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GO0 «KPKA-PYCy

Paspemenue Ha Boinyck u BBOA B IpakaancKuii 060poT
IL-040000876147 / 2020
| HaumenoBaunue aexapereennoro Npenapara sk METHUHHCKOTO IIPHMEHEeHHA
f Jlopucra® (Jlosapran) Ta0JIETKH, HOKPBIThIE LTEHOYHO 000104K0#, 50 Mr
(xonTypHaﬁ siyeHKoBas ynakoska) 10x3 (nauxa KapToHHas)

Cepusn: J Lonen no: l Pomnok: ' Kosmuectso YIAKOBOK:
i 35520120 | 01.2025 | RU 77.140 mr. |

Cepust ekapcTBeHHOTO Npenapara 6bITa IPO3BE/ICHA B COOTBETCTBHE C JMIIeH3HeH Ha IPOM3BOACTBO
JICKApCTBEHHBIX  CPEACTB, TPeGOBAHHAMH DErMCTPALHOHHOrO nocke, TpeboBaHusMH [IpaBui
Ha/UICX@INEH  MPOH3BOJACTBEHHOH  NPAKTHKU (yrBepskaensl  Ilpuxasom  Munncrepersa
HPOMBILIIEHHOCTH 1 TOproeiau P® or 14 mions 2013 r. Ne916), a Takxe HHbIME TPEOOBAHUAMH,
YCTaHOBJIEHHBIMM HOPMAaTHBHEIMH MPAaBOBBIMHU aKTamu POCCHHCKOH Deepalny H CTPAHBL 3KCTIIOPTEpA.

Hopmartusuas nokymentauns:  JICP-003722/07-301117

IMacopt N2: 040000876147 ot 25.02.2020 r.

Hpoaykuus paspenrena k BbInycky u BROJlY B rpazknavckuii obopor 03.03.2020 | X ]
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Havmenoranue npoxykiuu:

Vnakopka
Kon:

Howmep cepuu:
Komuyectgo:

No CEPHH aKTHBHOTO KOMIIOHEHTA:

Jlara usrotorneHus:
lonen no:

Hara BeInaun nacnopra:
AHaTH3 BRIIOJIHEH 110

[Macnopt Ne 040000876147

Hctpa, 25.02.2020
Crp.1/3

Jlopucra® (Jlosapran) TaéneTku, TIOKPHITBIE [IJICHOYHOH

oboxouxoi, 50 Mr

(KOHTypHas sucHKoBas ynakoska) 10x3

7C7909

35520120

77.140 mmr.

K64250, K64248
01.2020

01.2025

25.02.2020
JICP-003722/07-301117

(mauxa KkapToHHas)

HamMenoBanme TpeGoBanns HOPMATHBHO# JOKYMeHTANHE Pesyabrarel anannzos
nokasareJjei
Onucanne Kpyrazie, cnerka asoskossimykibie tabnetku, | Kpyriere, cierka
TIOKPBITEIE  MIeHOYHOH ofonoukoll  Genoro ABOAKOBBIMYKIIble  TablleTKH,
| LIBETa, C PUCKOH Ha OMHOH cTOpOHE U (ackoii. MOKPBITHIE MIEHOYHOH
Buag na umznowme: luepoxoBaras Macca Oenoro | 06o0ukoii Benoro 1BeTa, ¢
LBETa C INIeHOYHOH 0bonoukoli Genoro ueera. PHMCKOH Ha OAHOH CTOpOHE W
tackoit,
Bun Ha msnome: wepoxosaras
Macca  Gesoro  mpeta ¢ |
IJIeHOYHOIA 000104kl |
bestoro ugera.
HonmuuuocTe | Bpems  yNepKuBaHMA OCHOBHOTO IHKa Ha Moareepaceno
XpoMaTorpamme HCIBITYEMOTO pacTropa
AOJIACHO COOTBETCTBOBATH BPEMEHH
YAEPKHUBAHHS MHKa 703apTaHa Ha
| XpOMAaTOrpaMMe CTaHAApTHOIO PacTBOPA.
| PactBopenne He wmenee 75 % (Q) nosaprana kamms or 94% - 100%
| 3asBJICHHOTO KOJIHYECTBa Yepes 30 MuH. cpensee 98%
- PoacreeHuble npUMecH Jltobas eMHHYHAY IpUMeCE — He Boee 0,2 % <=0,05%
i CyMmMa npumeceii — He Gostee 1,0 %. <=0,05%
" MukpobHonoruyeckas I'® XII1, Kateropus 3A. CootBercTBYET
| YHCTOTA
Onxopoanocts ao3upoBanus | [lokasaTens npueMieMocTH (AV) He Gonee 15,0 5,4%
%.
KomuyecTBenHOE He wmenee 92,5 % wu ne bosee 107,5 % 100,0%
olpeJeneHHe JI03apTaHa KU OT 3asBICHHOTO KOJIHYCCTRA,
Ymakogka [lo 7, 10 wm 14 Tabnertox = KOHTYpHOH | [To 10 tabnetok B
AYEHKOBOH ynakoBke M3 KOMGHHHPOBAHHOTO | KOHTYPHOM SYESHKOBOMH
MaTepHaia MBX/TIB/TX " donbru | ynakoeke u3
| ATOMHHHEROI. KOMOMHHMPOBAHHOIO
" 2 KOHTYPHbBIE AYEHKOBbIE YIAKOBKH (mo 7 | marepnana TIBX/IIBAX wu

tabnerok); 3, 6, 9 KOHTYPHBIX SYEHKOBBIX
ynakoBok (mo 10 rta6nerok); 1 KOHTY pHY1O
A4CAKOBYIO yNakoBky (mo 14 TablIeToK) BMecTe
¢ HHCTPYKUWECH 110 NPUMEHEHUIO MOMELAl0T B
Mayky M3 KapToHa.

$oabru anoMUHKEBOIL.

3  KOHTYpHble  sueifkoBbie
ynakoBkH (o 10 raGiietok )
BMECTE ¢ HHCTPYKUHEH 10
MPUMCHEHUIO [TOMEHIEHk! B
NauKy U3 KapToHa.
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Hctpa, 25.02.2020

Crp.2/3
ITacnopr Ne 040000876147
Mapkuposxka " Ha nepeuxnon Ynakosxe (KoumypHnaa svelixoeas | Ha NepauuHOu  ynakoske |

ynakosxa) yKaseigawom, TOPrOBOE | (KOMMYpHAS Aveuxosas |
I HaHMEHOBaHHe npenapara C  Ynaxosxa) ykasawo. TOProBoe
\' npelynpeIMTeNLHO i MapKHPOBKOii ®, | HaMMeHOBaHHE npernapata ¢
i MEKIYHApOHOE HCMaTCHTOBAHHOE | Mpe Iy Ipe IuTeNLHOM
HaMMEHOBAaHHeE, JIEKAPCTBEHHY IO dopmy, | Mapkupogkoii ®,
; AOSHPOBKY, TOBapHbli 3HAK (Ha JaTHHMLE) MEIYHaApO HOE
| GupMLI-npousBoaNTENS, HOMep CEPUH H CPOK | HeNaTeHTOBAHHOE

FOZHOCTH, HAMMEHOBaHUE,

Ha smopuunou ynaxosxe (nawka KapmoKHas) | NeKapcTeeHHad dopma,
VKaswbleaom: TOProBoe HAHMCHOBaHHE | NI03HPOBKA, TOBApHEIH 3HAK
fpefapata ¢ npeaynpeanTebHOH MapKHPOBKOi | (Ha JIATHHHLE)  QUPMEI-
®, MEXIYHAPO JHOe HETMATEHTOBAHHOE | MPOH3BOANTENSA, HOMED CEPHH
HaHMEHOBaHME, JICKaPCTBEHHYIO topmy, | u cpok roaHoCTH.

AO3HPOBKY, KOIMYECTBO TabreTok B ymakoBke,
Ha3RAHWE [EHCTBYIOIEro BEIEeCTBA M ero
konuuecTBo B 1 Tabnetke, «BcrnoMoraTelbHble
BENIECTBA: JIAKTO3EI MOHOTHMJpAT,
TOPOIMICHTIMKONE M JpyrHe, YKa3aHHbIE B
HHCTPYKIHH  TI0  [IPUMEHEHHIO»,  CHocob
NpUMEHEHHUS: «/Ind npuema BHYTpE», ycroBus
XpaHeHus, YCJI0BHS OTIIVCKA,
Npeaylpe/IMTeNIbHbIE  HaanHCH: «XpaHUTb B
HENOCTYITHOM 171 Jietel Mectey, «lIpuMeHsTs
N0 Ha3zHAYEeHHH Bpa4ay, pGFHCTpaHHOHHHﬁ
HOMEp, HOMEp CBHETE/IBCTBA HA TOBapHbIi
3HaK, HaszBaHMe, ajapec, TenedoH, dakc u
TOBAapHBIA  3HAK (Ha JaTHHHLE)  DHPMbI-
TIPOM3BOZIUTENSA, HOMED CEPHH, CPOK FOJHOCTH,
HMITPHX-KOI, MPOM3BOACTBEHHBIH KOJ
YHNAaKOBOYHOTO MarepHaa. Honyckaercs
HaHECEHHE Ha Na4yKy KapTOHHYK) KOHTPOJILHOTO
(MIeHTHhUKALIHOHHOTO) 3HaKa (KM3) ¢ nonubim
WIH HAaCTHYHBIM IyOnupoBaHHeM WHGOpMaliu,

comcpicameiica B HEM B BHIE YHTAEMOTO
MEYAaTHOTO TeKCTa € Ledbl0 MOHHTOPHMHIA
ABWIKCHMA  JIEKAPCTBEHHOrO npenapata OT

[POM3BOAUTENIA 10 KOHEYHOTO norpeﬁm‘enu.

Ha  emopuunoti  ynaxoswe
(mavxa KaAPMOHHAA) YKAZAHO.
TOpProBoe HAHUMEHOBaHHe
npernapara c
NpesyTnpe IuTenbHOH
MapKHPOBKOH ®,
MEXIYHAPOIHOE
HeNaTeHTOBAHHOE
HaHMEHOBAHHE,
NeKapcTBEHHAS thopma,
JI03HPOBKa, KOJIMYECTBO
Tabnerok B YIMaKOBKe,
HasBaHue AeHCTBYHOLIErO
BELIECTBA H €0 KOJMYECTRO B
1 Tabnerke,
«Bcenomorarenshbie
BellecTBa; JaKTO3bI
MOHOTH/IpAT,

NPONWICHINIMKONIbD M JpYTHE,
YKa3aHHBIE B MHCTPYKUHH IO
IPHMEHEHHIOY, criocot
npuMeHeHus: «/Ins npuema
BHYTDbY», YCJIOBHS XpaHeHMs,
YCIIOBHS OTIyCKa,
NpeyTpeIuTeIbHEIC

HaJmiCH: «X paHuTh B
HEIOCTYNHOM 19 jeTeit
mecten,  «lIpumensts o
HasHa4YeHU1O Bpayan,
PerucTpalHoOHHLIH HOMep,
HOMEp  CBMJETENBbCTBA  Ha
TOBAPHBIH 3HAK, Ha3BaHHe,
aapec, TteneoH, dake wu
TOBapHbIA 3HAK (na
JIATHHHLE) hHUpMEL-
TIPOM3BOAHTE]A, HOMeEp
CEPUH, CPOK TOJHOCTH,
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LWITPUX-KOJL,
MIPOHU3BOACTBEHHBIH KO
YNaKOBOYHOIO MaTepHaa.
Hanecen Ha nayky
KApTOHHYIO KOHTPOJIBEHBIHA
(uneHTHUKAUMOHHEIA) 3HakK
(KH3).

XpaHeHue I'lpn Temnepatype He roiue 25 °C, B CooTBeTcTBYET
OPHIHHAJILHOM YNAKOBKe.
Cpoxk rogHocTH 5 e, 5 et
3axmoyenre: CooTBeTcTBYeT TpeOOBAHKUSIM HOPMATHBHOM JOKYMEHTAIHH,
Hauamsaak OKK ‘/2% ' Xeunena K.D.




