@ x(DB NYBIIYHE AKLUOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYUA LIEHTP
5 «BOPLUATIBCbKUN XIMIKO-®APMALIEBTUYHWUN 3ABOI»

Ykpaina, 03134, m.Kuis, syr.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
{044) 205-03-83, (044) 205-03-14 (YnoBroBaxeHa ocoba)

CEPTUB®IKAT AKOCTI
METOKNOMPAMIZY MNAPOXITOPUL

PO34MH ANA iH'exuii 5 Mr/ Mn no 2 mn B amnyni; no 10 amnyn y kaceTi; no 1 kaceti B nayui

Homep cepii 0740124 KpaiHa YkpaiHa
KinbkicTb B cepil ' 4097w Peeccrpauiitne nocsinyeHHs Ne UA/3802/01/01
Nata BupoGHuyTBa 29.01.2024 TepMiH All peecTpayiiHoro NocBinYeHHA HEOoOMeMeHUN

BunpoBysaHHa npoBeseHe 3rinHo MeTtoaiB KOHTpONiO axocti N3 Ne SFP-104-06

ToKa3HNKu AKOCTI Kputepil npuAHATHOCTI (NpU BUNYCKY) PesynbraTtyn

Onuc Mpoaopa, Ge3bapsHa piamHa Bianosinac

IneHTUdikauia A. CO-MeToA BIANOBIAHO A0 TECTY Binnosinac

B. Metop TIUX BianosigHo fo recrty Bignosigae

C. XapakTepHa p-Uifl {C) Ha HaTpik Bignosipae

D. XapaxrepHa p-uisi (a) Ha xyiopugn Bignosinac

3oBHiWHIW BUrNag poaumHy INpenapar mac 6yTu nposopum Ta Ge3bapBHUM Bignosinac
pH Bin 4,5 no 6,5 5,57

CynposifHi fOMilIKK;

- okpema domiuika He Ginbwe 0,5 % <0,5%

- cyMa OOMIWoK He Ginbwe 1,0 % <1,0%
06'cM, WO BUTArAETLCA He meHwe 2,0 Mn Binnosigae
CrepunbHicTb Mpenapar Mac BUTPUMYBATH BUNPOGYBAHHA Ha

. Bianosigac
CTepUIbHICTL

BaxTepianbHi eHAOTOKCUHM He 6inbwe 12,5 MO/mn Bignosinae
MexaHi4Hi BKNHOYEHHSA

- 8UOUMI HYacmKu ToBuHHI ByTH NPaKTUYHO BIACYTHI Binnosinae

~ HE8UOUMI YacmKu:

210 pm He Ginbwe 6000 B 1 KOHTeRHepi 72
225 um He 6inbwe 600 B 1 KOHTeWHepi 2
KinbkicHe BU3Ha4eHHSA
(s 1 Mn npenapary)

- memoknonpamio (C4H 23 ClaN3 O 5, Bin 4,75 mr 10 5,25 mr (5,0 Mrz 5 %) 513 mr
’;:;/;:;’:: :u?‘ 8 MIePepaxyHiy Ha Bin 8,43 Mr 10 9,31 Mr (8,87 Mr £ 5,0 %) 8,95 mr
YnakoBka MNoBuHeH signosigaTv BuMoram HI Bignosinae
MapkyBaHHs MosuHeH signosigaty sumoram H Bianosinae
Tepmin npuaartHocTi 4 poku Do 01.2028

Ymosu sBepiranHs; B opuriHanbHii ynakoswui npy Temnepatypi He suuie 25 °C.

BucHosok BKA: Bignogigae

HavaneHuk BKA:

Megewxo O.I1.
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NYBJIYHE AKITOHEPHE TOBAPUCTBO «HAYKQB()-BHPOBHH'-ll/lﬂ ILEHTP
«BOPHIATIBCHLKHI XIMIKO-®PAPMALIEBTUYHUN 3ABO Im

Byn. Mupy, 17, M. Kuis, 03134, Yxpaina

Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83 (Yosnosaxena ocoba)
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CEPTU®IKAT CEPII JJISI JIKAPCBKOI'O 3ACOBY

MeToKI0HpPaMiay FiipOXI0pPH/I, PO3THH s iH' €Ki, 5 Mr/ma

HajlimenyBanust rpoyy Kt

Jlixapebka popma

Cuua fi/aKreBuicTb

Po3mip i THII yHAKOBKH
Kpaiua-BupoOuuk

Homep peccrpauniinoro
HOCBIYCHHS

Homep cepif

Po3mip cepit

Jara BupoSunIrea

Jara 3akingcHust TepMiny

npujaaTocTi

Hassx, ajpeea Ta HOMCPH
Jiinensii BCixX AJLHUAND 3
BUPOGIAIITBA T2 KOUTPOJLIO
HKOCTI

Ceprudixary GMP
AUILEKID, BKa3anux B .10
Pesyabrard BEpodyBanb

Komernrrapi

3asBa upo ccp'm(pilcauiw

IpizBume, mignmc i nocajia
0co0H, K2 Hagaia 1036
12 BHILYCK cepil

METOKJONPAMIZY I'lAPOXJIOPHU Y

Pozuun ans in'ekuii, 5 Mr/mi

1 MJI MICTUTB: 5 MI' METOKJIONPAMILY IJIpOXJIOPHILY

(y BHIVISLAL MOHOTiPATY)

TTo 2 mut B aMMysi, 110 5 aMIys B KACET, 110 2 KacerH B nadii
Yxpaina

UA/3802/01/01

0740124

4 078 nak.
29.01.2024
o 01.2028

Bys1. Mupy, 17, m. Kuis, 03134, Yxpaina
minensis AB Ne598003;
cBijto1rBO 11po arectaiiio Jaboparopii BKSI Ne96

Ne 106/2023/GMP j0 04.08.2025

Haueseni B ceprudixari sikocri

{um s 3acBiyIo, 1O uaseacHa suile idopmatis ¢ JLOCTOBIPHOIO 14
tounow. 1[0 cepito npopykuii Oyno BUTOTOBICHO (BKIIOYAIOUM
IaKyBaHHA/MAPKyBauHs) 1a VPOBEJEHO KOHTPOIb i aKocTi Ha
BUIIC3a3HAYEHIH ATBHALL Y NOBHIA BIATIOBIAHOCTI 3 BUMOraMu GMP,
BCTAHOBJIEHUMH  MICLEBMM  DEryIHTOPHMM  OpraHoM, a Takox
Biz010BI O O creuubikanii, o Mict 5 TpaLiHOMY JOCKE.
IIporoxonu BupoGuuursa  6yno /} BCTAHOBJICHO
siposijuticts GMP. 7
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