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B/ BRAUN Tl Ve
SHARING EXPERTISE 34212 Germany
Batch release certificate
Ceprudikar ananisy

Brand name : Sterofundin ISO [mporting countries Ukraine
| Toprosa #a3sa: Crepodysuna ISO Kpatna-imrioprep: Yxpalta
Material number : Batch mimber : 240248161
| Homep marepian 3653675 Hoatep cepit
P plany p ccp
1 Manufacturing DE_HE_01_MIA_2022_0043 | Product Licence No: | UA/9618/01/01
| authorization No: Ne peectpauiitHoro
Homep niueHzil Ha MOCBINYSHHR
BHPOGHHUTBO ]
Strength / potency: - Manufacturing date: | 2024-01-11
Cuna / akTHBHICTE Jlata sHpobuuyurea
Package size and type: PE containers 500 ml x 10 Expiry date ; 12.2026
Tun i po3mip YNakoBKH KoHTeliHepH nonietitvieHosi Tepamin npuaaTHooT
500 ma x 10 |
Dosage form : Solution for infusion Release date: 2024-01-29
DopMa BUIYCKY Pozuny ans iHdyziik Hara BHRYCKY:
Product licence holder ; B.Braun Melsungen AG, Manufacturing site: B.Braun Melsungen AG,
Bnacuuk peectpautiinoro | Carl-Braun-Strasse [, Bupobuuk Carl-Braun-Strasse 1/Am
TIGCBIRHEHHA 34212 Melsungen, Germany Scwerzelshof 1(batch
b.Gpayx Mensayuren Al, control), 34212 Melsunpen,
Kapn-bpaya-Iltpacce 1, Germany
34212 Mensayures, B.Bpayn Menssyuren AT,
Himeuyuna Kapn-bpayu-tlltpacce 1/AM
- Ulsepuensarod H{xoHuTposis
cepit), 34212 MenarsyHren,
§ . .| HiMegyyuua
GMP certificate No : DE_HE_01_GMP_2022 0060 | Released quantity: 34 350 PC
Ne ceptndixary GMP Bunyuena kinekicts [ 34 350 kouretinepin
1 Specification : PES-00850 Released quantity 3435
Crretudsikauisn. (packs): 3435
BunyuieHa KinbKicTs.
_ - (ynaxosok): _
Characteristic Requirement Result
XapakTepHCTKI Bumorsn . PeayawTar
Identification: ‘The identity of sodium, potassium, ealeium, magnesium, chioride, complies
[nerrrudixanin; ‘acetate and malate is given by each specific assay siznosinac
[neirridixania narpiro, kanio, K@IbLHIO, MATHI0, XJlOpHAIB,
AUCTATIB | MANATIB onucana y posaini posaini «Kinskicue
| 1 BH3HAYCHI )
Appearance Clear colourless solution, practically free form particles complies
Onne o Aposopuit Gestapeanft po3uny, Npaktiyyo §e3 Mexauivaux 9acTox | Bimmosinac
 Extractable volume not less than the nominal volume of the ¢ontainer complies
1 O’ en, O BITArAETLCH HE MeHLU i HoMinanbHBH 0G'er xouTeluepa _BiAnoBigge
{ pH-value 5.1-59 5.3
PH .
Degree of colouration of solution not more intensely colored than reference solution B9 complies  __ { -
Cryitinh 36ADBICHHSA DOZUHHY e Ginstsinrecsang 3abaparenwt Wik eranowumll posvnn BY 'BLANOBIRAE = . T
1 Clarity and degree of opalescense must be clear (< 3.0 NTU) complies”, « 7§ . S
| T'poopicrs i crynink onanecuenuii i nosiiuen Syt n1posopss (< 3.0 HOM) BiAfoBiaE. < \\
KIARKICHE BHIHMMECTIHA RSy el TS Y
Assay Ga A g R
Sodium 137.8-152.3 mmol/] b s lemolll T ‘;
Harpift _MMOJIL/A EMMONRR < s dee T ‘}
Potassium 3.80-4.20 mmol/l vd90mimoly., Lo e )
Kaniif MMoi/ a1 MMORWIL | T

T R - I LA
R R




B/ BRAUN

B.Braun Melsungen AG,
Carl-Braun-5trasse 1

'gggmfmtmn stitement .

SHARING EXPERTISE $4212 Germany
Batch release certificate
| Ceprudikar auania
Brand name: Sterofundin ISO Page 2 of 2
Toprosa HaBa; Crepodynnui ISO
Material pumber: 1653675 Batch number: 240248161
Hoaep matepiany Honep cepii .
Characteristic Reguirement Resul¢
XapaxrepucTHKH Buaorn Peaynntar
Calcium 2,38-2.63 mmol/ 2,56 mmol/l
Kansiiiit MMONL/n MMOREN
Magnesitim 0.95-1.05 mrmol/l 0,98 mmol/l
Maruiit MMONS i . MMONBIL
Chiloride 120,7-133.4 mmol/l 127.1 mmol/i
Xmopsa MMOTE/N MMOAE)
Acetate 22.8-25.2 mmol/l 24.1 mmol/
Anerar Maon L/ - MMONLE
Malate 4.75-5.25 mmol/ 5,2 mmolA
Muanat MMOAL/ A MMOTET
Subvisible particles > 10 mem £ 25 parlicles/ml Complies
# 25 mem < 3 particles/ml
MexaniuHi BIIIOMEHH: 210 MM £ 25 yacTok/Mi BiRROBIAAE
HCBHAIMI YOCTKM Koimeitneph senikoro | 2 25 mkm £ 3 wactox/sn
of'eny
{> 100 s} , ,
Sterility must be sterite. complies
Crepiibiicts fOBHHEH OYTH CTEPHABIEM siznosiAac
‘Bacterial endotoxins Not more then 1.0 {U/m! complies
GakTepiansii eHAOTOKCIHH ‘He Sinniie 1,0 MO0 BiAOBiAaE
B.Braun Melsungen AG
Quality Control

B.Bpayn Menssyuren AT
Koutpons SixocTi

Doerthe Feuersenger

Hopre Goepienrep

| hereby certify that the abave informuation is authentic and accurate, This batch of product has been monufactured, including packaging

Mabelling and quality control at the above-mentionied site in full compliance with the GMP requlremenls of the focal Regulatory Authority .+ T
and with the specifications in the Marketing Authorisation of the importing couniry. The baich processing, packaging and annlys:s remuis - -_-_

were reviewed and found (o be in complience with GMP.

..!'."w

M R nigrsepmkylo, Yo BUBCHABCEHR :thupamuix TipabHAkHe 1 Toung, L cr.:pm nponykuii oyna rl?Hpuﬁntm, .* T o
BKHEOSAIONH BAKYBIHA/MAPKYB&HHA | KONTPORbL AKOCTI, HA. MweaasHaueiit ainsuui y moaniif nmnua:mmmtl Jo siMor:, L R e
GMP MicHeEOro peryaTopHOTG opraiy iﬂﬂﬂwimum peccrpalllihml'nux}mmrmml xpahm—mnuprcpn, ! I .’i: ; :_-,_H\_f-‘_ oy ;
BHpoGHHHTRO, NaKyBOHHA/MAPKYBAHHA | aHanis cepil Oynu nepernniyti | euzHani TaksMi, 1O BIANOBIARIOTL GMP' G A—'{_;_f‘,,-’;:.:l___:;-,.; oL ;;

B. Braun Mﬁl'sungen AG ) Tq E ”f.___::._:,é

Quality Assurance e T

B.Bpayd Menw3yhren AT

Bingin Axocri

Date 2024-01-30

H. 3!‘5"."1 Mﬂsungqn ﬂﬁ HH.TE

Hnspilai Care
Quatitied Persan
- p*3"’212 Mc!sungm

BIBRAUN

Dr. C. Rack, Qualified Person,

***End of Certificate***
Kineus cepmidixaty




