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Tiuensis: 1F

CERTIFICATE OF QUALITY No.2323381
CEPTHOIRKAT AKOCTI

Product name:
Hazea npodyimy:

Pharmaceutical form,
container type and size:

Jirapeexa gopma,
mun | poaMip ynaxoexky.

Strength / potency:
Cuna 9it / axmusnicms:

Certificate of registration:
Cepmuthixam peecmpayii:

Batch No.:

MNe cepii:

Batch size:

Posmip cepit:

Date of manufacture:
Hama eupoBruymesa:
Shelf life:

Tepatin npudammnocmi do:

ELFUNAT
ENIOVHAT

solution for injection, 50 mg / ml, 2 ml in an ampoule; 5 ampoules in 2
contour honeycomb package; 2 contour honeycomb packages in a

cardboard box

posiun Oan In'cryitl, 30 melma, no 2 mi & amnyai; no 5 asnyn y
ROHMYpHIT 4apyHicosili ynakosyi; no 2 KonmypHi HapyHKOEE YRaKoeexl 8

Kapmonniit kopobyi

Ethylmethylhydroxypyridine succinate 50 mg/ml
Emunmemunziopoxcunipuduny cyicqunanty 50 ma/un

UA/14711/01/01

2323381

13 589 packages/ynaxosox
11.2023

11.2026

TEST LiviT RESULT
Hoxasnwicu axocmi Hopmyeanns Pesynvmam
Description Clear, colorless or slightly brownish solution. Conforms
Onuc Hposoputl, Gesbapsnutt abo snezxa kopuuniosamuti posyun | Bidnoeidae
Clarity Clear solution. Conforms
ITposopicnte Posuun nposopuit Bidnosidae
Color value Colorless or slightly brownish solution; the color intensity | Conforms
Cmynine sabapanenns doesn't exceed that of the reference solution Bs. Bidnogidae

besbapsnuii  abo
sabapanenuit  we
nopiguana By
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Relative density
Bidnoena eyemuna

1.005 - 1.021 g/em®, { 2/ear’)

1.011 g/em3, ( a/car3)

Osmolality 290 — 360 mOsm/kg (mOcrmomeriz) 343 mOsm/kg
Ocamonansricne (iOcvonu/ke)

H 4.0-5.0 4.7
Exiractable volume 2.11 ml/fampoule
Bumsayeanuil 06'em 2 2.0 mi/ampoule (ui/uninyna) (mafanimna)

Particulate matter
Mexaniuni aremouenns
- visible particles

Free from visible particies
Binonuit aid euduasic: vacniox
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- sub-visible particles < 6000 particles/ampoule with the sizes of > 10 pm 463 particles/ampoule
- HesuOumi yacmxu < 600 particles/amponle with the sizes of > 25 um 32 particlesfampoule
< 6000 vacmor/annyna 3 posatipastu 2 10 i 465 yacmor/ammn.
< 600 uacmor/amnyna 3 possipamu = 25 Atks 32 wacmor/amn.
Identification The principal peak retention time in the chromatogram of | Conforms
Idenmudbinayin the test solution should conform to that in the | Bidnosgidae

chromatogram of the standard solution.
Hac ympumysanus OcHO8H026 niky Ha XpoMamozpami
aunpobysanozo poswuny Mac sidnogidamu marxoMmy Ha
xpomanozpami Cnandapmrozo posuury

Assay
Kinvricue gusnauenns 47.5 — 52.5 mg/ml {me/mn) 50.27 mg/ml {m2/mn)
Related substances
Cropionent doaritrn
- any unknown impurity <0.5% 0.08 %
- 6ydu-sKka

rieidenmudhivosana

domiwra
- total impurities <1.0% Conforms
- CyMa OOMILOK Bidnosidae
Bacterial endofoxins <35 EU/ 2 ml of the solution (OE/ 2 s posuuny) <35 EU/2 ml of the
FBaxmepianvui solution
EHOOMOKCURY (OF/ 2 ma pozauny)
Sterility The solution should be sterile. Conforms
Cmepunbiicnb Posuun mae Gynu cepunsHuaL, Bidnoeidae

I do hereby certify that the abovementioned data arc trustworthy and accurate, This product batch is manufactured
(puckaging/iabelling included) under the quality control on the abovementioned manufacturing site in full conformity with the
GMP requirements, established by the regulatory agency of Romania as well as with the specification and control methods of
the analytic-normative documentation, registered in Ukraine. The pretocols of manufacture, pachaging and analysis are
reviewed; conformity with the GMP is estalilished

Luar 2 3aceiduyo, wo nepeparosana cuwe ingopmayin & docmosipuolo i movnoio. Hn cepin npodyryll Byna suzomogaena
(axcntovaionu naxyeanna / AapRYSaNHA) 3 NPOGEOSHHAN KONMPORIO SKOCHI NG Suipeskasaniii supobnuniit Sinsruyi @ nodnit
aidnoglonocmi 3 swvczamu GMP, ecmanognemum pezynsinopsuni opzawost Pymydii, a maxoxc y cidnosionocmi i
cneyudixayicn | memadavu koumpomo axocmi (MICT), sapeccmposanus g Yrpainl, Hpomoronu SUpOBHIMEy, YRaKOGKY ma
ananizie Gyau nepeznaymi ma gomancanens sidnoaionicns GMP.

Surname and position of person, approving baich release to warket Cuality Control Director: Logofetu Raluca
Hpisguuge ma nocada / sganns ocobu, Axa Gudana Jo3ein na eunyex ceplt Hupermop aiooiny 3 konumponto axocni:
Hozothemy Panyra

Signatere and date, stamp
Hidmic ma dama nidnucanns, nevainxa / wonamn 12.12.2023
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AEPKABHA CIIYXBA 3 JIKAPCHbKHX 3ACOBIB
TA KOHTPOJIIO 3A HBAPKOTHKAMM y m. KHEBI

npos. Haail Ceitmranol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox EAPIIOV 37079055

BHUCHOBOK
PO AKICTHL BBE3EHOT0 B YKpaiHy JiKapchbKoro sacoby

01.02.2024 ' Ne 4419/24/26

EJOYHAT
(nalimenyranns nikapcskoro sacoBy sriago 3 peectpaniiinme mochinuekHaM)
PO34HH U iH €Ki, SO Mr/Ma wo 2 Ma B aMuyai; no 5 aMnya B XOATYpuiii sapysKosiit
ynaxosui; 0o 2 KOBTYPHi YaPYHKOBI YNAK0OBKH B KApTOHHIH KOpo&ni
{diopma pHnycxy, O3YBAHHI, DI NAKYDAMKEA DiKAPCEKOTO 3ac06y)

Howmep peectpauiitnioro nocnimuennn UA/14711/01/01 crpox mii peectpanitinoro nocsigenns HeobMemKeHuiH
Cepin nikapcbkoro sacoby Ne 2323381 KinpkicTs sseseroro nikapeskoro sacofy 13544

Bupo6iux K.O. Pompapm Kommani C.P.JI., Pymynis

(uativenynanes sipo6unka nikepcrkara sacofy, Kpaida NOXOAKEHHN)

Boesero 8 Vpaiiy Tosapuctso 3 o6mexenow Bianosigamenicrio "Tpoxae Gapma
Vxpaina", inenr. xon: 37177201
(nalimcnypanns ta cox 3a CUAPTIOY wopmmunol ceobn abo npispHie, iM'a, 1o GarLiosi Giswqaoi

0coGH - minnpHes s, 1F MicUe NpoAHNAHHK 74 peecTpauiiinui Homep oBaikonol KapTKH NNATHHKR
no/tatkis abo cepis Ta voMep NacnopTa)

Itporoicon sizyassugro woutponse eig 01.02.2024 N 314/5,

3a pesyNeTATAMH ACPNABHOINO KOMTPORIC BCTAHOBACHO, IUO JIKAPCLKME  34ci6  BBE3EHO & Yxpainy 3

JOTPHMAHHAM BAMOT 3aKOHOAGBCTEA WIOLO 386€3118YEHHEA TKOCTI JIilape)EuX 3acobis,

2RCOEIB 77D,
Haqa.ub}m_{c r do@\‘!;mh Muxona XOJOTEHKO
- 104 L€
oS R 7 210) (minnuc) (iniutanm ra npissame)
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