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Homep cepun (40222
Hara upoussoncrsa 02.2022

Kosmueetso B ceprm 8240 ynr No
HMcnbrranys Boinostens o JIT-003736-21 1117, u3m, Nol

Crpana nasnavenus  POCCHUMCKASI DEJEPALIUSL

H Hammenosamme nokasarencii TpeGovains JIT-003736-2111 17, 1M, Ne| Meron Reg m’wi?.l
/i KOHTPOJIS HCHLITQHiT
I |Onucanne lpospaunsiii Gecuperinii wim cierka desrrosariit | Buaywmrmit [[pospannsiii crerxa
pactBop. HECATORATBI
pacrsop.
2 |[Mommwmunocts ' XTI,
- durykorazon Yd-cnexrp ODC.1.2.1.1. [Moxrsepxaaeres
0003.15
I'd XI11,
QM. 1.2.2.00
- HATPHH Xapaktepuas peaxipis 5 0L.15 Tlonreepxnaercs
[y X1,
O®C.1.2.2.00
- XDOPHIL Xapaxrepras peariyin 01.15 Torsepxaaercs
3 |Hpospaunocr, Hpenapar pomxen Goiri, HPOIPAYHEIM [ X111, Hpospauneri
O®C.1.2.1.00
07.15
4 |llgeTHoCTh Mpenapat jiounien 6oL GeCIBeTHLIM fuTH OKpacka ' X111, He unrencusnec

fipenapata Be xo.mkna ObITh nHrencusuee otanona Yy [ODC.1.2.1.00 rrviona Ys

06.15

5 |pH Or4.5 0175 ' XTI, 6,1
OWC.1.2.1.00
04,15
6 |Mexanmueckne BRIOMCHIN- Fd X111,
- BH/IHMBIC TACTHIIbI Ipenapar nomken cootsercraoraty tpebobannsm.  [ODC.1.4.2.00 Cooreercrayer
05.15
- HCBH/IMMBIE “4aCTHIN Hacraus! 210 mxm - ve Gonee 6000/6yhika, U'd X111, Coorsercrnyer

Hactunmr >25 MM - He Gonee 600/6yTeuika.

OWC.1.4.2.00 |Cootsercrayer
06.15

7 |OcmonannuocTs Or 260 10 360 MOcm/kr P X111, 296 mOcem/kr
OMC.1.2.1.00
03.15
§  [PoactseHnnie npumecy: I'd X1,
- npumecs A tle Gonee 0,4 % O0dC.1.2.1.2. [Mence 0,1 %
- npumecs B He Gonee 0,3 % 0005.15 Menee 0,1 %
- npamecs C He Gonee 0,2 % Menee 0,1 %
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Js craumonapon: 56 Gyrenok w48 duiakouos no 100 ma sMecte ¢
PABHLIM KONMICCTBOM mic‘rpyxui—ui‘: no NPHMCHCHHIO B HIIMKH H3
rOQPUPOBAIHOrG KapToHa.

- mobas eHMuHAY He Gonee 0,2 % Menee 0,2 %
HEHICHTH(PMUMPOBAHHAA
1PHMECE
- CyMMi npumeceii He 6onee 1.5 % Menee 1,5 %
9 |MssaekacMuii oGbem He menee HoMuHwILHOTO I'd X1, 104 wmn - 106 mn
OdC.1.4.2.00
03.15
10 |baxrepuansHbLie YHAOTOKCHHBL Menee 0,41 ED/mr 1'd X1, Menece 0,41 ED/mr
Om®C.1.2.4.00
06.15
1T |AnoMansHas ToKCHUHOCTS [lpenapar 6bITh HETOKCHIEBIM P XIHI, Herokenunnit
OdC.1.2.4.00
04.15
12 |Crepunnnocts [penapar posnken Ghres cTepuibibIM b X111, Crepunbhniii
Od®C.1.2.4.00
03.15
13 [Kommaecrsennoe onpejenenne ' X111,
- (hnykonason Or 1,8 no 2,2 mr/mn ObC.1.2.1.0. 12,0 mr/ma
0003.15
THIpHMETPH-
- HATPHA XIOPU/ Or 8,5 1o 9.5 mr/ma HECKHIH 9,0 Mr/mn
14 |Ynakonka Ho 100 mn B Gythuiky CICOBIREBIC yKYNOPEnibic npoGKimy Lo 100 ma w
PE3HHOBRIMU M 0O0XKaTHIC KOMITAYKAMH MHOMHITHEBbIMY, Oy routkm
TTo 100 mn 8o uiakonn crermuNbIe, YKytopembie upobramu CreKNAnLe
PE3HHOBKIMH H OOKaTaLHbIC KONNATRAMM WIOMHHRCELIMA HITH YEYHOPCHIBIC
KOMOUHHPOBANILIMH WK AIOMOIUIACTHKOBLIMU HIM HOMHUTICBLIM upodkamu
€ INIACTHKOROH HaKhaAKoil, PCIHHOBRIME H
Kantyio Gy rhuiky/iakon BMecte ¢ miCTpyKinieii no IpAMEHenG  |obxarhic
HOMCHGMOT B IGINKY W3 KAPTOIa. KOMNAKIMH

AMOMHITHCBRIMH.
Kuwxpan Oy minka
BMECTE ¢
HHCTPYKLMCH 110
HPAMCHEHHIO B
NAYKE U3 KIAPTOHa.

15 |Mapxuposxka

Ha pycekoM ssnike yKassipaior:

1} Tlepsuaman ynukonka JekapcTBeHion upenapara.

Hit orukeTre Oy rounka/fuikona: HaHMeHoBamie HPC/IPHATHS-
HPOIZBOARTEIIA, CPO TOBAPHLET SHAK, TOPIOBOC HAUMCHIOBANHE
npenapary (COBYEET C© MEHLY HAPOJILM HCHATCHTORAHIIhIM
HAAMCHOBAHHEM ), JICKAPCTREHIYIO (POPMY, KONICHTPAIIHIO, COCTAB 1
I mn, 0Onem B MIIAHAWTPAX, «CTEPHALLION, CHOCOD BBEACHIS,
«llpaMensTh O HasHAYEHMIO Bpauan, «XpaHuThb B BCHOCTYIUOM s
HCTCH MECTED, YCHOBHS XPAHCHHS, HOMED CepHH (uernipe nocaeanue
P OBO3HATAIOT MECHIL H TOJL U3TOTONMCTIS), CPOK IrOTIOCTH,

2)  Broprunas ynakoska SekapeTsennoro npemapaa.

Ha nave; HIHMCHOBIHKE TIPCUPHATHA-TIPOHIBOUITEIA, ¢1'0 TOBAPHLIH
FHAK, ODHAHNECKHH NOUTORLIT wipee, aapec MCKIPONIOHN 110TH,
TesiedoR/(aKe, TOProBOE HAMMEHOBANNE NPenapaTa (COBNAIALT ¢
MEHYIRIDOAELIM HCHTCHTORAHHBIM HAMCHOBAHAEM ), HCKIPCTREHHYIO
opmy, KoHDEITPAIO, CocTan 1a | MIL, 0FLEM ML, KOJIHECTRO

Oy reuok/guiakonon, «Crepiisuon, cnocof BseacHus, YCHOBHS
oriycka, «lpiumensTs no nasnagcmmo spatay, «XpaHnths B
HENOCTYITHOM JUIH JICTCH MECTOR, YCIOBHA XPAHCHHA, IIOMED CCPHH
(nerripe nocnemne tAGpLE 00OINATAT MECHIL I IO/ IIOTORIE! M),
CPOK POMHOCTH, (haPMAKO/, PCrHCTPALHONHBI HOMED H INTPHXOBOH
KOJL, AOTTYCKACTCH HANCCEHHC CPEACTS MICHTHOHKALMIL

Hat riietice SimKa juis Craiouapos; BanMeHORMHE NPCITIPHSTHA-
TIPOMIBO/HTCIA, €10 TOBAPHLIA 3HAK, HOYTOBKLT ajpec, aipec
VICKTPOHHOI DOUTH, Tenehon/(hake, TOproBoe HanMEHOBaNHKE
Hpenapara (COBUAAACT © MEXLYHAPO/HBIM HCTATEHTOBAINILIM HAHMC-
HOBANHEM), JICKAPCTBEHHYIO (OPMY, KORICHTPAIMIO, COCTAR Ha | MJ1,
00bEM B MALIIMTPAX, KOJIHIECTEO Gyreulok/duakoHos,
«CrepmibHOY, cnocob BBCJICHNA, «Jst cTalmonapony, «tlpumensTs
1O HAZHAUCHUIO BPaday, «XpauHTh k HEJOCTYTIHOM /U AcTeil MecTen,
YCIOBRA XPAHCHHS, MAHKIYIAIMOHHBIC 3HAKHA, HOMED CepHu (MeTLIipe
HOCACHE TGP 0603HAMAIOT MECHIL U rojL WITOTORICHHN), JIATy

Ha pycckom sanike

YKAHRUI0!
1) Tlepsuwias
YITIKOBKA

JNEKAPCTBEHHO

O Ipenapara.
Ha arukerxe
Oy TLuUIKH:
HAHMCHOBAHKG
HPCLUIPHATHA-
HPOM3BOANTENN, IO
TORUPILI 3HAK,
TOProBoe
HAHMCHOBATHG
npenapara
{connaaer ¢
MEHKAYHAPOITILIM
HCIMATCHTOBAHIIBIM
HAHMCHOBAHHCM ),
JICKAPCTBCHANY
hopma,
KOHIEHTPAIHS,
cocran Ha 1 ma,
ofwem B
MILLIHJIMTPAX,
«CrepusHON,
cnocol Brejienns,
«ITpumenste no
HATHAYCHHIO
Bpasay, « XpaHuTsh 1
HEJOCTYITHOM JUis
ACTeil MecTey,
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HITOTORICHEA, CPOK FOJIHOCTH,MARHITYIAIHOHNLIE SHAKH, YCIIOBHA XPaHCHHS,
PETHCTRALHOHHLIA HOMCP M INTPHX0BOH KO, HOME) cephi
(ueTwipe nocnennne
undps ofosHauaior
MECALL H TOJL
H3TOTOBICHUN),
CPOK I'OAHOCTH.

2) Bropuunas
YHAKOBKA
JIEKapCTBECHHOT
0 npenaparta,

Ha nauxe:

HEHMMEHOBaHHE

TIPEPHATHS~

TPOM3BOIMTEIA, €r0

TOBAPHLIF 31K,

FOPHIMHECKUIA

novwToBLI ajpec,

AIPEC NICKTPORHOH

TIOIThI,

renehow/paxc,

TOProBoe

HaUMEHOBAHNE

Hpelapara

(coBnanaer ¢

MEXYHAPOJHBIM

HCIATCHTOBAHHbLIM

HAHMEHOBAHHEM),

JICKaPCTBEHHAA

topma,

KOUICHIPALLIHA,

cocras na | mi,

o0heM ML,

KOJIHY4ECTBO

OyTBUI0K,

«CTepHIILIOD,

criocol BBejleHH,

YCHOBHS OTHYCKa,

«IlpumensTsh no

HA3HAYCHHIO

Bpauay, «XpaHHTh B

HEJOCTYIHOM Julst

nere mecren,

YC/OBHA Xpaneuus,

HOMEP CEpHH

(4erbipe nocneanue

uudps oGo3HAYARYT

MECHL, ¥ I'OJL

HATOTORJIEHHS ),

CPOK I'(JIHOCTH,

thapmakoa,

PErHCTPALIMOHHBIT

HOMED 1

HITPHXOBO# KoJi,

HAHECCHBI CPEJICTBA

HACHTHOMKALHH.
16 [Yenonus xpanenun B 3aniMuiennoM oT cBeTa MecTe npu TeMnepartype e swiwe 25 °C. He 3aMOPAHHBATE.
17 |Harta oxoHuanus cpoka i‘O,zl,HOCTPI 3 102.2()25
BIC PE3YIBTATEL 24.02.2022 v é / Bopue E.A, /
}E Jlara o, @O,

3aKJIOYCHHE:,  Ka4eCTBO "(Dny;mlm 1 nysuii 2 mi/mn 8 6yTeumkax 100 ma B ynakoske Nel
I1a4Ka KAPTOHHA 2 eeprn ()4()222@00 serersyer tpebosanusm JITT-003736-211117, usm. Nel
Havaneank OKK Gng»% _Taseiitia
E = Hoaycr, d.H.0.
Jlara 24.02.2022 S
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A nodmeepsicoaio, umo npueedennas eoue unghopmayus sensemes dOCmosepHoil u mounoi. JIma npodykyus bvuia npowseedena
(BKIOMUS. YRAKOBKY/MAPKUPOGKY) 8 coomeememsun ¢ mpebosanuimu GMP, nposeden KOHMPORL KAYCCMEA HA GO CYRAIANOM
yuacmge 6 coomeememaun ¢ mpebosanusimu GMP, a makaice COOMBEMCMBYCIN CREUDUKRAUAM 1 NPOUIRCACHA 6 COOMBEMCMENY ¢

pecucmpayuoniam docve.  3anucu no ApOUISOICMEY, ynaxoske u anaiuzy HPOBEPEHLE 1 VCMANOGIEHO UX  COOMBEMCMeEue
mpebosanusim GMP.

Jlara nopumcanms 24.02.2022 %;f
Ynounomouennoe Juio - Taneiina E.A.

nojmuck, 1.0,
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