Ipuio:xkenus Nel k Texunueckoit yactu Tenaepa

TEXHMYECKOE 3AJIAHHUE

IIpenapar AabOeHaa3o

[penapar: Aab6enaa3ou (400,0 mr) [IpoTHBOreILMUHTHOE CPEICTBO IHPOKOTO CIEKTPA
AelcTBUSA; IPOU3BOIHOEe OeH3uMMAa30/1a KapOamarTa. [IporuBoreJJbMUHTHOE H
NPOTHBONPOTO30liHOE CPEACTBO.

3akynmaemoe | 1285 714 tabnetox

KOJMY€eCTBO

CocraB Kaxxnas tabnerka comepxut 400 mr anp0eHaa301a.

npenapara

A0enaa3oJu

Omnucanue Kaxxnas nnanBuyanpHas yrakoBKa MOXKET COJAEPKaTh OJIHY WM HECKOJIBKO aMITyJl

OTJEJIbHOM mpenapara MCXOAs U3 MPOU3BOIUMON (DOPMBI YIIAKOBKH MPOM3BOIUTENS JTaHHOTO

YIaKOBKHU npemnaparta. [Ipu 3ToMm 11eHa goKHA OBITH yKa3aHa 3a 1 TabneTKy.
Kaxxnas ynakoBka Jo/KHa OBITh MPOMapKUpOBaHAa B COOTBETCTBHHM TPEOOBAHUSIM
001lIer0 TEXHUYECKOro perjiaMeHTa O O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
yTBepKAEHHOTO MocTaHoBieHneM Kabunera MunuctpoB PecnyOnuku Y36ekuctan
ot 27.10.2016 . Ne 365

Cpoxk OcTaTouHbIl CPOK TOJHOCTH IIperapaTa Ha MOMEHT ITOCTABKHU JIOJKEH COCTaBIISATh:

TOJHOCTH - IPU CPOKE TOJIHOCTH Tpernapara, MpeayCMOTPEHHOM 3aBOJIOM H3roToBHUTENEM 12
MECSIIIEB OCTaTOYHbIN CpoK HEe MeHee 80%;
-IpU CPOKE TOJHOCTH Ipernapara, MPeIyCMOTPEHHOM 3aBOJOM HM3TOTOBUTEIEM
cBbile 12 mecsiieB 1 10 24 Mecs1eB OCTaTOUHbINA Cpok He MeHee 70%;
- Ipu CpoKe FOJHOCTHU npenapara, MPEAyCMOTPEHHOM 3aBOJIOM
M3TOTOBUTEIEMCBBIIIE 24 MECSIIEB U J10 36 MeCs1eB OCTaTOUHbBIN CPOoK HE MeHee 60%;
-IpU CPOKE TOJHOCTH IMpemnapara, MPEeIyCMOTPEHHOM 3aBOJOM HM3TOTOBUTEIEM
CBBIIIE 36 MecALleB OCTaTOYHBIN cpok HEe MeHee 50%.
[Ipenapatsl co CpPOKOM TOJTHOCTH MeHee 12 MecsileB He pacCMaTpPhIBAIOTCS.
XpaHUTh B YCJIOBHUSAX, OOECIEUMBAIOIIUX €r0 COXPAaHHOCTb, B COOTBETCTBUH C
HOPMAaTHBHBIM IOKYMEHTOM Ha IIpenapar.

WNucrpykmus | Kaxknas uHIuBuayanbHas ymakoBKa JIOJKHA COAEPKAaTh TEXHUYECKYIO HHCTPYKITUIO

3 (0) K IPUMEHEHHIO Ha PYCCKOM M Y30€KCKOM SI3bIKAX.
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HE ANA NPOAAXKMN

SOTISH UCHUN EMAS HE AN1A NPOAAMN

Ha nuieBoii cTopoHe MepBUYHOM YITaKOBKH (CTOpOHA ¢ 00s13aTeIbHOM HHPOpMaIue
Ha MEePBUYHON YIAKOBKE), a TaKXKe Ha JIMIEBOH U 0OOPOTHOW CTOPOHE BTOPUYHO
YIIaKOBKHU, KPYITHBIM pazMepoM He MeHee 10% oT oO1elt miomaay Ha MapKupyeMoi
CTOpPOHE, B BUJE YUNTAEMOTI'0 HE BOOPYKEHHBIM B3IJIS,I0M OJTHOLIBETHOI'O TEKCTA.

Perucrpanus

JlexapcTBeHHBIN mpenapar JODKEH ObITh 3apeructpupoBaH B PecmyOunnke
VY30eKucTaH 10 MOMEHTA IIOCTABKH.

[Tpu namumu perucrpanuu (omodpenus, ceprudukanun) B FDA-US wim UK, wmn
B cTpaHax EBpormelickoro coro3a, He0OOXOAMMO IPEIOCTaBUTh COOTBETCTBYIOLIEE
ITOATBEPIK/ICHNUE.

B ciydae 1oJ1ayu Y4aCTHUKOM IIPETIOKEHUS o npernapary,
He3aperucTpupoBaHHoMy B PecnyOnuke VY30ekucraH, TO IperOCTaBISIOTCS
rapaHTUHHOE MHUCbMO YYacTHUKa O peructpanuu B PecnyOnuke VY30ekucrtan
mpenapara J0 MOMEHTa €ro IIOCTaBKM M KOIHH JOKYMEHTOB O PETMCTpPalUH
npernapata B JApPYTrUX CTpaHaX WM TPU3HAHWM IIpernapaTa MEKIyHapOIHBIMU
OpraHM3alUsIMHU 3/IpaBOOXPAHEHUS WM B TapaHTUHHOM MUCbME BMECTO HHUX
YKa3bIBAIOTCSA CCHUIKM Ha 3JIEKTPOHHBIE HCTOYHUKU HMH(OpPMAIMK O JaHHOM
peructpauuu (IpU3HaAHUH).

I'MPuCJIICUMHuUMT (Yka3ate HOMEp perucTpanuu) MpH YCIOBUH HMeEoIIeics
pPErUCTpaLHH.

B ciydae, ecnu ToBap UMEET PETHCTPALMIO B OJJHOM M3 CTpaH WA MEKIYyHapOJHOU
OpraHM3alyy, yKa3aHHbIX B rnoctaHoBieHuH lIpesunenta PecnyOnuku Y30ekucran
oT 24.09.2018 r. Ne I1I1-3948, To npu NpuCy A€HUM KOHTPAKTA, YIAaCTHUK JOJDKECH
MIPOUTH poLEeaypy MIpU3HAHUS perucrpanuu npenapara B
I'VIT «'I2uCJIICUMHUMT» B COOTBETCTBUH C TpeOOBAaHUSAMH IOCTAHOBJIEHUEM
Kabunera MunuctpoB Pecniy0nnku Y36ekuctat ot 24.10.2018 r. Ne 862

Cpok

ITOCTaBKH

- JUI UHOCTPAHHBIX UcHoiaHUTeNel: 90 Hel co THS OTKPBITUS aKKPEAUTUBA, 1aTON
MOCTaBKM CUUTAETCS JlaTa OCTYIUICHHUs ToBapa B PecrryOnmky Y30ekucran (oTMeTKa
TaMOXEHHbIX opraHoB Pecniyonuku Y36ekucran Ha TTH).




- Il OTE€YECTBEHHBbIX wucnonHurenei: 120 gueit co ans nposeaeHus 15%
npeaoriaTel. JlHeM mocTtaBKu cyuTaeTCs AaTa nepenaydn tosapa [loxynarento (narta,
yKa3aHHas Ha cuéT-pakrype).




