¢3.ny5mqﬁs-n.xulonsme TOBAPUCTBO «HAYKOBO-BUPOBHUUMA LIEHTP
@ bX «BOPLLATIBCEKUM XIMIKO-OAPMALEEBTUMHUR 3ABO»

Y«paina, 03134, M.Kile, syn.Mupy, 17 Ten. (044} 205-03-10, (044) 205-41-18,
{044) 205-03-83, (044) 205-03-44 {YriosnoBaNeHa G60oba)

CEPTUO®IKAT AKOCTI
OHOAHCETPOH.

PO3UMH ANA TW'SKUll, 2 MriMn no 4 Mn B amAyriax, Ne5

Howmep cepif 0816223 Kpatua: _ ~ Yxpalaa.
KinskicTs B cepli 3988 wiv Peccrpaiiing HocBigueHa Ne UA/3803/02/01
ava pupobuuurea 09.02.2023 Tepmin all peecTpaulinoro focelgyertA HeoOMexeH il

Sunpcﬁyaaxna-nposanene arigHo Meroals KORTEGH 0 AkocT] A3 Ne SFP-098.05

Nokazunky axocri Kpureplf npuitharrocTl (nbn aﬂnycky} Pesynotary
onue Mpesopa Ge3Gapsna plomsa ‘Bignosigae
t;xemui:pixaz:_in
Cudancempon A, Metopf CO 3rigHD 3 TRETOM Bignosinad

_ L L B. Myron PX arigno 3 TectoM Blamouainag
fiposopicTs npa.r.;apar MAE BYTH NPOIOPHM . Binnonigac
i(enbopeaicrb__ . ' npenapaf Mae Gy Be3fapRHHM Bianosigae.
pH Bin33a040 3,50
Cynpoigui ZoMiluky '

- QomMitike o He -5iﬁb\ﬂ9_ﬁ,15.% _ < 0,04 %
- Hecreyugincaans Somiima He binbuwe 8,2 % . ' : "D,UBI%*’_« _ ._ _
- CyMa dosflsor _ He Ginstwe 0,5 % 008 %
O0'eM, 1LY BWTATAETLES . He meHwe 4,0%n Bignosinae

MexaHiutl BruOveHHE

= BUHHMI HECTRH ToBdHE GYTH NPaxTHYHO BIACYTHI Bigrosinae

= Heauhnui 9acTiM:

_ 2 10 um He Ginsie 6000 8 xonrelitept 17
=25 pm. _ _ b He Ginpwe B0G o koHTeiiHepi 4
Sax-repianbai'emomxcuxu He Sincuwe 8,9 MO st Mr OngdHearpory rigpoxnsgnny Blanoselnae
CTepunabHiCTh _ Mae BHTPMMYBaT BUNpoBYBaHHI Ha SYepHNbHILTE Bignosigae

Kinukicse BusHaverHs

ordancampon {C g H 1o N, O) Big 4,30 56 50 210w (2,0 Mr 2675} 81 mn npenapary 204 mr
cyma xnopudle Big 8,6 mr no 10,3 ur, ¥y NepepaXyHxy Ha HATPIO KAGDUE,
B ] o ¥ 1 MmN npefapary ] _ .9'_‘. il
|¥YnakoBkz .. THoBHHEH ai,q_lmaiga‘m BUMOFaM MO . B anq'si.qas_ o
Mapxyoansn _ _'noauneﬁ BiANOBIAaTH Bumoram HO Bignoslgas

Tepmin npwaaThocT 3 poxu Ao 02,2026

Yuopu 36epiranna; B opurinansHii ynakosul NoiF TemnepaTypl He Buine 25 °C

BucHosok BKA:  Binnoslnae sumoras Mevogits konTporo akocr] 113 Ne SFP-088-05

Yapalug, W Kum -~
Tiyfnivke InueAeTHE TORAPMETE

Havanbhuk BKSA!  TNeaetiko 0.0, T R S G520 L3 p-

i ikt i,
QN @§*1§3'*§3P§§,
Y iw/;

Jse baig ,»Sab*lé o= 0L, S Vs -




P BXOD3

IVEJUHE AKIIOHEPHE TOBAPHCTBO «IIAVKOBO-BUPOBIMYHIT UEHTP
«BOPINATTBCHKH I XIMIKO-GAPMALEBTHIHHI JABO

sy, Mupy, 17, . Knis, 03134, Vrpaina

Tea (F38044) 205-03-10,205-41-10;

13

{(#38044) 205-03-83, (+38044) 205-03-14 {¥nozuosaxena ocoba)

CEPTH®IKAT CEPII IS TIKAPCHEKOI'O 3ACOBY

OBauceTPON, POITHH AUTH il €Ki, 2 MIr/Mit

Hafimeuynanuna npoiysii
Jhiwapesxa dopma

Cuaz pivagTUBRICTE

Poamip {7411 YIIKOBRE

Kpaina-papobung

‘Homep peecTpaniiinoro

no¢siFieHHs

Homep cepii

Poasip cepil

JiaTa sHPOOHHUTER

Jhata 3aiHqenns TepMiny
OPHAATHOCTT

Hassw, agpeca Ta HOMEPH
migensiif BeiX AITEHHHEE 3

pRpOGHENITEA Ta KOHTPOMI0:

EiGha]

Cepradirara GMP
ALTHHHLL, Brazannx 5 B0
PeayneTaTi BHIpOGYyBaED

Komemrapi

Iasma npo cepradixaniio

Tipiysame, nignue i focaxs -
acobu, TRk HAZAAR AO3BLT
Ha BHRYCK Cepil

27023003 .

OHJAAHCETPOH
Poduity masg I'eriniiL, 2 mef ma
1 ME po3uHHy Openapary. MICTHTS OHEAACSTHONY fij}poxnopmy

Hrinpaty (¥ Hepepaxysaii #a OHAAHCEHTPOR) — 2 My

o st s amiyai, oS @Iy & KaceTs, 1o 1 kaceTis HELI]

Yxpalna

UA/IRDI02/01

0610223

3 956 mak:
09.02:2023

o 022026

Byi Mapy, 17, 0. Knis, 03134, Vxpaina;

_ninesais AB NoS98003;

cRiOITEO PO dTeCTanire mabopatopil BIXH Xo96

N (14/2022/GMP g 10122023

Hapeseri b CEPTHOIKATT sxocT!
[Epve-2 32CBIANYIO; IO HaBEHEHA SIS IHQOPMALT £ JOCTOBITHO 18
roatoro. tho cepino mpoayxmil 6YN0 BHIOTOEASHY {BKITIOUAIOHH
NAKySIHASMADKYBANNS) Ta HPOBCACHO KOHRTpOIDR I akocri bR
RHieszipEuenii ALHMIG ¥ TOBHIR BiagomimmocTi 3 BIEMOTAME
GMP, peTeHOBEEHEMHM MICUEEEM PErYISTOPHNM OPraHOM, & TaROX
pignoBinne o cnenHixauifl, 1o MICTIERCE ¥ peccrpaliifinony
[06be, TIpoTeKony BHpOGHHITTES, DYITnTefers iRy I0 Td BCTAHOBIEHD
siqnosigaicTs. GMP. i

Hara pigancy



@ EXCDB NMYBMNYHE AKLIIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYUN LIEHTP b
«BOPUWATBCBHKUWA XIMIKO-®APMALIEBTUYHWUA 3ABO»

Ykpaina, 03134, m.Kunie, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHosamena ocoba)

CEPTUDGIKAT AKOCTI
OHOAHCETPOH

PO34uH ANs iH'ekuii, 2 Mr/mn no 4 mn B amnynax, Ne5

Homep cepil 1351224 Kpaina YKpaiHa
Kinekicts B cepii 4432 wr PeecTpauiitie noceiguenns Ne UA/3803/02/01
Hara BupoGruursa 24.12.2024 TepmiH gii peecTpauinHoro noceigYeHHa HeoBMeXeHnn

BunpobysaHHa nposeaeHe 3riano Metogis KoHTponwo Akocti 13 Ne SFP-098-07

MokaszHuky sKoCTi Kputepil npuitHATHOCTI (NpU BUNYCKY) Pesynbratu

Onuc {lpo3opa HesbapeHa pinvHa Binnosinae

InenTudrikauin

OnxdancempoH A, Meton CO arigHo 3 TecTom Bignosinae
B. Meton PX arinHo 3 TecToMm Bianosinae

MposopicrTe MpenapaTt Mae 6yt Npo3opum Bignosinae

KonbopoBicTs Mpenapar Mae GyTu GeabapBHUM Bianosinae

pH Bin 3,3 po 4,0 3,42

CynposiaHi goMilKm

- domiwka D He Ginbwe 0,15 % 0,04 %

- Hecrieyuchikosana domiwka He Ginbwe 0,2 % <0,04 %

- cyma domiuiok He Ginbwe 0,5 % 0,04 %

O6'eM, WO BUTAracTbCA He meHwe 4,0 mn Bignosinace

MexaHiuHi BKNKYeHHRA

- BUOUMI YacTKH MNosunHHI ByTH NPakTUYHO BiNCYTHI Bianosinace

- HEBUAUMI YacTKK:

10 pm He 6intwe 6000 B KOHTeWHepi 642
225 ym He Binbwe 600 B KOHTelHEPI 20
BakTepianbHi eHAOTOKCHHU He b6inbwe 9,8 MO B 1 mr OHganceTpony riapoxnopuay Bianosinace
CrepunbHicTe Mae sutpumMyBaTh BUNpoSyYBaHHS HA CTEPUNTLHICTL Bianosinae

KinexicHe BuaHaueHHnA

ondancempon (C 15H 13N ; O} Bin 1,90 Mr ao 2,10 mr (2,0 mMr £ 5 %) 8 1 Mn npenapaty 1,88 mr
cymMa xnopudia Bin 8,5 mMr no 10,3 Mr, ¥y nepepaxyHKy Ha HaTpilo xnopuna,

y 1 Mn npenapary W ur
YnakoBka lMoBuHeH BinnosigaTh sBumoram HAO Bianosinae
MapkysaHHa MosuHeH sianosiaaTu eBumoram HO Binnosinae
Tepmin npuAaTHOCTI 3 poku Do 12,2027

YmoBu 3bepiranHa; B opurinaneHii ynakosui npu TemnepaTtypi He Buwe 25 °C.

BucHoBok BKA: Bignosigae

HauansHuk BKA: [Megewko O.MN. i
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P oxd

AYBJIYHE AKHIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHHUYNA HEHTP
«BOPUIATIBCBKHH XIMIKO-DAPMALEBTHUYHUA 3ABO I

By1. Mupy, 17, m. Kuis, 03134, Yxpaina

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

(+38044) 205-03-83 (VrnioeHoBameHa ocoba)

11

12
13
14

15

CEPTH®IKAT CEPII JUIS1 NIKAPCBKOI'O 3ACOBY

OnaanceTpoH, PO34HH A4 in'exnii, 2 Mr/mJ

HzaiimenyBanua npoaykuil

Jlikapebnka dopma

Cuna giVakruBaicts

Poamip i THN yIAKOBKH
Kpaiua-pupobuuk

Homep peccrpaniiinoro
nocpindcHusn

Homep cepil

Po3mip cepii

JaTa BupoOHHITBA

Jara 3akingenns TepMiny

NPHAATHOCTI

Ha3ssu, aapeca Ta HOMEpH
ginensii BCiX AiNBHRIB 3
BHPOOHHUTBA Ta KOHTPOJIIO
grocTi

Ceprudixvatu GMP
RiJbHHLL, BKa3auux B .10
PeaynbTaTH BHNpolyBaHb

Komewrrapi

3asBa npo ceprudikauiro

Mpizeuine, niannce i nocana
ocobH, aKa Haaajaa A03Bin
Ha BHIIYCK cepil

OHIAHCETPOH

Po3zunn ans in'exkui, 2 Mr/ mn

1 Mn poO3uMHY MpenapaTy MICTHTH OHZAHCETPOHY TiAPOXJIOPHAY
Jaurigpaty (y NepepaxysaHHi Ha OHJAHCEHTPOH) — 2 Mr

Tfo 4 M1 B amny/i, 10 5 amilyll B xaceti, no 1 kaceri B nauyit
Vkpaina
UA/3803/02/01

1351224

4 400 nax.
24.12.2024
o 12.2027

syi. Mupy, 17, m. Kuis, 03134, Ykpaina;
sinensia AB Ne598003;
cBizouTBO 1po artectauiro naboparopii BKA Ne96

Ne 106/2023/GMP no 04.08.2025

Hasenei B ceprudixari KOCTI

Llnm 2 3acBiguylo, 110 HaBejAeHa Bulle iHdopMallis € IOCTORIPHOIO T2
touynow. 1o cepito npoaykuii Gyno BHIOTOBJICHO (BKIKOYAIOMH
[1aKyBaHHA/MapKyBaHHR) Ta NPOBEJEHO KOHTPOAh 1 AKOCTI Ha
BHIIE3a3HAYCHIH JIUIBPHMII y MOBHIA BiAMOBIAHOCTI 3 BHMOramu
GMP, BCTaHOBIEHHMHM MICIEBMM DETYJATOPHHM OPraHOM, @ TaKOK
sinosiguo Ao cneumdixauid, mo MicTITeCA Y peecTpauiiHoMy
nocse. ITpoTokonun BUpoOHULTBA, ; 0 T@ BCTAHOBIIEHO
Binosiauicts GMP.. &
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