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Paspenrenne Ha Boinyck v BBOA B rpakiancKuii odopot
IL-040000885682 / 2020
HaumMeHOBaHHe JIeKAPCTBEHHOI0 NPENapaTa A1 METHIHHCKOTO NpHMEHEHHSI:
Ko-Taanuea® (AM.ﬂoanuHHfIHuanamnﬂ+ﬂepu}monpn.ﬂ), TabaeTkn, S mr + 2,5 mr + 8 mr
(xoHTYpHas s4elikoBas ynaxoska) 10x3 (nauka KapToHHas)

Cepus: J TI'oaen no: PriHOK: Ko/nyecTRo ynakosok:
37950320 | 03.2022 RU 5.300 m.

Cepnsl 1eKapCTBEHHOTO [Ipenapara 6L1Ta IPOH3BEASHA B COOTBETCTBHH ¢ THIEH3HEH Ha MPOU3BOJICTBO
JICKAPCTBEHHRBIX  CPEJICTB, TPEOOBAHMAMHM PETHCTPALMOHHOTO J0Che, TPpeGOBAHUSAMU IpaBun
Hagnexarei MIPOU3BOACTBEHHOM MIPaKTHKH (yTBEpX/IEHEI Ilpukazom  MunHCTEpCTBA
{POMBILIIEHHOCTH | TOproBax P® or 14 mons 2013 r. N2916), a Takxe MHEIMH TpeGOBaHHAMY,
YCTaHOBJICHHLIMH HOPMAaTUBHBIMH IPaBOBLIMK aKTaMH Poccuiickoit @eiepauny u crpaHsI JKCIopTepa.

Hopmatusunan foxkymentanus:  JII1-002958-130418

[Macnopr N2: 040000885681 ot 23.03.2020 r.

IIpoxyxnust paspemena k BBITYCKY M BBOAY B IpaIaHCKHil obopor 24.03.2020 X ;
Jata A HET
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Haumenoraune nponyximu:

Vnaxorka
Kon:

Howmep cepun:
KomuecTso:

Ne cepHMH akTHBHOIO KOMIIOHEHTA:
JlaTa usrotosneqns:

Tonen xo:

Jlata BELIauH macmopra:
AHaJH3 BBIIOJHEH 10:

Hcrpa, 23.03.2020
Crp.1/3

ITacnopt Ne 040000885681

Ko-Janprena® (Ammo s+ Mrtanamua-+Tlepraonp),
Tabnerku, S mr + 2,5 Mr + 8 mr
(xonTypHas sueiikoBas ynaxosxa) 10x3 (mauka KapTOHHas)

7C8654

37950320

5.300 1.
NJ5035,K64845,K63868
03.2020

03.2022

23.03.2020
JII1-002958-130418

HanmenoBanme TpeGoranna sopMaTABROE T0KyMeRTAIHRA Pesyabratn! ananmsos
noKaszareJie

Onucanne Kpyriisle, TBosSKOBBIMY Kbl TaBNeTKH 6EI0I0 HIH Kpyrnsie, OBOSKOBBIITY KJIble

nouTH Genoro Lgera, ¢ hackoii ¢ 1ByX CTOPOH. TabrneTku nouru Genoro usera, ¢
(hackoii ¢ IByX cTOpOH.
TopmuunocTs  Bpemena ynepxuBauus OCHOBHBIX NMKOB Ha Toareepsxkaeno
XpoMaTorpaMMe MCIILITYEMOrO PacTBOPA JOJKHEI
COOTBETCTBOBATL BPEMEHAM Y/IepKMBAHMS ITMKOB
amJO[MIKMHA, HHAANAMHa M NepHHOONpHIA Ha

, XpOMaTOorpaMMe CTaHJapTHOIO pacTBOpa.

PacTropenue: He menee 75 % (Q) aMnoAHNHHA OT 3aABIEHHOTO 96 % - 100 %
| - aMJIOIMITHH KOJTHHECTRA Hepe3 45 MuH, Cpennee 98 %
; - MHIA[IAMH]L He menee 75 % (Q) uraanamupa ot 3aseneHHOro i 87 % -92 %

KOJIHYECTBA Yepes 45 MuH. ’ Cpennee 89 %

- [IEpPHHIONPHIIa He menee 75 % (Q) nepunionpuna ap6ymuna ot 98 % -101 %

3pOyMuH 3asBJIEHHOI'O KOJIMYECTRA 4epes 45 MHH. Cpeanee 100 %

PonctBennble AmnoaunuHa npumeck D — He Gonee 0,5 % <=0,10 %

pPHMECH: Jlio6as apyras enMHUYHAS npuMech — He Gonee 0,2 <=0,10%

- aMJIOAMITUH: %;

Cymma ripumeceit — ne 6omee 1.0 % <=0,10%
| - MHAaIAMUL; Hnpanamuna npumeces B — ve 6onee 0,5 % <=0,10%
i JTioGas apyras eAHHHYHAs NpHMeECh — He Bonee <=0,10%

0,2 %

Cymma npumeceit — He 6onee 1,0 % <=0,10%

| - mepHHOOMpUIAa Huketonunepasus — ne 6osiee 0,6 % <=0,10%

| ap6yMun: Tepunponpunar — He 6omee 1,5 % <=0,10%

' Jlrobas npyras eMHMYHAS NpUMeCh — He 601ee 0,2 <=0,10%

%

i Cymma npuMeceii — He Bonee 2,5 % <=0,10%
Muxpobronornueckas | ['® XIII, Kateropus 3A. CooTeeTcTBYET
YHUCTOTA
OnHopozHocTs
JI03HPOBAHHS! Ioxasatens npuemnemMocTy (AV) e Gonee 15,0 %. 2,1%

- AMJIOTUITHH

- MHIAMaMH I Toxasarens npuemnemoctn (AV) He 6onee 15,0 %. 1,5%




(T4 KRKN

QOO «KPRA-PYCn

Hecrpa, 23.03.2020
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‘ - NEPHHAONPHIIA INokasaTens npuemiaemoctn (AV) He Gonee 15,0 %. 2,8%
| apbymun

! KonuuecTtrenHoe He Menee 95 % u ve Bonee 105 % amiogumuua ot 98 %
| onpejelieHHe: 3aSBNEHHOTO KOJIMYECTRA.

- aMJIOJIMITHH

- HHanamu He menee 95 % u e Sozee 105 % mnganamuaa or 100 %

3asBJIEHHOTO KOJIMUYECTRA,

- NEPUHJIONPHIIA He menee 90 % u e Gonee 105 % nepunaonpuia 99 %

apObyMUH 3p6yMHHa OT 3asBIEHHOIO KOJWYECTEA.

VYmnakoeka Ilo 10 mnu 14 Tabnerok B KOHTYpHOH sueiikoroif | [lo 10 TaBieTok B KOHTYPHOH
‘ YNaKOBKE H3 KOMOMHHPOBAHHOIO MaTepHaya | sueHKOROM YaKOBKE H3
| OIIA/An/IIBX ¥ doanru amoMiHACROM, KOMOWHHPORAHHOTO MaTtepHana
I 1, 2,3, 6,9 KOHTYPHBIX AYCHKOBEIX ynakoBoxk (mo | OIA/An/TIBX H doaeru

10 Tabnetox) wimh 1, 2, 4, 6 KOHTYPHBIX TYEHKOBRIX = ATIOMHHHEROH,

ynaKkoBoK (110 14 rab1eTok) B7MecTe ¢ uHCTpykumeii | [To 3 KOHTYpHBIE  STYEHKOBEIE

10 IPUMEHEHHIO MOMELIAIOT B MUKy M3 KAPTOHA. | ynakoBkH (o 10 Tabnerox) smecte
‘ | © HHCTPYKLMeH 1O NpUMEHEHHIO
‘ NOMEUIEHBI B NIAYKY M3 KapTOHA.
\ Mapkuposka Ha nepeuvunoil ynaxosxe (xowmypnas sveixosas | Ha NepeUYHOU ynaxosxe

Ynakoeka) ykazoléaiom. TOProBoe HAHMEHOBAHHE
npenapara ¢ npefynpeinTebHOli MapKUpoBKoi ®,
TPYNIMPOBOYHOE HAMMEHOBAHHE, NIEKAPCTBEHHY1O
(HopMy, 103UPOBKY, TOBApPHEIH 3HAK (Ha NaTHHHIE)

(MPMBI-IIPOU3BOAMTENS, HOMEpP CepHH, CpoK
FOAHOCTH.
Ha smopuunon  vnaxoerxe  (maura NAPMOHHASE)

VRQIBIGRI0N.: TOPTOBOE HAMMEHOBAHUE [1Penapara c
Npey peHTeNLHOH MapKHPOBKOH ®,
IPYNNHPOBOYHOE HAHMMEHOBAHHE, JICKAPCTBEHHYO
GopMy, NO3HPOBKY, KOTMYECTRO TabJECTOK B
YNaKOBKe, HasBaHMe AeHCTBYIOUIMX BELIECTB M MX
KomugecTBo B 1 Ttalnerke, «BcmomorartensHele
BEUIECTBA: HATPUA rHuapokapboHat M apyrue,
YKa3aHHBIE B HHCTPYKIHMH IO [IPUMEHEHHIO»,
cnocod mpumenenus: «JUIs  npuema  BHYTpBY,
YCIIOBHS XpaHeHus, YCIIOBHS OTIyCKa,
NpeIYNPEANTENLHBIE  HAOMUCH: «XpaHUTh B
HCIOCTYNHOM 41 aeteit Mecte», «[IpUMeHATH O
HA3HAYCHHIO Bpava», PETHCTPAUMOHHBIH HOMep,
HOMED  CBM/IETE/ILCTBA HAa TOBapHbIA  3HAK,
Ha3saHHe, ajpec, TenedoH, GaKc U TOBapHBIii 3HaK
(Ha naTHHHLE) DHUPMBI-IPOM3BOMTENS, HOMep

CEepHH, CpoK TOJHOCTH, IITPUX-KOX,
MPOM3ROACTBEHHEIH Koa YTIAKOBOYHOTI'O
MaTepHana. JIOMyCKaeTcs HAHECCHHE Ha Mauky
KapTOHHY1O KOHTPOJIbHOT'O

(nnentndukanmonnoro) suaka (KH3) ¢ noaHsm
WM 4aCTHYHBIM JyOnmpoBaHueM HHbOpMALMK,
cojepalchics B HEM B BHIE 4YHMTAEMOro
[CYATHOTO  TeKCTa ¢  LETbI0  MOHHTOPHMHra

(konmypHas suetixosan ynaxosxa)
YKa3ano: TOProBOE HaMMEeHOBAaHHE
mpenapara ¢ IIpenynpeguTeabHOMH
MapkupoBkoH ®, rpymmuposo4Hoc
HaMMEHOBaHHe, NieKapcTBEHHAs
(opma, N03HPOBKA, TOBAPHBIH 3HAK
(Ha JIATHHHLIE) (pupmBI-
NPOH3BOIMTEILA, HOMED CEPHH, CPOK
FOJHOCTH.

Ha smopuunoii ynaxoexe (nauxa
KApmoHHas) ykA3ano: TOPropoe
HalUMEHOBaHHe npenapara c
npenynpeIuTe/IbHOH MapKUpOBKOH

®, TPYNIIMPOBOYHOE |

HAUMEHOBAHHE, NeKapCTBEHHAS
hopMa, [IO3HMPOBKA, KOJIHYECTBO
TabNeToK B YMAaKOBKE, Ha3BaHHE

NeHCTBYIOUIMX BEUICCTB M HX
KOJIHYECTBO B 1 Tabnerke,
«BcroMoraresHele BCIUECTRA:

HATpHs ruapokapboHaT U Jpyrue,
YKa3aHHbIE B MHCTPYKLUMM 110

TIPUMEHEHHION, criocob
IIPHMEHEHHS: «na npHeMa
BHYTPb»,  YCJIOBHA  XpaHeHHs,
YCIIOBHA OTIYCKd,
[peaypeIHTeNEHbIe HaJMHCH:
«XpaHUTeE B HENOCTYMHOM JUIA

nereli mecrten, «lIpumenats mo
Ha3HAYEHHIO Bpa4ay,
PErHCTPALHOHHEIH HOMep, HOMep
CBHIOETE/IbCTBA HA TOBApHBLIH 3HAK,
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ABMXKEHMA  JICKADCTBEHHOTO  [pemapara  OT
i NPOU3BOAMTENA 10 KOHEYHOTO NOTpeOHTENS.

Ha’RaHHe, anpec, TenedoH, dake u
TOBApPHBIH 3HAK (Ha JIaTHHHLE)

($UPMBI-IPOU3BOIHTENS, HOMep
CEPHH, CPOK FOJHOCTH, INTPHX-KOT,
MPOH3BOACTBEHHBIH KOZ,

yrnakoBouHoro marepuana. Hanecen
Ha [a4Ky KapTOHHYH KOHTPOJIbHBIH

(MneHTHOHKALMOHHBIIH) 3HaK
(KU3).
Xpanenue | Ilpu Temnepatype He Boine 25 °C, B CooTBeTcTBYET
| OPUTHHAJIBHOI YIIAKOBKe.
| Cpok roasoctu | 2roaa 2 roga.

axymoyenne: COOTBETCTBYET TPeGOBAHHMSIM HOPMATABHOMN OKYMEHTAITHH.

Hagansaux OKK

WAPYC |

Xeunena K.23.




