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JEEPXITIKCIYIKBA
JEPKABHA CJIIYKBA 3 JIKAPCEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJACTI

npocnext Banepia Jlobanoseskoro, 51, M. Kuis, 03110, ten/ake: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua Kon €IPTIOY 37078774

BUCHOBOK
NPO SIKICTH BBe3eHOro B YKpaiuy JikapcsKoro 3aco0y

18.12.2020 Ne 67813/20/10

HI3OPAJI®

(uakiseiryBanig ikapcrxoro 3aco0y 3rifHO 3 peecTpauiiinmm ITOCBIIMEUHANM)
WAMIOyHbL, 20 Mr/r mo 60 Ma y nuismini; mo 1 mursimmi B KapTonyii Kopooni
(dopma sunycky, no3yBainig, BHA NAKYBAHUA AiKAPCEKOro 3acoby)

Howep peectpaifinoro nocsizuenin UA/2753/02/01 erpok nit peecrpauiiitoro nocnixuenss 01.01.2099

Cepia nixapcwkoro 3acoty Ne KIB5100 Kinskicts BBeseroro nikapeskoro sacoGy 41430
BHpoSHUK Slnccen Papmanestuka HB, Beapris
(naiisenypanna BrpoGnnka nikapcsxoro 3acoBy, kpaiua NOXONAEHHS)
Beeseno b Vkpaiuy Ho4ipne nignpueserso "CTAJA-YKPATHA" Komuanii "BEITX A
beraitnirynreresensmadr grop Papmasepre MOX", inent. kon:
32110540

(naftmenysanis Ta ko sa CAPTIOV 1opranunoi 0codr abo npisBHuLe, inM's, o SarLkoni Gizuudol
0coBH - nianpuemu, ¥ Micue nposxkHBanns Ta peecTpauiitini nosep 06nikoBOT KapTRH NuarHuka
nozarkis abo cepis Ta noMep nacriopra)

Mporoxon Bisyanstoro kontposse sin 09.12.2020 Ne 4338/1.

32 pesymeTaTaMH  GEpIKABHOID KOHTPOND  BCTARHOBJCHO, WO JiKapchknil s3acif  Bsesero B YxpaiHy 3
AOTPHMAHMSAM BUMOT 3aKOHORARCTBA LIOKO 3a6e3NeyeHHS

AxocTi nikapcrkux 3acofis.
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Jlororun komnanmu MEePEeBo/1 ¢ AHTJIHICKOro A3bika
Huccen dapmanertia HB
Typnxoyrceser 30, Beepee, B-2340, Beabrust
Tenedon: +32(0)14/606919, dake +32(0) 144607650
Ceprudukar anaansa C20080789/1

Hizopan masnynn 2 % 1o 60 s

Kox npoaykra: 088799 HJara nponzsoncraa: 09.2020

Hoatep cepun: KIB5100 Cpoxk rosHocTH: 08.2023
1D cepru: KIB5100 3akas: 0020756052 -
Crpana-umnoprep: Fepyanns KoanyecTso: 41430 wr N

[—HOKH?a[ CITH KavecTRa OUYCTHMBIC HOPMBI

WHAKOCTE

COOTBCTCTBYCT

Onncanne Baskas, upospaunas PO30BOro
UBETA ¢ TPABAHBIM apOMaTOM
' pH 6.0-8,0 4,

Haenmudukauns kerokonazona CoorseTeTre BPCMEHH YIEPKUBAHNS [THKA

|
COOTBCTCTBYCT ,

HCOBITYEMOTO PACTBOPA IOIKHO HAXOAUTLCS
B ITpeienax =2 ma

- Metoa BOXKX KeTOKOHa3ona Ha XPOMAaTOrpaMMax
HCIILITYEMOTO  pacTBOpa W pacTBopa
CpaBHeHHs
Haentudurauus keroxonasona 3Ha4YeHHe  UIMHBI  BOJIHDI MAKCHMYMa | COOTBETCTBYET
Metoa JIMJ] CTIEKTPOB pacTBopa CPaBHEHHKA "

100,0-110, 0% or KOJIHYECTBA, vmmm {010
Ha DTHKEeTKe

Ko lwuwsuum (}ﬂpu 'ic
KeTOKOHa30.1a
MeTo BOXKX

105.4%

Hpoayvkrs: aerpaaiiiu
Merox BOXKX

4) ONPCALICHUbIe
HACHTH(DHLHPOBAHHbIE

i
%
It
i

Mupmeuayansuoe > 97 %

- R0O36141 ue Gonee 0,2 % <0,1 % !
| - R039519 ne tanee 0.3 % 0,1 % |
| b} QlpeAeICHABIC ue Donee (1,2 % <0,1 % ;

HenacaTu(guimporanasie (RRT |

0.78) |

¢} 1nodo#H neonpeie1eHHbIH He Dottee 0.3 % <0,1%

_d)eymama e Sonee 0,7 % 0,1% ]

%J[nua.\t_n YECKAS BAZKOCTD 1.0 - 3,0 [Ta*c 1,0 TTa*c
O8beM COICPKIMOro YIAKOBKH OOpembr <100 ma:
Cpeanee > noMunannuoro 61,0 au

COOTBCTCTRYET

Mukpoduo OJIOIHYECKAs YHCTOTA
Esp. Mapy 3.1.4,2.6.12, 2.6.13

&) OupeieIeHHe yiHena
MHKPOODIAH3MOB
6) cirerdiaueckie
MHKPOOPIal3Mb]

MC <100 KOE/amn

[ <10 KOE/Mn

“%raie Pseudomonas aeruginosa B 1 ma
Yiiga

JEBue Staphylococcus aureus B T wur
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Huccen Mapmanerrnka HB

Typuxoyrceser 30, Beepee, B-2340, Beaprus

Tenedou: +32(0}14/606919, daxc +32(0)14/607650

Ceprndukar ananmsa

C200800789/1

Huszopaa wavnyus 2 % o 60 aa

Koa npoavkra: 088799 Hara nponsso;ictsa; 09.2020
tHowmep cepun: KIB5100 Cpok roanocti: 08.2023
| ID cepuu: KIB5100 3akas: 00207560352
L Crpana-nymnoprep: I"epmanus Koanuecrso: 41430 wr

Undopmamusn

3akmwuenne: CoorBercrnyer

Cricnuduxanms orvera: DS-SPE-16811

Tuu ynakosku: Gyruuika

Cocras: keroxonason 21 mr (3aaBneHHOE KOMMuecTO 20 MT), HATPHS
MOHOAAYPUT 2QHp cynboCyKIMHAT, THITAHOIAMY
JRYPHANMONKE BB MHAPOAM3HPOBAHHbIH, Makporon 120-MeThiriokoss
KHCA0TA XTOPHCTOBO10POHAA KOHITEHTPHPOB

PHAPOORCHIL, HaTpus opuTposun (E 127), Boga ouninen ias qolr

Jmuensus na npoussoscso 1 cepruduiatr GMP Cootserersyior Ne 2 — Posur Herpu 14.12.2006

Hosep niuensun na npouseoerso: 2H

Hoxep ceprudurara coorsererrus GMP: BE/GMP/2017/007

Hanmenosanne nponykra: Husopan®

Crpana: beabrus

Hosmep peruerparmonnoro cerjieTennera: UA/2753/02/01

AKTHBHOCTL: | T HIAMITYHS conep:uT 20 Mr KeTOKOHAZ0A

Dapyauesrnueckan Gopma: HaMItyHs, 20 M/

Pasatep o i ynakosrn: 60 s Oy rbrixe

Onpesenienne MUKpOSHONOrHUCCKOH YHCTOTH] OCHOBBIBAC
HacToTa nposesenus recta — xanas AccsiTas ¢
MbI nactosunm noxTeepskaaen, uro BBINICTIPUBE/ICHHAS HH(pOp

Dra CCPHA NPOAYKTA OLla IIPOH3BCASHA, BKIIFOUAS _\'I]il](OBK)’fi‘--]
BblH..IC}"flL')f\{ﬂll)"l't)kl HPOHIBOICTBEHHOM YHACTKE B ITOJIHOM COQTEE
PEIYISTOPHBIX opradHoB u CI’I(‘!IU/!(]JHKEIHHH PETHCTDALIMOHHOLIO J10Che HMITOPTHDY
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EHT

I'Cs Ha MOHHTOPHHIC,

naypun sgmp cynsdat, aunarpus
JUKHPHOH KOKOCOBOH KHCOTHI, KOJIAren KHBOTHbI
AHOJICAT, HATPHA XAOPHL
AHHAd, UMHIOMOUEBkHA, OYKET naphyMHbii. HaTpus

CpHA ¥ Kak MHHHMYM ] CCPHA B rod.
Mal{Hd eCTh ﬂ()(:'roaepnoﬁ H TOYHOH.

APKUPOBKY M KORTPOAL CEPHM, Ha
TCTBUM TpeboBaHHusM GMP MecTHbIx
FOIEH CTpaHbl,

PE3YILTAThl AHATH3IOB ObLIH PAcCMOTPEHBI H QCHOBBIBAIOTCSH [ia

2 THi 2020 rosa M napTHs BLINyYIICHA Y HOAOMOUCH HBIM
FiHOH nosnucir ot 18 skortis 2020 roaa 20:3 1
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