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iR » ) R B.Braun Melsungen AG;.
B BRAU N -Cari-Braun-Strasse’ 1
SHARING EXPERTISE 34212 Germany
Batch release certificate
CeprHdikar anaaiszy
Brand name Sodinm chloride isotonic Importing countries : Ukraine
Toprosa Ha3sa sofution 0.9% B, Braun Kpatua-inmoprep: Ykpaina
Harpito xnopauxy posuiH
ovouiwimii 0,9% B.bpayn
Material number. 3653684 Batch number; 240348131
‘Hostep marepiany L Hoaep cepif |
Manufacturing DE_HE 01_MIA. 2022_0043 Product Licence No &’ UA/MSE11/01/01
authorization No: Honmep peecrpattifisioro
Homep niveH3ii Ha. MOCH A4CHINR
BHPOCHHLUTEO: o
Strength / potency 0.9% Manufacturing date 2024.01-18
Cina/ aKTHBHICTE. AaTa supobunirrea
Package size and Vials 100 mi x 20 Expiry date 12,2026
type Onaxons 100 e x 20 Tepatin npugaTHoeT
Tum i powmip
¥[AKOBKH o
Dosage form Solutian for infusion Release date: 1 2024-01-29
Dopma suitycky Pozunn pia incrysitt Jlara putyexy: | L
Manufacturing site:  B.Braun Melsungen AG, Product ficence holder ‘B.Braun Melsungen AG,
BupoOnnk; Carl-Braun-Strasse I/Am Bnacuuk pecerpauiftiore Carl-Braur-Strasse 1, 34212
Sewerzeishof 1{batch control), ‘MOCBIAYeHNN: Melsungen, Germany
34212 Melsungen, Germany B.Bpayw Menssyuren AT, Kapn-
‘B.Bpayu Meassyuren AL, Kapn- bpayu-tirpacce 1, 34212
Bpays-llitpacce 1/Am Menssynron, Hivewunna
[Uecpuensarod i(kourpons
‘cepif), 34212 Menpaynren,
‘HiMeuynna o
‘Specification PFS-00050L Released quantity 46 200 vials'
Crenadikamin. | - Banyuena xigexicrs: 46200 duraxonis.
GMP certificate No:©  DE_HE_01_GMP 2022_0060 Released quantity (packs): 2310
No ceprupikary Bunymesa Kinkkicts
GMP: {ynoxosox): 2310
Characteristic Requirement Result
 XApaKTepHCTHKH Busiorsd Pesynirar
Identity The identity of sodium and chloride are given by each complics
specific assay
Ciipas¥HicTs CrpamkHicTs HATPito Ta XNOpHAlB onuicana 8 po3nini BiARORIJIAE
4KineKicHe BU3HAMEHHSY
Appearance Clear colouriess solution, practically free form particles complies
Onne nposopnit Ge3GapaHi POIHHH, TPAKTHYHO 663 YACTHROK
| BIRTIOBI A€
Extractable volume ‘ot less than the nominal valume of the container complies
(0 eM, 14O BHTRIDETLCH HE MEHIL HDK HOMIBANbIHH 06°eM KoHTeHHSpa sinosinac
pH-value 4.5-7.0 5.8
PH .y |
‘Degree of colouration of solution not more intensely colored than reference solution BS complies
Crynine 3a6apBnesHHs poauiimy zalapsnesuit ne 6inbIY iHTCHCHBHO, Hix eTanol BY signosigde
,'_c*{-:-,{._f-" Wt
R At
T
'hﬁ;‘:’i,}fﬁ ., ’ *




B/ BRAUN

B.8raun Melsungen AG,
Carl-Braun-Strasse 1

Cerlification statement

-Kontpons Sxocri

Doerthe Fenersenger
Hlopre Goepaenrep

SHARING EXPERTISE 36212 Germany
Batch release certificate
__ CeprHdirar aHadisy
Brand name Sodium chleride isotonic Page: 2 of2
Toprosa #assa solution 0.9% B.Braun Cropinka:
Harpize xnopnay poausuu
rovoniunnit 0,9% B.bpayn |
‘Material number: 3653684 Batch number : 240348131
Hoaep Mgrepiany _ Hoaep cepif
Characieristic Requirement Result
XapaKTepHCTRHEH Bunorn Pesynurar
Clarily and degree of opalescense Clear <3 NTU complies
[Iposopicts i cryniue onanecueHiil [ipozopuii{ < 3 nedrinoMeTPHMET OAHHMI KAEAMYTHOCTI) pianoninac
‘Sodium 146.3-161.7 mmoV/| 153,4 mmolA
‘Kintkicne sianauenisis. Harpiit, 146.3-161.7 mMaonse/n MMONTH A
Chloride 146,3-161.7 mmol/! -153,0 mmol/
Kimxicne susnanenun. Xiopraw. 146.3-161.7 mmone/n- ) MMONL/
Subvisible particles - ‘210 mem < 6000 particles/container complies
Mexaniuni BKIIOYCHHA: HEBHAHM] -2 25 mem < 600 particles/container
HECTKI 210 MrM < 6000 yacTok/KoHTEitHEp signosigag
Komrehuepn mManore o6 ey -2 25 mxat < 600 vacrok/xomreiinep
(sre Ginstue 100 mn)
Sterility ‘Controlled by approved real time Complies
release testing.
Creprnbuicts JIpOKOHTPONTEOBAHO 3ATBCPDRCHHM TCCTYBAHHA B PRI BianOBizac
_PERNEHOIO Hacy
Bacterial endotoXins: = 0.25 EU/ml complics
bakrepiunkHi eHAOTOKCHHI <0,25 MO/ Bignosinae
B.Braun Melsungen AG
Quality Control
bB.Bpayn Mensaynren AT

Thereby centify that the above information is authentic and accurate; This batch of product has been manufactired, including
packaging Mabelling and quality control at the above-mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

3axpi CCPTHEHIKAILGO

Ll 2 migreepaKyo, wro BHitéasciena indopyauin opasmsena i tounn. Ls cepin npomyxuii Gyna mupoGnciio,
BRTIOUAOM! ISKYBIHA/MAPKYRAHHA | KoNTpons skocri, ua ameansnayenifl ginetmg y nosuift winoriznocti ge Bisor
GMP siicueroro perysiaropriors oprany i cneusdixauilf peccrpanifinol aoxymenrauii xpainu-ismoprepa.

BupoGHUIITBO, MAKYBAIHA/MaPKYBAHHS | ananis cepil Gy nepernanyri § Busaani TakusMH, no sinnosizarors GMP.

B. Braun Melsungen AG

B.Bpayu Menssynren Al
i ( Qualified Person
' i /N YnosHosaxena ocoba
o Braun Molsgngen 2 .
E I B ﬁ UUSﬁ;tai Care Dr. C, Rack, Qualified Pérson’
QIR aifed person Date /fata 2024-01-30 e,
T 2 Mdngen JECATE .
*+¥End of Certificate**+ Hf’ B NPy
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