-~ CCrUCTPDAHOHEOEC YIOCTOBEPCHUE

IERAPCTBEHHOTO HNpeapara A MEIHITHECKOTO HPpHMEHCH NS

DI Ne(001105)-(PT-RU)

- (HOMep PETHCTPAIMIOHHOT0 YAOCTOBEPEHUS JIEKAPCTBEHHOTO npenapaTa)

B coorserctauu ¢ Ipasrnamu pericTpayy U 9KCHEPTH3bI JIEKAPCTBEHHBIX CPESICTB IS MeANLHUHCKOTO:
NPUMEHEHUS, HACTOALIEES PETUCTPALHOHHOE YIOCTOBEPEHKE BEIIaHO;

= 1 HanmeHoBanue gepxaTeis O61IECTBO ¢ OTpaHHIEHHON OTBETCTBEHHOCTEIO "9nnapa"
£ PerucTpalHOHHOI0 YAOCTOBEPEHHSI: (000 "9nnapa"), Poccus i

- 2 Azpec gep:kaTeisi perHCTPANIHOHHOIO 601122, Bragumupckas 061, TTeTymuHCKii :;
YAOCTOBEPEHHS: : paiios, r. IToxpos, yi. @panua LlItonssepka; 1, 20

= 3 JNara perncrpanuu: 03.08.2022 7

= 4  Jlata ucredyeHHs CPOKA AEHCTBHS 03.08.2027

PErHCTPalHOHHOI0 YA0CTOBEPEHH S

S /laTa noATBep:KACHHUS PErHCTPALHH
= (nepeperncrpauun):

6 JlaTa BHeceHHsI H3MEHEHHIi -
(nepeodopmiieHHsT) B perHCTPAallHOHHOE
YAOCTOBEpeHHe:

ARGV

7 JaTa perucrpauuy B peq)epeHTHOM 03.08.2022
rocyaaperBe:

OO0 %

Y IOATBEPIKAAET, YTO JIEKAPCTBEHHBII IIPeNapaT 3aperuCTPUPOBaH U paspelieH K MEAHLMHCKOMY npmeHeHmo
Ha TepPHTOPUH: =

AP RAK ARG

Poccuiickoit @enepaunun =

(rocymapcTBO — WwieH EBpasuiickoro SKOHOMUYECKOTO COM03a)

= Hndopmaimys o 3aperincTpupoBaHHOM JICKAPCTBEHHOM IIpenapare

2 8 ToproBoe HaMMeHOBaHHe JIEKAPCTBEHHOIO DaMOTHANH =
Z npenapara: =
9 ' MexayHapoaHOe HeMaTeHTOBaHHOE DamMOTUINH

Hanmenosanue (MHH), uin o6menpunsitoe =
(rpynnupoBo4YHOe) HANMEHOBAHHE, HIH 3
| XHMHYECKOEC HAHMEHOBAHUE AKTHBHOI *
(hapmaueBTHYECKOMN CyOCTAHIUU

; (apu orcyterBun MHH): =

7; 10 :JlekapcTBeHHasi hopma: JIHO(UAN3AT LT NPUTOTOBJICHHS PACTBOPA ISt t

BHYTPUBEHHOTO BBEICHIS 5

< 11 JlosupoBka(-u): 20 mr

12 ®@opma(-bI) BBINyCKA: JHO(UIN3AT HIsl HPUIOTORJICHUS PaCTBOPA IS =
: BHYTPHUBEHHOTO BBeAeHMS, 20 Mr (ammyiia) x 5/10 (nauka

KapTOHHasA);

[uodunu3aT LIS IPUTOTOBJICHHUS PACTBOpA JJIst
BHYTPHUBEHHOTO BBeneHus, 20 Mr (ammyiia) X 5 +

2 pacTBopuTens — Hatpus xiaopun 0.9% (ammyna) 5 Max 5]
x 1 (mauka kapToHHas); 043221 =
nHO(GUIN3AT UIS IPUTOTOBJICHUS PacTBOpa LIt [~

2 Bnyﬂrpuﬁeaaom BBeﬁeHi!ﬂ, 20 MFE- (aMnyJ}a) X 20/25/50




Crpanuua 2 peructpanuosHoro ynocrosepenus Ne JIII-Ne(001105)-(PT-RU)

(mavka xapToHHast) (IS CTAMOHAPOB);

[JModuIM3aT A1 MPUrOTOBIEHHS PACTBOpA ISt
BHYTPUBEHHOTO BBeIeHH s, 20 Mr (ammmyna) X 10/25 +
pacTBOpHTe/b — HAaTpUA XJopuz 0.9 % (ammyna) 5 M X
10/25] x 1 (mauka kapToHHast) (W1 CTALHOHAPOB);
JMOQUIU3AT JUIS IPUTOTOBJICHAS PACTBOPA VTS
BHYTPHBEHHOr0 BBeAeHU, 20 Mr (ammyna) x 250/500
(xopo6ka KapTOHHas) (LI CTAHOHAPOB);
[odunM3aT JUIS MPUrOTOBIIEHHS PacTBOpPA VIS
BHYTPHBEHHOT0 BBeAeHU, 20 Mr (ammyna) x 125/250 +
pacTBopurens — Hatpus xiaopun 0.9 % (ammyna) 5 it x
125/250] x 1 (xopo6ka kapTOHHast) (WISt CTALMOHAPOB)

13 CocraB jlekapCTBEHHOr0 Ipenapara: ¢pamornmuH 20.0 Mr, BCrioMOrareisHbIe BENIECTBA
| (acriaparnHOBast KMCIOTa, MAHHHTON)

14 |Cpoxk rognocru: 3 roma

HH(popmaLus 0 NpOM3BONUTENTE JIEKAPCTBEHHOTO Mpenapata (Ha3BaHus | aapeca MPON3BOICTBEHHBIX MIOMA/IOK,
YJacTBYIOIIHX B TIPOUECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO MPENapaTa)

Ne | Crapust nponsBoacTBa | Hassauue oprannsannn Ajpec npou3BOJCTBEHHOI IUIOWATKH
(BCE yYaCTHUKH
NIPOU3BOJCTBEHHOI 0
npouecca)
1 | IIpousBoncTBO rotoBoi | OGIECTBO ¢ OrpaHMYEHHOH 601122, Bragumupckas 001,
JIeKapCTBEHHON (POPMBI | OTBETCTBEHHOCTHIO "Diuapa” Ietymunckuii paitos, r. ITokpos,
(OO0 "Omapa"), Poccus yi1. @panua Ilronseepka, . 20, c1p.2
2 |IlepBuuHas ymakoBxa OGIECTBO ¢ OrpaHUIEHHO 601122, Bnagumupckas o6,
OTBETCTBEHHOCTHIO "Dimtapa’ Herymunckuit paiton, r. ITokpos,
(00O "Dnnapa"), Poccust yi. ©panna IlItoasBepka, a. 20, cTp.2
3 | BTropuuHas ymnakoBka OO1IECTBO C OrpaHUYEHHOM 601122, Bragumupckas 001,
OTBETCTBEHHOCTHIO "DJi1apa” IerymuHckuit paiion, r. ITokpos,
(000 "Omapa"), Poccusa yi1. @panua IlTonbBepka, 1. 20, ctp.2

4 | Beimyckaromuii
KOHTPOJIb KaUeCTBa

3amecruaress MunucTpa C.B. I'naroJie



