxoii, SO Mr

(xoHTypHas suelikoBas ymakoBka) 10x3 (nauka kapToHHas)

7C7909

33191219

77.473 .

K64181

12.2019

12.2024
JICP-003722/07-301117

Hanmenosaune TpeboBaHHA HOPMATABNOH JOKYMERTAUWH Pe3ynLTaThl AaHAJIH30B
nokazavenei
Onucanve Kpyrasie, cnerka psoskoselmyxisie TabnetkH, | Kpyrabie, cnerxka
nokpbiThie  fUieHowHoH ofonoukoii  Genoro | ABOAKOBEIMYKAbIE ‘rabnetkn,
| usera, ¢ puckoii Ha onHOMH cTOpoHe U dackod. | NOKpeIThIE NAeHOMHOM
Bun Ha Manome: wepoxosaTaa Macca Genoro | ofonoukoii Genoro useta, ¢
uBeTa ¢ naexouHoi o6onouroi 6enoro usera. PUCKOH Ha OMHOW CTOpOHE M
ackoi.
Bua na uanomMe: LiepoxoBaras
macca Gemoro upera ¢
TUIEHOYHOH obonouxoh
Genoro useta.
TMoanHHHOCTS Bpemss yNep)KMBaHHA OCHOBHOrO NHKa Ha TloaTeepaeHo
XpomarorpamMme HCNBITYEMOI'O pacTBopa
DLOTKHO COOTBETCTBOBATD BpeMEHH
YACPKHBAHHA MHKa nolapraHa Ha
B APOMATOrpaMMme CTaHUAPTHOIO PACTBOpA.
Pacreoperue He menee 75 % (Q) nozapTaHa kanua oOT 81%-101%

1a8BAEHHOr0 KonuyecTra Yepes 30 MHH.

cpenHee 96%

PoaCTBEHHblE NPHMECH Thobas enMHUuHAA npuMech — He Gonee 0,2 % <=0,05%
Cymma npumeced — He Gonee 1,0 %. <=0,05%
MukpoGHonornyeckasn I'd XIII, xkaTeropus 3A. CooTBeTcTBYET
YUCTOTA
OpnnopoanocTs no3uposanus | [loxasaTenk NnpHeMAEMOCTH (AV) ne 6onee 15,0 2,5%
Yo.
KonnuecreeHHoe He menee 92,5 % wu ne Gonee 107,5 % 100,4%

onpeaencHue

J103apTaHa Kalusg OT 3aAB/IEHHOrO KONHYEeCTRA.

Y nakoBka

Mo 7, 10 nnu 14 Tabnerok B KOHTYPHOH
A4ePKOBOH YynakoBke W3 KOMOMHHPOBAHHOTO
marepuana MBX/TIBIX H doneru
anoMHHHEBOH.

2 KOHTypHsle auedkoBble ynakoeku (no 7
Tabnerox); 3, 6, 9 KOHTYPHBIX A4eHKOBbIX
ynakosok (no 10 rabnetok), 1 KOHTYpHYIO
AYEAKOBYIO ynakoBky (no 14 TaGnetok) BmecTe
€ WHCTPYKUHEH NO MPHMEHEHHIO MOMCELAIT B
MavyKy ¥3 KapToHa.

[o 10 TabneTok B KOHTYPHOMH
AYedKOBOH  YNakoBKe M3
KOMOHHHPOBAHHOTO
matepuana [IBX/TIBOX u
donLru ATOMHHAEBON.

3 KOHTypHble A4eHKOBbIC
ynaxkoexu (no 10 Tabnetok )
BMECTC ¢ HHCTpYKUHEH 110
NPHMEHEHHIO TOMEILERs B
nauxy W3 KapToHa.

Mapknposka

Ha nepeuynoii ynaxoeke (Konmypnan A4eiuKosan

Ha  nepeuunoii __ynaxoexe
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ynaxkodxa) ykaswtéarom. ‘Toprooe  (kormypraRs Avelixosan
HaHMeHOBaHHe npenapara C . ynaxoéxka) yxaiawo. TOprosoe
NpC/IYNPCAHTENLHON MAapKHPOBKOH ®, | HauMeHOBaHHe mpenapaTta ¢
MEXKIAYHapoaAHOE HEMATEHTORAHHOE | NPEeLYNPEANTEIBHON
HAUMEIIORAHKE, NeKapCTBEHHYO dhopMy, | MapKHPOBKOH ®,
NOIMPOBKY, TOBApHMA 3HaK (HAa NarHHHUE) | MEXIYHApPOOHOE
GUpPMBI-NPONIBOAWTEIA, HOMEP CEPHH M CPOK | HEMaTeHTOBAHHOE
FOOHOCTH. HaWMEHOBAHHE,
Ha smopuunoti ynakosxe (nauxa xapmoHHai} | nexapcTeeHHad dopma,
yxazoleawom: Toprosoe HAWMEHOBAHHE | NO3WPOBKA, TOBapHbLIA 3HAaK
npenapata ¢ NpeaynpennTenbHOA MapkupoBkoi | (Ha naTHiHUE)  OHPMBI-
®, MeXTyHapoAHOe HenaTenwToOBaHHOE | NMPOHIBOAUTENS, HOMEP CEPHU
HaWMeHUBaHUE, J1EKApPCTBEHHYIO dopMy, | ¥ CPOK FOLHOCTH.

! N0 Ha3zHauveHHHK Bpdauan,

NOIWPOBKY, KOTHUecTBO TabneTOK B YMNaKoBKe,
HajeaHWe [eHCTBYIOUIErO BewecTea H €ro
KouiK4YccTBO B | Tabnerxe, «BenomorarensHbie

BelleCTBa: naKTOo3bl Motior1apart,
NPONHACHIIMKOE W ApPYTHE, YKalaliHble B
HHCIPYRUMH 1O LIPHMEHEHHUIO»,  cnocob

npumenienun: «J[18 npueMa BHYTpb», YCNOBHA
XpaHeHHA, YCNOBHA OTITyCKa,
NPeNYIPEANTCNBHBIC HAAMHCH: «XpaHuT, B
HeZoCTYnHOM ana aered mecte», «[TpumeHaTb
PErHCTPALHOHHEIA
HOMEp, HOMEp CBHAeTeNnLCTBa I1a TOBapHBIA
3Hak, HazpaMMme, ampec, Tenedow, dakc M
TOBApHBIH 3HaK (M2 JNATHHUUC) (HPMBI-
MPOM3IBONIHTE!NA, HOMEP CEPHH, CPOK FOAHOCTH,
WITPHX-KOA, NPOH3BOACTBEHILIA Kol
yNaKoBOMHOro maTepHana, Jomyckaerca
HaHeceHHe Ha NavKy KapTOHHYYO KOHTPO/BHOMO
(noeuTHdUKaunonHoro) sHaka (KHU3) ¢ noatbim
WiH yacTMuHbLIM ayBauposatieM HHopMaUKH,

conepxaweiica B HEM B BWIE YHTaeMoro
MEY4THOI'® TEKCIa C UEeNbi0  MOHWTOPHHIA
NBWXXEHHA JNleKapcTsBeHHOro nMNpenapata o7

NPOM3IBOAMTENR 10 KOHEHYHOTO NOTPCOHTECA.

Ha emopuunoit  ynaxoexe
(nauxa KaGPMONKAR) YXA3aHOo:

TOprosoe HAUMETIOBAHHE
lpenapara c
npeaynpea1TensHoi
MapKHUPOBKOH ®@,
MEXKIYHApOAHOe
HENATEHTOBAHHOE
HaWMEHOBaHHe,
flekapcTBeHHas dopma,
AO3HPOBKa, KOJHYECTBO
Tabnetok B YNaKOBKe,
HalzBaHHE neAcTBylOWwEro
BELECTBA H €r0 KOMHYECTBO B
1 Tabnetke,
«BcrmoMoraTenkHbie
BellecTsa: naKTO3bl
MOHOIrWApaT,

NPOIKIEHITTHKONL W APYTHE,
YKa3aHHbIE B HHCTPYKUHH NoO
NPUMCHEHHION, cnocob
npumeHeHns: «J[wa  npuema
BHYIpb», YCNIOBHR XPAHEHHA,

YCI0BHA OTIyCKa,
npeaynpeanTeNsHbic

HAATTHCH: «XpaHuTs B
HeAOCTYNHOM  Ana  OeTed
mecten,  «lIpHMeHATE N0
HAIHAYEHHIO spauan,
perucTpauHOHHEIA HOMED,
HOMEp  CBHACTENBCTBA  HA
TOoBapHWIH  3HAK, Ha3BAHMC,
aapec, Tededon, akc H
TOBAPHBLIA 31aK (Ha
NaTHHHLE) dupmel-
NPON3BONTHTENS, HOMEp
CepHM,  CpPOK  TOAHOCTH,

ILTPHX=-KOA,
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NpOH3BOACTBEHHBIH xon
YTIAKOBOWHOrO  MaTepHana.
Hawnecex Ha nauKy
KApTOHHYIO KOHTPO/TbHBIN
(MACHTHOHKALIHOHHEBIA) 3HaK
(KH3).

XpaHcHue INpu Temnepatype He Buiwe 25 °C, B CootBercTBYeET
OPHIHHANBEHOM YMAaKOBKe.
Cpok roaHoCTH S ner. 5 ner

3aknioyenne: CooTBercrByeT TpeGOBAHHAM HOPMATHBHON JOKYMEHTALHH,

HacTtosummit nacnopt SBNAETCA HCMIPaBNeHHOM BepcHe# macnopTa ot 17.01.2020 r.

chpasnenuﬂ HE BJIHAIOT HA KAYE€CTBO NPOAYKLHH.

JlaTa Bemycka B peanuzaumio: 20.01.2020r.

Jlata BHeceHHs WaMeHeHHA: 25.02.2020r.

Havanennk OKK

Xewnesa K.3.
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Paspewenne Ha BbINYCK H BBOA B rpa)kKaaHcKuit o6opot
1L-040000865371/2020 - 2
HanmeHoBaHHE 1eKAPCTBEHOTO IPeNapaTa AR MEAHOHHCKOr0 NPpHMeleHHS:
Jlopucra® (Jlozapran) TabaeTisH, NOKpLITLIC 1eRoYHOMH o6on0uKoii, 50 Mr
(xoHTYpHan auelikopas ynakonka) 10x3 (nayka xapToHnas)
Cepun: Tonen no: Prmok: KoauvecTBo ynakoBok:
33191219 12.2024 RU 77.473 w.

Cepus nekapcTsenioro npenapara 6bl1a NpoM3BeAeHa B COOTBETCTBHH C JIHLIEH3HEH Ha NPOH3IBOACTBO
JIeKAapCTBEHHBIX CpeACTB, TpeOOBaHMAMM PErHCTPAUHOHHOro nocke, TpeGoBanmamu [Ipasun
Haanexauei NPOH3BOACTBEHHOM TIPaKTHKH (yTBEpKAEHLI TIpukasom MHuHHCTEpCTRA
NPOMBILLIEHHOCTH H TOoproe/in P® ot 14 wioHa 2013 r. N2916), a Takke HHbBIMH TpeGOBaHHAMM,
YCTaHOBNEHHBIMH HODMATHBHBIMH TNpasoBLIMH axTaMH Poccufickoit ®eaepaumH H CTpaHbl
3KCMopTepa.

HopmaTusHas nokymentauun: JICP-003722/07-301117

IMacnopr Ne: 040000865371 or 17.01.2020 r.
040000865371/2 or 25.02.2020 r.

Tponyxuus paipemeHa K BLIMYCKY ¥ BBOIY B rpaxaanckuii oGopor 20.01.2020 X I ‘
Hara JA HET

Anastasiya Lacva
Hma n pamMuaun

YnoanomMoweHHoe AHLIO

{3pelleH id  Ba-BbUTYCK,

el

e

JlaTa BHeCeHHA HcnpabieHns: 25.02.2020 r.




