B BRAUN

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

SHARING EXPERTISE 34212 Germany
: Batch release certificate
Ceprudirar ananisy
Brand name : Sterofundin 1ISO Importing countries Ukraine
Topropa Hazgg; Crepogynais ISO KpaTHa-iMnoprep: Yipalia
Material number : 1653675 Batch number : 243538162
Homep maTepiany Hoaep cepii
Manufacturing DE_HE 01_MIA_2022 0043 | Product Licence No: | UA/9618/01/01
authorization No: Ne peecrpauiiitoro
Hoatep miuersii Ha TOCBiQUCHHS
EHPODHHITAO
Strength / potency: - Manufacturing date: | 2024-08-28
Cuna / akvianicrs Hata pipoGiirea
Package size and type: PE containers 500 mi x 10 Expiry date : 07.2027
Tt § poamip ynakosxi Koxreiinepu nonieTinenosi | TepMin npuaaTHocT
500 mnx 10
Dosage form : Solution for infusion Release date: 2024-09-17
dopma sumycky Pozusi jnx indiyaiit JaTa punycxy:
Product licence holder : B.Braun Mclsungen AG, Manufacturing site: B.Braun Melsungen AG,
Baacuuk peecrpauiiicoro | Carl-Braun-Strasse 1, BupoGauk Carl-Braun-Strasse 1/Am
TIOCBiMYeHHA ‘ 34212 Melsungen, Germany Sewerzelshof 1 (batch
B.Bpayx Menesyuren AT", control), 34212 Melsungen,
Kapn-Bpayu-Litpacee 1, Germany
34212 Menwaynren, B.Bpayun Mexesyrren AT,
Hineunya Kapn-Bpayn-1litpacce 1/AM

Ulsepuenssrod 1{xoutpons
cepil), 34212 Mens3ysires,
Hinmeuanma

GMP ceriificate No : DE_HE 0!_GMP_2022_0060 | Released quantity: 106 380 PC
Na cepriikary GMP Bitnywiene kinbkicte | 106 380 koureiiuepis
Sbecification : PFS-00850- - - -~ Released quantity 10 633
Creunixanis {packs): 10638
Bunymena ginbiicre [ '
{ymaxonox):

Characteristic Regquirement Result
Xapagrepierikit Buatorn Pesvabtar
Identification; The identity of sodium, potassium, calcium, magnesium, chloride, | complies
Tnermudixania: ucctate and malate is given by each specific assay. wipnosizae

Inenmithikauia Harpis, konis, xeneuin, Marnis, xnopiie, aucrazia

i Manatis onHcada ¥ posmini «Kintkicks susttavexnas
Appearance  Clear colourless solution, practically free form particles complics
One: TIpogopstii Geabaperuii posurs, npakTitiHo Ge3 MexaniHix siAnonigne

YACTOK
Extractable volume not less than the nominal volume of the container complies
00%eM, 110 BHTATIETbCT He Meline HoMinansHoro of'eMy xolreitnepn Bignogixae
pH 5.1.5.9 53
pH
Degree of colouration of solution not more intensely coloured than reference solution B9 complies
Cryniub 3a6apeRcHHA POIMHNY 3uGapsnetinfl He Ginpur inexceHime, Hix pedepexranii posung BY| sinnosinae
Clarity and degree of opalescence must be clear (< 3.0 NTU) complics
Tpo30picTh TA CTYNMINL OnafccHenui nonineH 6yTis npozopny (£ 3.0 HEM) piznonizne
Kinekicte sianavenns
Assay - -
Sodium .. 137.8-152.3 mmol/l 145.3 mmolA
Harpiii - - MMONE/ - = —=| MMOTBIT
Potassinm 3.80-4.20 mmolAl 3.98 mmol/|
Kaniit MMOITE Myons/n

Ay ee S 7565




B.Braun Melsungen AG,
B B R‘AU N Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Batch release certificate
Ceprudiray ananiz
Brand name: Sterofundin ISO Page 2 of2
Toprosn na3sn: Crepodynio: ISO
Material number: 1653675 Batch numl_:cr: 243538162
Hontep Marepiany Homep cepil
Characteristic Requirement Result
XaparTeplcriky Busory PeayanTar
Calcium 2,38-2,63 mmol/] 2.46 mmolf
Kansuiit MMONE/J amarens/n
" Magnesium 0.95-1,05 mmol/1 0.99 mmolfl
Marwift MMON MMob/a
Chloride 120,7-133.4 mmol/| 126.9 mmol/l
Knopnm MMONB/IT MMOnE/T
Acclate 22.8-25.2 mmol/i 23.7 mmol
AleTaTit MMOnB/T AMOITE/TE
Malate 4.75-5.25 mmol/l 4,98 mmoll
Manatit MMOmB/Y MMOME/T
Subvisible paticles = 10 pm < 25 particles/m] complics
Large volume parenterals (more 100 ml) | 225 pm < 3 particles/ml
MexanivHi BRIOMEHNA: mianosigae
HeBsymaMi 4ncTkH KouTeiiHep pennkoro | = 10 Mxat < 25 vacTor/ M
ab'ery 25 MEM = 3 yocTok/MA
{nouay 100 an) - -
Sterility must be sterile complics
Crepuannicrs nMoBiKHeH OYTH CTepHUNLHHM BiATODIIAE
Bacterial endotoxins Not more than 1.0 IU/ml complies
Bakrepianeni emroTOKCH He Ginsue 1,0 MO/mn BizinONINAE
B.Braun Melsungen AG
Quality Control
B.Bpayn Menssyaren AL
- Kourpons Axkocti
Doerthe Fenersenger
Bopre Doepaeurep -

Certificotion statement

{ hereby certify that the above infermation is authentic and accurate. This batch of product has been manufactured, including packaging

Aabelling and quality contral at the above-mentloned site in full complionce with the GMP requirements of the local Regutatory Authorily
and with the specifications in the Marketing Authorisation of the importing country.The batch processing, packaging and analysis records
were reviewed and found (o be in compliance with GMP,

Jasea npo ceprrdintkaniig

Lus A nigreepisxyto, uro BnmicHaecgedn iHdopuatds npapinbha i rouns. Lln cepin npomywuil Gyna Bupobnews,
BRIDYIONH NAKYBHHA/MAPKYBAHHA | KOHTPONS HKOGTI, HA BHULesasHaycHiil Alnewnui y nomwiii sigmosigHoctl go Binor
GMP wicncroro perynaroprora oprauy i encumgixauili peectpanilinol fokyserTanil kpairi-iMnoprepa.

BitpoSHHUTEO, TAKYBAHHA/MAPKYRAHHA | anania copii Gyan neperaaARyTi 1 BHIHGHT TAKHMIL, L0 BiANOBIfa0vE GMP,

*#*+End of Certificate***

Kinens cepritdhivaty

B. Braun Melsungen AG
Quality Assurance
B.Bpays Menbayrren AT
Binain fxocri

Date — 20240518
Jlata <

C.Braun;-@Qualified-Porsony
ST e - B thaun Mehetd i A%

' Tt G
B BRAUN

Ganifiad Porstd
22l D-34212 Melsonach




