B.Braun Melsungen AG,
B BRAUN ”" ‘ Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
30462 52563
Batch release certificate
Ceprudikar apanuaiszy

Brand name Sodium chleride isotonic Importing countries : Ukraine
Toprosa uazpa solution §.9% B, Braun Kpaiua-isrnoprep: Yurpaiitg

Hartpiio xnopnay pozunsu

izoToninuuil 0,9% B.Bpayu
Material number 3653684 Batch number; 242158131
Hoarep marepiany Homep cepif
Manufacturing DE_HE_01_MIA 2022 0043 Product Licence No : UA/9611/01/01
authorization No: Hoaep peecrpauiiitioro
Hosep minensii ua OCHINCHIR
BHPOSIILTEO!
Strength / polency 0.9% Manufacturing date 2024-05-24
Cuna/ akrusaicrs Jara rupoGHuiTea
Patkage size and Vials 100 ml x 20 Expiry date 04,2027

type
Tun i possip
¥IIAKUBKH
Dosage form
Dopsma wimyery

Manufacturing site :

Bupoldermk:

Specilication

Pnakoin 100 s x 20

Solution for infusion

Pozuin ans indyzidt

B.Braun Melsungen AG,
Carl-Braun-Strasse 1/Am
Scwerzelshof 1(batch control),
34212 Melsungen, Germany
L. Gpayu Meawsynren AT, Kapa-
Bpayu-1lIrpacce 1/AM
Hlsepuenssrod 1{kontposis
cepii), 34212 Menssynren,
Hiseyumuia.

PFS-Q0050L

Tepmin npugarhocri

Release date:

Jlata sumycky:

Product licence holder ;
Bracuux peecrpaniitiore
NOCBIAYCHIIS:

Released quantity :

2024-06-11

B.Braun Melsungen AG,
Carl-Braun-Strasse t, 34212
Melsungen, Germany

B.Bpayn Mennsynren AT, Kapn-
bpayu-IWpacee 1, 34212
Meannaynren, Hiscaunia

46 200 vials

Criettiantis Bunyuicua kinskicrs: 46 200 (pnakonis
GMP certilicate No: DE_HE_01_GMP_2022 0060 Released quantily (packs): 2310
Nu cepindikary BrnyueHa kinskicTs
GMP: (yitaxonok): 2310
Characteristic Requirement Result
Xapakrepueruki Buaors Pesyawrar
dentity The identity of sodium and chloride are given by cach complics
speeific assay
Crpasxnicrh CipapsciicTs HaTpiio Ta Xa0pAiR ONHCANA B Po3AIL BiARORBIAAC
«Kinnkicne susnasecnim
Appearance Clear colourless solution, practically free Form particles complies
Onue npasopuii Seadapeisiii po3unH, IpaKTHUNO Ge3 YacTHIOK
BiAnoBiAae
Extractable volume not less than the nominal volume of the container complics
57 em, 1l BITATACTHCR HE MO HiK HOMITILILHHI 067eM konTcitnepa nijnosinac
pH-valee 4.5-7.0 5.6
PH .
Degree of colouration of solution nol more intensely colored than reference solution 39 complics™

Cryniug 3alapriciig possiy

3abapsnennit ne Ginwit inTencunno, nix cranou B9

Dy Q. ] 15511 /é’g 1. 0% Wﬂ/

BiZIOBIAAE




B BRAUN

SHARING EXPERTISE

B.Braun Melsungen AG,
Carl-Braun-Strasse 1
34212 Germany

Batch release certificate
Ceprudikar ananisy

Brand name Sodium chloride isotonic Page: 20of2
Toprosa nazsa solution 0.9% B.Braun Cropinka;

Hatpito xnopuay posuns

izoToHivunii 0,9% G.Gpayu
Material number: 3653684 Batch number : 242158131
Hosep savepiany Houmep cepii
Characteristic Requirenicnt Result
XapiaKTepHeTHEn Birori Pesyninrar
Clarity and degree of opalescense Clear <3 NTU complies
lpasopicts i eryninn onanheciennii {Ipo3opuit( < 3 nedanomerputui onnauni kaaasyTitocti) Bionigac
Sodium 146.3-161.7 mmol/l 153,6 mmol/l

146.3-161.7 mstonn/n MMORB/N

Kinskicue suanasents. Harpii.
Chloride

Kinskiche mnascsis. Xoopuen,
Subvisible partictes

Mexariuni BRIIOUEHHAL NEBHAHM
YUCTKH

ROUTEHHEPH Manoro of emy

(11¢ Ginpe 100 sn)

Sterility

Creprnshicr

Bacterial endotoxins
baxrepiatiii e1gorokcHIIN

Certification statcrnent

146.3-161.7 mmolA

146.3-161.7 mmonn/n

2 10 mem < 6000 particles/container
2 25 mem < 600 particles/container
2 10 sm < 6000 wacrox/koureituep
2 25 mxm = 600 uactow/kouTeiinep

Controlled by approved real time

release testing.

TIpOKOITPONILOBAHO JATBEPIKCHHM TECTYBALHA B PEACHAL
peannioro yacy

2025 El/ml
<0,25 MO/Mi

153,06 mmol/|
MMOAE
complics

pinnonizac

complics

sigriosinae

complics
manonijae

B.Braun Melsungen AG

Quality Control

B.Bpayu Menwsyuren Al

Kontpons Slkocri

Doerthe Feuersenger
Hopte Qoepzenrep

I hereby certify hat the above information i3 authentic and accurate, This baich of product has been manufactured, including
packaging /labelling and quality control at the above-mentioned site in [ull compliance with the GMP requiremients of the
focal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing countey. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3agey npo ceprinpuxauin

UM 8 miarpep/okyto, MTo euuicHancacka judopsatis npasuaeia i rouua, Us cepin nponykuii Syaa supoGnena,
BRIEOYAIOME HAKY BHI/MAPKYBAnHs | KOUTPONs SKOCTI, Hd BUweIAIHAMCHiH Miasnni ¥ ToBtilit sianonianocri 1o snMor
GMP mictienoro peryastopnoro oprary i citeumdicatifi peecTpiiiinol lokysenraili kpainu-ismnoprepa.

Bupobnmirrso, naxysanis/sapkysanas i aania cepil Gyn nepernany i i susuani TAKHAMH, UIG Bignorisaror, GMP,

B. Braun Melsungen AG
b.Bpayn Memusynren Al

Qualified Person
VnosHosaxeHa ocoba

Dr. C. Rack

Date /flata 2024-06-12 . ©

***End of Certificate™**
Kineus ceptutdhiraty

B. Beaun Melsungen AG
Hospitat Care

Qualified #orson
224277 Mulsungen




