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PaspenieHye Ha BLINYCK U BBOA B rgamnaﬂcxuﬁ 00opoT
1L-040000891479 / 2020

HanveHoBaHHE JIEKAPCTBEHHOrO Npenapara ATs MeIHIHHCKOro [PHMEHEHHST: I
| JTopuera® (JIo3apTaH) TabJeTKH, HOKPLITHIC [LreHoqHOM 060s109K0i, SO Mr \
|

| (konTypHAs gueiicoBan ynakopka) 10x3 (maqxa KapTOHHAS)

Cepus: } Togen no: PoiHOK: KoJu4ecTBO yIAKOBOK:
38820320 \ 03.2025 | RU | 77.826 mt.

Cepus TeKapCTBEHHOrO npenapara ObL1a IPOU3BEEHa B COOTBETCTBAM € nyieH3ued Ha IpOU3BOACTBO
NeKapCTBEHHBIX ~ CPEICTB, TpeboBaHHAMH PErMCTPALMOHHOTO  JOCHE, rpe6opanmsvu  [1paBun
HajuIeKaIen [IPOM3BOACTBEHHOX  MPAKTHKH (yTBEpKIACHEL [lpuxazom  MUHHCTEPCTBA
IPOMBILIEHHOCTH ¥ TOPrOBIH P® or 14 wmious 2013 T. Ne916), a Takxe HHBIMH TpeOOBaHUAMH,
YCTaHOBJICHHBIMHA HOpMAaTHBHBIMY [IPABOBLIMH axtamu Poccniickoil @enepalluyt i CTPAHEL 3KCcTIopTepa.

HopMaTHBHASI JOKYMEHTALHS: JICP-003722/07-301117

Macnopr Ne: 040000891479 ot 13.04.2020 r.

TpoayKiusi paspeliena K BBINYCKY H BBOAY B rpakaaHcKuii 000poT 14.04.2020 X !
Jata JA HET

Anastasiya Laeva
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000 «KPKA-PYCy

HaumeHOBaHHE IPOLYKLIHH:

Viakorka
Konm:

Howmep cepHE:
KonuyecTBo:!

Ne CepHH aKTHBHOI'O KOMIIOHCHTA:

JlaTa H3rOTOBRJICHHS:
[oned no:

Jlata BBIIa4M [1aCHOPTA:

AHan¢3 BRIMONHEH M0:

Hctpa, 13.04.2020 r.
Crp.1/2

IMacnopt Ne 040000891479

obonoukoi, 50 Mr

Jlopucta® (Jlosapran) TabieTKH, NOKPEITHIC IVIEHOYHOH

(KOHTYpHas suelikoBas yrnakoBka) 10x3 (mauxa KapTOHHAs)

7C7909

38820320

77.826 .

K65074

03.2020

03.2025

13.04.2020
JICP-003722/07-301117

HanmenoBanHe TpeGoBanus HOPMATHBHOH NOKYMEHTAUHH Pe3y/ibTaThl AHAJIH30B
nokasareJei

OnucaHue Kpyriible, crerka ABOSKOBBIMyKIble TabierTkH, | Kpyribie, Cierka IBOAKOBBITYKIILIC
HOKPHITHIE TUIEHOUHOH 060J104KOH Genoro usera, | TabNETKH,  TOKPEITBIE  IUIEHOYHOH
C PHCKOM Ha OJIHO¥ CTOpOHE M (acKoil. obosoukoit 6eoro LBeTa, ¢ PHCKOH Ha
Bua Ha M3I0Me: IuepoxoBaras Macca 6enoro | OJHOI CTOpOHE tackoii.

L[BeTa ¢ [UIEHOYHOM 00oioukoH Genoro useTa. B Ha M3jiOMe: LIepoXoBaTas macca |
61010 LIBETa C IUICHOUHOH 060104KO# |
6esioro LUBETA.

IoanuHHOCTE Bpems yAepKMBaHHA OCHOBHOTO TIHKa Ha TloaTBep KAECHO
XpOMaTOrpaMme MCIILITYEMOTO  PacTBOpa
TIOJKHO COOTBETCTBOBATh BpEMEHH
yAepPKHBAHHA IHKa no3apraHa Ha
XpOoMaTorpaMme CTaHJapTHOrO pacTBopa.

PacrBopenHe He menee 75 % (Q) nozapraHa Kanusa OT 92 % - 101 %
3a4BIIEHHOrO KojiuecTBa yepes 30 MHH. cpeanee 97 %

Poacteenneie TTiobas equHHYHAas npuMecs — He Gonee 0,2 % <= 0,05 %

NPUMECH Cymma npumeceii — He Gosnee 1,0 %. <=0,05%

Mukpobuonornueckas | ['® XIIL, kareropus 3A. CooTBETCTBYET

YHCTOTA !

OnHOpPOAHOCTE TTokasarens npremiaemoctd (AV) He 6onee 15,0 2,3 %

JI03HPOBAHHS %.

KonuvecTBeHHOE He menee 92,5 % u ne Gonee 107,5 % nosaprana 100,6 %

onpeneseHHe KaJIHs OT 3aiBJIGHHOIO KOJIHYECTRA.

YnakoBka [Io 7, 10 mm 14 Tabnetok B KOHTYPHOH Ilo 10 Tabrnerok B KOHTYPHOH
AuelKOBOH YIIAKOBKE W3 KOMOMHMPOBaHHOIO A9CHKOBOM yIaKkoBKe u3
marepHaa MBX/TIBAX H ¢onbry | KOMOMHHPOBAHHOIO Marepuana |
ATTIOMHUHHEBOH. TIBX/TIB/IX v $o/brH aFOMHHHEBOH. |
2 KOHTYpHbl€ SYEHKOBbIE YIAKOBKH (mo 7 | 3 KOHTYpHBIE AYEHKOBBIC YIAKOBKH (o |
Tabietok); 3, 6, 9 KOHTYpHBIX AYEHKOBBIX 10 Tabnerok) BMECTE C HHCTPYKLMEH
ynakosok (mo 10 Tabnerok); 1 KOHTYpHYIO | MO TIPAMEHCHHIO [IOMEIIEHbl B Ma4Ky
A4eHKOBYIO YNakoBKY (110 14 Tab1eTok) BMECTE C | M3 KapTOHa.

HHCTPYKUMEH MO NpPUMEHEHHIO TOMEUIAoT B
navyKy M3 KapToHa,

MapkupoBka Ha nepeuunoii ynaxoske (KOHMypHAA A4€UKOGAA Ha nepeuunou ynaxoeke (KOHMypHas
ynakoexa) YKAZLIEAIOM. TOProBO€ | AYEUK0EAA YRaxkoexa) YKa3aHo:
HaAHMEHOBaHHEC nperlapaTa C | TOProsoe HauMEeHOBaHHE npenapaTa C
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HMcrpa, 13.04.2020 r.
Crp.2/2

IHacnopt Ne 040000891479

NIPEAYIPEAHTEILHOM MapKHpPOBKOH ®,
MEXIYHAPOIHOE HEeMaTeHTOBAHHOE
HAWMEHOBaHME,  JIGKApCTBEHHYIO  (opmy,

IIO3HPOBKY, TOBapHBIH 3HAK (HA JIATHHMILIE)
(GHPMBI-IPOM3BOAMTENSA, HOMEP CEPHH M CpPOK
roJaHOCTH.

Ha emopuunoii ynaxoexe (nauxa xapmownas)
yKasvoieawnt. TOProeoe HaHMCHOBAHHEC
npenapaTa ¢ NpeaynpeNUTebHOH MAPKHPOBKOH
®, MEX/IyHapOHOe HeMnaTeHTOBAHHOE
HaMMEHOBAHHE,  JIEKapCTBEHHYIO dopmy,
HAO3HPOBKY, KOJIHYECTBO TabeToK B YNaKkoOBKE,
Ha3BaHHE JeHCTBYIOLIEro BellecTBA H  ero

KOJIMYeCTRO B 1 Tabnerxe, «BcnoMorarensHeie
BELECTRA: JIaKTO3BI MOHOTHJPAT,
MPOMMIEHTNIHKOIE H OpYyrHe, YKasaHHbIE B
HHCTPYKIIMH [0  NpPHMEHEHHIO»,  cmocob
NpUMeHeHHs: «Jid npHeMa BHYTpB», YCIOBHSA
XpaHEHHA, YCIIOBHA OTILyCKa,

NpeayNpeaUTeIbHBIE HAANMHCH: «XpaHHTb B
HENOCTYIHOM Ui jered mecten, «[IpHMeHATH
[I0 Ha3HAYEHWI0 Bpauay, PerHCTPALMOHHEIN
HOMEp, HOMep CBHIETENIbCTRBA Ha TOBAPHBIH 3HaK,
Ha3BaHHe, ajapec, TenedoH, Gakc M TOBAPHBIA
3HaKk (Ha JnaTHHHLE) (PHPMBI-IPOU3BOAKTENS,
HOMEp CEepHH, CpOK FOIHOCTH, IUTPHX-KOI,

NPOU3BOACTBEHHBIA Koz YNaKOBOYHOIO
MaTepuana, HOHYCKaCTCﬂ HaHECCHHC Ha IMa4Ky
KapTOHHYIO KOHTPOJIBHOTO

(unentudukaumnonsoro) suaka (KHU3) ¢ moaHbIM
WM YaCTHYHBIM JXyONMpOBaHHEM HHPOPMALIMH,
comepxalecs B HEM B BHAE YHTAeMOro
MEYATHOrO TeKCTa C LEABI0 MOHMTOPHHra
JBIDKEHHS JIEKApCTBEHHOrO [Iperapara oOT

peynpeuTeIbHOH MapkupoBkoH ®, |
MEXTYHApOOHOE  HEeNaTeHTOBAHHOE
HaHMeHOBaHHe, JleKapcTBeHHAad
(bopma, 103UpOBKa, TOBAPHEIHA 3HaK (Ha
JaTuHHUe)  GHPMEI-IPOM3BOMMTE]LS,
HOMED CEPHH H CPOK I'OJHOCTH.

Ha emopuunoii ynakoexe (nauka |
KapmOHHAA)  YKA3GHO:  TOProBOe
HAMMEHOBaHUE npenapara c
[penynpeauTeIbHOR MapKUpOBKOH ®,
MEXIYHApOJAHOE  HENaTeHTOBAHHOE
HaHMEHOBaHHe, JIeKapCTBEHHAs
dopMa,  [O3MPOBKA,  KOJIMYECTBO
TabeToK B  yIAKOBKe, Ha3BaHHE
IEeHCTBYIOIIETO BEIIeCTBA ¥ €ro
KOJIHHECTBO B 1 Tabnerke,
«BcnomoraresibHble BElIECTRA:
NAKTO3bI MOHOTHJpAT,
IIPOTIMJICHIJIUKOJIb H JpYTHE,
yKa3aHHBlE B  HMHCTPYKLUHMH  [IO
[PHMEHEHHIO», CIIocob MpHMEHEHHS:

«Jlng  npuema  BHYTpb», YCIIOBMS
XpaHeHHH, YCIIOBHS OTILyCKa,
NpenynpeauTeNbHbIE Ha/IIIHCH:

«XpaHHTE B HENOCTYMHOM [N HeTeH
Mectey, «IIpUMEHATh [0 HAa3HAYEHHIO
Bpaya», perdCTpPallMOHHBIH HOMeEp,
HOMEp CBHIETE]IbCTBA Ha TOBApHBIH
3HaK, Ha3BaHHe, ajpec, TesnedoH, dhake
H TOBapHBI 3Hak (HAa JIATHHHLE)
(OHPMBI-TIPOM3BOAMTENA, HOMED CEPHH,
CpoK TOOHOCTH, LITPHX-KO/I,
MPOH3BOACTBEHHBIH KOJT
YIaxoBOYHOro Mateprana, HaHeceH Ha

TMPOHU3IBOJTUTENA O KOHEYHOTO HDTpeSHTEHH. navKy KapTOHHYHKO KOHTPOJI BHBIH
(umeHTHHKaUHOHHBIH) 3Hak (KH3).
Xpanenue IMpu Temneparype He Beime 25 °C, B CootsercTByET
OpPHMIHHAJIBHOMH YIIaKOBKE.
5 ner. 5 ner

Cpox rogHocTH

3axmouenue: CooTBeTCTBYET TpeOOBaHUAM HOPMATUBHOM JOKYMEHTAIHH,

;.'Haqanbnux OKK




