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Paspenrenne Ha BbITYCK H BBOI B IPAKIAHCKHI 000poT
IL-040000875094/202.0
HaunMenoBaHue JEKAPCTBEHHOI'0 npenapara 1 MEAHUHHCKOI0 NpHMEHEHHH

Jlopucra® (JIozapran) Tabierkn, [OKPEITHIE IIJIEHOYHOH 000/104K0H, 25 M
(KOHTypHas s4yeiikoBas ynakoska) 10x3 (mayxka KapToHHASN)

Cepus: Tonen no: Poinok: Koan4ecTBo ynakoBok:

35331219 | 12.2024 RU | 109.053 .

Cepus J1eKapcTBEHHOTO 1Ipenapara Oblla IPOU3BeIeHa B COOTBETCTBHH C IMIEH3HEl Ha IPOU3BOACTBO
JIEKAPCTBEHHBIX  CPEeJCTB, TPeOOBAHMAMH pPETMCTPAUMOHHOIO JOche, TpeOGoBaHWsSMH [Ipasui
HaJnexaledl  NMPOW3BOACTBEHHOH  mpakTHKH  (yTBepxkaeHel  [lpukazoMm  MuHMCTEpCTBA
IPOMBIIIIEHHOCTH U TOpProBau P® ot 14 urons 2013 r. N2916), a taxxke WHBEIMH TpeGOBAHHAMH,
YCTaHOBJICHHBIMH HOPMaTHBHBIMU TPAaBOBBLIMU aKTaMu Poccuitckoif denepanuu 1 cTpaHbl 3KCIOpTEpA.

Hopmarusuas jokymentamusa:  JICP-003722/07-301117

Macnopr N2: 040000875094 ot 17.02.2020 r.

IIpoaykums pajpemena K BbINIYCKY H BROAY B IPaIAHCKHI o6opor 27.02.2020 X ' |
Hara A HET

Anastasiya Laeva
Hmsa u pamuians

YHo/JIHOMOYEHHOE JIHILO




(74 IKRKA

QOO «KPKA-PYCn

HaHMCHOBaHHe IIPOAYKIIHH:

Viakogrka
Kon:

Homep cepun:
Konuuectro:

Ne CCPHH aKTHBHOI'O KOMITOHEHTA;

Jara uzrorosnenus:
logen no:

Mata Beiayu nacnopra:
AHaJTH3 BBINOIHEH 110!

[Tacmopt Ne 040000875094

Hetpa, 25.02.2020 .
Crp.1/3

Jlopucra® (Jlosapran) Ta6nerka, NOKPBITHIC [LIEHOYHOM

000104KO#, 25 Mr

(KoHTypHas s4elikoBas ynakoBka) 10x3 (mauka kapToHHas)

#7911

35331219

109.053 wr.

K64190

12.2019

12.2024

17.02.2020
JICP-003722/07-301117

Haumenosanne TpeboBanus HOpMATHBHOI T0OKYMEHTAIHY PesyabTate! anaausos
noKasartesei
Onucanue OsanbHele, clerka OBOAKOBBIMYKITEIC TabeTKH, OBasnkHEle, cnerka
TIOKPBITBIC  TLICHOYHOH 0OOJIOYKOH, JKENTOro | NBOSKOBBIMYKIBIE TabIETKH,
UBETA, C PUCKOH Ha OO CTOPOHE M BaCcKOi. MOKPBITEIE IJIEHOYHOM
Bun na usnome: wepoxosaTas macca 6eoro 06 0JI0UKOM, JKENTOTO LIBETA, C
LBETA ¢ MICHOYHOH 060/I0MKOH 3KenToro useTa. | puckoif Ha OaHOK CTOpOHE H
cackoi.
Bua na usnome: mwepoxosaras
macca Genoro  mBeta ¢
[7€HOYHOH oBoouKoi
HKEJITOrO 1IBeTA.
INonnuuHOCTE Bpema ynepkHBaHHS OCHOBHOrO [IHMKA Ha ITonTBepxaeHo I
XpoMaTtorpamme HCNLITYEMOTO pacTBopa
TOJIKHO COOTBCTCTBOBATh BPEMEHH
YAepKUBAHHS n1Ka JI03apTaHa Ha
XpOMAaTOrpamMMe CTalJapTHOrO pacTBOpa.
PactBopenue He wmenee 75 % (Q) nosaprana xanusa or 94 % - 102 %
3aABJIEHHOTO KOJIHYecTBa Yepe3 30 mMuH. cpennee 98 %
Poncreennsie npuMecH Jlrobas enuHKUuHAs npuMeck — He Gonee 0,2 % <=0,05 %
CymmMa nipumeceit — ve 6onee 1,0 %. <= 0,05 %
Muxkpobuonoruueckas T'® XIII, kateropus 3A. CootBercrayer
4HCTOTA
Onuopoaxocts nosuposanns | Ilokasatens mpHeMmeMocTH (AV) He 6onee 15,0 5,1 %
%.
Koauuecrsennoe He wmenee 95,0 % wu ne 6omee 105,0 % 99,9 %
orpeeseH’e J103apTaHa KaJius OT 3aABJISHHOTO KOJIMYECTRA.
YnakoBka Ho 7, 10 wm 14 rtabnetok B xoHTypHOii | Ilo 10 Tabretok B KOHTYPHOH

AYEHKOBOH yNaKOBKE H3 KOMOWHHPOBAHHOIO
MaTepuaia [MBX/TIBJAX H donery
AITFOMHHHEBOH,
2 KOHTYpHBIE AYEHKOBBIC YNAKOBKH (10 7
Tabnerok); 3, 6, 9 KOHTYPHBIX SYEHKOBBIX
ynakoBok (mo 10 Ttabiaerox); | KOHTYpHyIO
A4YEHKOBYIO ynakoBky (no 14 TaGnertox) Bmecte
C WHCTPYKUHEH 0 NMPUMEHEHHIO MOMELNAIOT B

NauKy U3 KapTOHa.

AYCHKOBOH  YIaKoBKe M3
KOMOMHHPOBAaHHOTO
marepuana [BX/TIBIX wu

(Gonbry arOMHHHEBOH,

3 KOHTypHble  sAYEHKOBbHIE
yinakoBkd (no 10 tabnerok)
BMECTE€ C MHCTPYKUHEeH 110
NPHMEHEHHIO TIOMENIEHBl B
Na4YKy W3 KapToHa.
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Hcrpa, 25.02.2020 r.

Cmp.2/3
[lacnopr Ne 040000875094

Mapkuposka Ha nepauynoii ynaxosxe (xkowmypnas aueukosas | Ha  nepsuunoli  ynaxosxe
yhaxoexa) VKazvigaiom: TOProBO€ | (KOHMypHas Aueiikosas
HAUMEHOBAHHC npenapara C | YRaKo8Ka) yKazaHo: TOProBoe
npeIynpeaHTebHOM MapKHpPOBKOH ®, | HAMMEHOBAHHE [Ipernapara ¢
MEX/IyHAPOIHOE HENaTeHTOBAHHOE | TNpeynpeauTeNbHOH
HaUMEHOBaHHE, JIEKAPCTBEHHYIO hopMmy, | MapKUpOBKOH ®,
JO3HPOBKY, TOBAapHBIH 3Hak (Ha JaTHHHLE) | MEXIYHAPOAHOE
(GUPMBI-TIPOH3BOIMTENA, HOMEP CEPUH M CPOK | HENaTEHTOBAHHOE
FOJHOCTH. HaHMEHOBAHHE,
Ha emopuunoii ynaxosxe (hauxa kapmownas) | NeKapcTBEHHAs thopma,

YKa3u18arom. TOProBoe HaMMEHOBAHWE
npenapara ¢ npeaynpeJuTe/IbHOH MapKHUPORKOM
®, MEH Ly HApOQHO® HeraTeHTOBAHHOE
HAHMEHOBAHHE, JIeKapCTREHHYIO dopmy,
AO3UPOBKY, KOJHYECTEO TabJIETOK B YIAKOBKE,
Ha3BaHWe JICHCTBYIOILETO BENIECTBA W  €ro
KoJu4ecTBO B | Tabnerke, «BcmomorareinbHble

BEIleCTRA! JIAKTO3BI MOHOTHMIpAT,
TPOMKWICHIVIMKO/Ib M JAPYrHe, YKa3aHHbIE B
HHCTPYKLUHH 1O  TPHMEHEHHIO»,  Crocob

npumeHeHus: «/lng mpuema BHYTPB», YCIOBHS
XpaHeHHH, YCIOBHS OTITyCKa,
npefynpeaHTeNnbHble HAAMHCH: «XpaHHTE B
HEIOCTYIHOM 1 jaeTed mecrte», «[IpumensTs
MO Ha3HAYEHWK Bpaya», pPerHcTpalHOHHEIH
HOMEp, HOMEp CBHIETENLCTRA HA TORAPHEIH
3HAK, Ha3BaHue, ajpec, TenaedoH, dakc u
TOBapHBIH 3HAaK (Ha JlaTHHHLE) (QUPMBI-
MIPOH3BOJHTENA, HOMEDP CEPHH, CPOK TOJHOCTH,
ITPHX-KOJ, NPOU3BOACTBEHHBIH KOI
VIIAKOBOYHOTI'O Marepuaia. Jomyckaercs
HAaHEeCEeHHEe HA NayKy KapTOHHYIO KOHTPOJBLHOTO
(nnentudukanmonsoro) 3uaka (KM3) ¢ nmonnem
MM YaCTHYHBIM AyOIHpoRandeM HHGOpMaIHy,
COMEpXALIEHCs B HEM B BHAE YHTAEMOIO
MeYaTHoro TekeTa ¢ LelbH MOHHUTOPHHIra
JIBKOKCHHS  JIEKAPCTBEHHOTO  Ilperapara  OT
MPOU3BOMTEINA 10 KOHEYHOTO noTpeburend.

JIO3HPOBKA, TOBAPHBIH 3HAK
(Ha  natuHMUe)  QUpMBI-
INPOU3BOAHTECIIA, HOMED CEpUH
H CPOK FOZAHOCTH.

Ha smopuunot  ynaxosxe
(hauxa KapMOHHAR) YKAZAHO:

TOPIOBOE HAaHMEHOBAHHE
npenapara c
IpeXyNpeaHTENbHOMH
MapPKHPOBKOH ®,
MEXIYHApOAHOE
HENaTeHTOBaHHOE
HaMMEHOBaHHe,
JleKapcTBEHHas dopma,
JIO3HPOBKA, KOJIMYECTBO
TabreToK B YIaKOBKe,
Ha3BaHHe JICHCTBYIOIIETO
BELIECTBA M €r0 KOJIMYECTBO B
1 TabneTke,
«BcerioMorarensHeie
BELLIECTRA: JIAaKTO3BI
MOHOI'MJIpaT,

MPOMUJISHITTHKOIE W JIpyrue,
YKa3aHHbIE B WHCTPYKILIHH 10
MPUMEHEHHION, criocof
npumeneHus: «J/lna mpuema
BHYTPE», YCJIOBHS XpaHeHHs,
YCIIOBHSA OTITyCKa,
npe;ynpeidTesbHbIE

HA/ITHCH «XpaHHTh B
HEJAOCTYNTHOM 1S  JeTeH
mecte», «llpuMeHsTs no
Ha3HaY€HHIO Bpaya»,
PErHCTPaLIHOHHBIH HOMep,

HOMEp  CBMIETENECTBA  Ha
TOBAapHBIH 3HAK, Ha3BaHHE,
anpec, TtenedoH, dakc U
TOBApHEIH 3HAK (na
JNATHHHIE) bupMBI-
TPOM3BOOHUTEISA, HoMep
ceppm, CpOoK FOIIHOCTH,
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ITacniopT Ne 040000875094

Hcerpa, 25.02.2020 r.
Crp.3/3

LITPHX-KOZ,
NpPOHU3BO/ICTBEHHBIH KoA
YMaKoBOYHOTO  MaTepHasta,
Hasecen Ha nayky
KapTOHHYIO KOHTPOJIBHBIH
(vneHTHOHKALMOHHEIR) 3HAK
(KH3).

XpaHeHnHe IIpu Temnepatype e Boie 25 °C, B CootBercTByeT
OPMIMHANIBHOH YIIAKOBKE.
Cpoxk rogHOCTH 5 ner. 5 et

3axmoyenue: COOTBETCTBYET TPEOOBAHMAM HOPMATHBHOM JOKYMEHTALHH,

Havanpaux OKK




