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1 JTHuEHaRs 1A OCYIECTANEINE JIEATENbIOCTH
1 110 POHIBOACTDY ACKAPETHCHHBIX CPENCTD
‘ No 00117-11C o 30.08.2018 1.

: Famovucune GMP
l N GMP-0047-000308/18

PABPI&U]EI{I/IE HA PEAJTA3ALMIO Ne 222/20
l

Haumenonpanuwe \ AMANQ3KH PACTROP JULL BHYTRMREHHOI'O K BHYTPUMBITICHHATO RRCACHHS
NEKAPCTRENNOro PeicTi 25 Mrima, 2 M S —
‘l Komecrno
[Tomep cepin 180520 | I'ojten o 06 23 P OYICLIMIT B CCPI, 1 5008
7 | ynaxopote NMe10 L

N Ouentica JIC sl
n/n Ja Her

; T Ceprn NeKAPCTDERHOTO CPEA]TEA NPOHIBCACHA D COOTHETCTBHIS '

¢ neftemylonuMy  HOpMATHREBIMA JOKYMCHTAMH, %

JlokyMeHTaLHS 110 npomuoujmeﬂnomy rpoLecey W KOHTPOJIO KAMeCTEa
9 | cocraicHa 1 YTREpIKACHA B COOTRETCTRUH © tpeBonanmamu PCIE, ﬁ
tl)ynxuaomi]aymu;cﬁ Ha npcm?p;m‘mn. L

ToxTONOFHUGCIH MIPOLECE, YIAKOBKA, MAPKHPOBKE, KOITPOJE, B 1IPOLECCE | " ua

3 | NpOH3NOHCTRA TPUBEALIILL B € OTBCTCTBRM C TPCOOBALHAME | @ﬁ
TPOMBILDIERHCTO Periamen B

4 TCauecTno JEKAPCTBeHIIOr0 CPEICTBR COOTNETCTRYCT TpebonatunM ﬁ
P N000302/01-230518 Man.112,3,4 Wi
11a seKapCTBEHHOE CREACTRO & oNYyHCH! .

3 TTacriopr Ne 18 ot «28» 051 2020

i - ] | B

HacTosiuM TOATBCPIKIACTEd, HTO nyasamme ACKAPCTHEHHOE CPEACTEO MPOHIBE/ILHO B COOTBETCTOHH C
[IPOMBULIEHRBIM  PETTAMEIITOM, T yCAOBHEX  COOIIOUeHIST TIPaBHI pagnexamell  POHIBOACTBERION
NPaCTHIKH  (YTBEPHACHHLIX npm(m;bm Munmpomropra P@ N 916, ¢ nefteTRYIOLUUMH MIMCHEHHAMM),
tpeGoantit perHeTPALKOIIITX JOIYMEIITOB ¥ PA3PELISHO K PEANHIALIAH,

Y11oAR0MOUEHHOC IHILD Om Ionropsena AB. & ,/’;»
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AQ <HOBOCHEXHMMAPM»
OTAEN KOHTPOJIA KAUECTBA

 TIACIIOPT M I8
e AMUHA3WH

pACTROP [UISI BIYTPUBEHNOTO 1

BHYTPHMBIIEUHOrO BBEACHHS 23 MI/MJ, 2 Mt

Howmep cepun 180520

Konnueerno mpoaykiun b ceprn; 15008 ymaxonow Ne 10
Jlure nuipaboren 13.08.20

MenuiTauis (RHandas) BLIN0MICHb] tolP N000302/01-230518, nin, Ne 1,2,3,4

N HauncHoBRIRE
norasaresied

Tpehosunst HJL

Peayanrarn
ANAJNGA

. | Onucanne

[lpo3pasuan GeeupeTan Wik cnabo okpauset-
HAR KHJIKOCTh

Tpospasyan cnabo
OKPALICHHAR JIWIKOCTL

2. | MNoanunnocto

1 cooTReTCTBHH ¢ TpebosntHnmi /1

TlonounTENLHAR

ITpospaunocTs

}J,omlctl.{n DbIEPAMBATE CPABHEITHE © STAsTONOM |

Mores sTwions 1

Jlonncen 6L GecpeTiLIM KK BBIIBPIKHBATL
cpannéuu: ¢ oranorom GY

Meree atanonn GYq

3
4, | LperuocTts
5

________ |pH ! Or351050 43
Mexannueckue ‘l
5 BRAICUCHHA
" | BunnMble HYaCTHUL! B ceo‘tnercrnnn ¢ rpeGopanuamu MO X1, CooTBeTcTBYeT
O®C.1.42.0005.15
HesrAMMLIE HACTHUD! UacTils pasmepom 2 10 MKM — HE Gonee 6000 Coorserersyet
(conepwanue B 1 amnyne) | Hlucrnly pasmepoM > 25 mkm -~ tie Gonee 600 CooTBCTCTRYST
. GauHyHas npuMect — 1o Gonee 0,5 % Metiee 0,5
| PUNGTURSRSTIEHIRGY CyMMi npunmeceh - he bonee 3 % Menee 3
8. | Msenexuemeifl o6neM He MeHes HOMHHAIBHOTD, M1 5 2.
9, | Crepunuiocth Mpenapar gomien Surrs CTEPHITLHBIM Crepunen
10. BakrepuansHuic He 6onee 2,3 ED ua | mr xnopnpoMasHiin Menes 2.3
IHAOTOKEHH FHAROXIOPHAR
1 ConepicaHue Ha rufponanie noiiiio noftra ne Gosee 3 M 19
' | aurtHokuenureneii 0,01 9'1 M pacrsopa kaims Houara i o
12 KonuueerneHnoe’ Conepyanve XNOPNPOMA3HHA PHAPOXIIOPHAA B 25
" | onpese/iente 1 M npenspaTa aoiiio S11Th or 24 10 26 Mr )

13, | Ynacouin

Mo | Mu, 2 M, § man oman 10 M1 aMaymno!
yefitpdapiore  crexna. Ha  kaiayio amnyiny
NAKACHBAIOT  CAMMUICALLYIOER  2THKETKY HIH
MAPKHPORKY HAHOCAT WA ammyny Owicrpo ia-
KkpenoIGHTa KPAGKOM JUIA CTERIAINDIX U3AL-
M, W

Mo 10 lamnyn BMecTe o HiCTpykuMei Ho npime-
r-fcumc{] NOMEIAIOT n KopoOKy H3 Raprona,
KapoGky owitennaior  viukevkoli-Ganaeponuio
w3 Symary,

,[!;anycjcaemﬂ ta xopolKy KEPTOHHYIO NBKIICH-
BATL COMOWIENUYIOCS ITHKETIY € YKasallHeM
CPBACTE HACHTH(IMKALMH, NOMEPA CEPHY 1 CPO-
1A TONHOCTH,

To 2 ma 8 BMOYALI HEHTPASILHOIO
crekia, Ha srcnoll amnyne map-
gHpoBKa HoHeceHn OwicTpo A
kpenamiowenicn  Kpacko#d  juts
CTERNANHLIX Hapennit,

[To 10 amnyn aMecTe © HICTpYK-
unell 0o NPUMENelHIo MoMeLLeHbl
p KOpoOKy 3 KapTona,

KopoBka owkneena  ITHKETKOH-
Banaeponbio Ha Gymarn,

14, | Mapkuposka

1) Tepnunas ynakonka JIeRAPCTHENHOro
nperapaTa.
lMa  waimnod  amnyae YHAILIBAIOT  TOProroe
HAHMEHOBUHNE  UperRpETa,  KOMUHTRALKIO,
ofbem npenapara B OAHOMN aMItyNe B MHITIHIUT
pax, HOMEp CEPHH, CPOK TOALIOTTH.

i

1) Teponunns yuakonic
ACKAPCTRENNOFO APEAPATA,

Ha xaxgioft aMiyne yKasano: Top-
FOBOE HAMMCEHOBAIIHG Npenapati,
koRUenTpaLHA, 06beM npenapara
§ OfHOR amMnyne n MHATHAKTPRX,
HOME] CepHH, CPOK FOAOCTH.
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2) Bropuaman ynaconka ACKAPCTBENNHOTO
(penapaT ‘

[a 9THKETKE-BRHACPONM YKAILIDRIOT TOBAPIIbIA
AR JISPKATENT PErHCTPALMONHOIG YAOCTORS~
peting, HaWUMEHOBAlINE Ilpbﬂll%ﬂl'ﬂm-
MEOMIROULTEN MPENLPRTR, €ro anpee, Te 1athot,
(haxe, TOPropoe HAMMCHORAHME [Ipe PRTA,
MEHAYHAPOMIOE HENATEHTODAITHOE HAHMEHODBA-
HHE, NeKDPCTBEHHYI0 HOPMY, KOHUCHTRRUMIO,

coctan, oGLeM NpEenapara b ojoR amnyne o
MUANHAMTPAX, KOMHYCCTBO AMNYA B YTIAKGHKE,
cnoco npiMeticHun (ykaan 5 HAADAKHH AC-
xapeTBEHHOR  opmsi), npe,uynpe;m-rém,ume
paamucy «Crepuinnoy, «llppMenaTy no HA3ND-
qEHHIO RpauRy, «XPaHiTL B HEJOCTYNHOM 474
netelt mecren, «[lpowaneseito AO  dldono-
cuExunpapm» 1o 3akesy AC «Banenta Qapmn,
ANEMENTHI JM3aiHA, YCIOnHs XPAHEHUL,) yeao-
pHsS OTILYCKA, HOME] PEerHcTpauMoniorg yao-
cTOnEpeHM, HOMep CepHM, CPOK TFOANOCTH,
WTPUX-KOJl, BOIMONIO HEHCOEHHE  CPEICTB
HACHTHI[IHKAIIMH,
JlonyckaeTesn HAHOCHTH HOMEDP CEPHH M ICPOK
romoeTs Ha Goxosoli cropone kopoBi K3
Ka[]’l‘OHu.
JlonyckacTes LANCCEHHE CPEACTD }mcu'r[mkm-
KALWK, HOMEPA CepHM M GPOKA rOAHOCTH HA
CAMORNEANIYIOCR ITHRCTKY,

2) Bropuunasn yusakoka e
KADCTDENHOro npenapaTa. .

Ha arukerke-Sanaepoan ykaiano:
TORAPRBIL UK JEPIKATENA Pert-
CTPALKOMIOID  YROCTOBEPCHMA,
HAHMENDBAHAC npeanpuaTHA-
fPOM3BOAUTENR  NpenapaTa, ero
anpec, Tenedon, dake, Toprosoc
HEHUMEHORRNHNHE npcunpm'a, MEW-
JYHAPORIOS  HCOATCHTORAHHOC
HAHMEIHORAHHE,  NeKapeTneHnas
(hopMa, XOHLEHTpaum, COCTae,
ofhem npenapaTta n OjiHOM AaMny-
e B MHJAIMAWTPAX, KOMHUCCTRO
gMnyn © ynakoeke, cnocob npa-
MEHEHHA (YKAOnH B 1A3BAIHY SiC-
kapetaernioil  Gopsmt), npeay-
npeantenkHsie  nanmicn  «Cre-
pHabion, «IIpUMensThH No Hu3HAa-
yennle ppatan, «XpalHTh B Hes
jocryruiom s perell mecten,
«llponaneyieno  AQ  «Hono-
cubxumpapsn no  sakmay AO
aBancnra Dapmy, aNeMeHTL! JH-
3afiHa, YONOBHA XpaHenHs, ycno-
BUA OTITYCKR, HUMEP PEFHCTRELH-
OHHOro )"}tﬁﬁ'ﬂ\ﬂcpﬂlﬂﬁ, UITPHX-
KOR.

Homep copHM it cpoK rOJHOCTH
Hadecersl Ha  Bokosol cropone
kopofKH 13 Kaprona.

i 15, | XpaneHue

{16, | Cpok roanoctH

B 2n0MKINEHHOM OT CBeTa MECTe NpH TOMNEPATYPC OT 5 no 25°C
T

3 rosla

Toneu ao 06 23

Jawsouenne: CooTRETCTBYCT rpefonatnsm I NQOOBGZ!ULZSOS!B. man. Ne 1,2,3.4
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