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B.Brauii Melstingen AG,

-Braun-Strasse 1

SHARING EXPERTISE 34212 Germany
Batch release certificate
Ceprudikar anamizy

Brand name ; Sterofundin 1SO Importing countries Ukraine
Toprosa nasna: Crepodyuann ISO Kpaina-inmoprep: Yxpaina
‘Material 'numl?er : 3653683 ‘Batch number ; 231828153
Hovep marepiany ~ Honep cepii -
Manufacturing DE_HE_01_MIA_2019_0059 Product Licence No:  UA/9618/01/61
“authorization No: Ne peectpauitinoro
‘Homep niueiail va nocsinyenns
BHPOOHUTTRO |
Strength / potency ;. Manufacturing date ;- 2023-03-02
Cina / axupiice . Harnsupobuisa

Package size and lype-: PE containers 1000 mlx 10 Expiry date : o 04:2026

T i poamip ynaxkosky Konrelinepy nosiernnenosi Tepmin npuaarnocri

1000 Mmn x 10 | |

Dosage form : Solution for inflision Release date: 2023-05-19
Dopya Binycky Posuwn xag indyaiit Alarta Bunycky: .
Product licence holder : B.Braun Melsungen AG, Manufacturing site:  B.Braun Melsiingen AG,

Bsacnux pecctpauiihioro

Carl-Braun-Strasse i, ‘Bupo@mik

Carl-Braun-Strasse 1/Am
Scwerzelshof | (batch contral),

NOCBiAMeHHA 34212 Melsungen, Germany
. Spayi Memayiren AT B shuage, Gy
Kapa-Bpay-Liitpacce |, ‘Kaps-Epays-Iltpacce 1/An
34212 Menwsyuren, Mlaepuenzirod 1(kommpons.
Hivewana cepil), 34212 Mensaynren,
_ U ‘Hisewunna
GMP certificate No': DE_HE_01_GMP_2019.0172 Released quantity:’ 10 940 PC
Ne ceprudixary GMP Bunyuena ciasxicrs 10940 xotitefinepin
Specification ;. PFS-00850 Released quantity 1094
Creoudrikania (packs): )
Bunywena kinpkicrs 1094
y i {yOaKonoK):
Characteristic Requirement Result
_ABpaKTepHCTHRN BumMoru Pesyasrar
Identification: The identity of sodium, potassium, caleium, coniplics
Laentidikanis: magnesium, chloride, acetate and malate is given by  BiAnoniaae
cach specific assay
Laerwpinania xanito, natpito, xansuiio, maruio,
XJAOPHAIB, BueTaTip i ManaTiy onueaHa ¥ poagini
«Kilbkicke BitsHavenuan
‘Appearance Clear colourless solution, practically free form complies
Onue particles BiA0Bigac
NPo30PHiE Geabapriinii po3aH, TPakTHYHO BiNiLLUl
| BiZl MEXaHIMHHX YacTOK
Extractable volume -2 nomingl volume
06’ em; MO BHTArAETHER 2 HoMiHanbHOrO 06’ eMy
pH-value 5.1-5.9
PH. |
Degree of colouration of solution not more intensely colored thai reference solution
Crynine 3a6apacHus posumuny B9 _
He Binbu iHreHcunro 3aGapraeunit 1k eTaToHu
po3uui B9
Clarity and degree of opalescense <3.0NTU
[Tpozopicts [ crynius onasecuennli  <3.0 HOM

Kiaebkicrie susnavicHys
Sodium
Harpiii

137.8-152.3 mmiolt
 MMOL/ 1
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Batch release certificate
Ceprudikar anajuisy

Brand name: Sterofundin ISO Page 2 of 2

Toprosa nazsa: Crepodynann ISO

Material number: 3653683 Batch_numher: 231828153

_Hoxiep marepiany Homep cepii
Characteristic Requirement Result
RApaKTeoHCTHKH Bumor Pesyabrar
Potassium 3.80-4.20 mmol/i 4,01 mmol/]
Kaniii MMOALTE MMOnL/H
Calcium. 2.38-2.63 mmol/l 2,48 mmol/]
Kanbuiii MMONL MM/
‘Magnesium 0.95-1.05 mmol/l 1,01 mmol/l
‘Marniii MMOMIBA - MMOAL/N
‘Chloride 120.7-133.4 mmol/l 126,7 mmol/l
Xnopua MMONB/H MMONL/ T
Acetate 22.8-25.2 mmolfl 23,3 immolA
Auerat MMONL/a SMOTH/J1
Malate. 4.75-5,25 mmol/ 5,02 mumoll
Manar | MMONL/N N MMOA/2
Subvisible particies > 10 mem < 25 particles/m) complies
2 25 mem £ 3 particles/mi ‘BiAnosiaac

Mexauiuni prawuenng. 2 10 micat £ 235 yacro/sn

(seankuil 06'em > 100 M) 225 MKM = 3 yacTor/ M

Sterility Sterile complies
Crepunbnicts, Crepiiisno. sianosiaac
Bacterial endotoxins Not more then 1.0 1U/mi complics
baxTepianbii enaoTORCHIN He Ginkiue 1,0 MO/nn B AMORBIRac

'B. Braun Meisungen AG

‘Quality Control
b.Bbpayu Menxtsyuren AT
Koutpoas Sixocri

Doerthe Feuersenger
Hopre daepaenrep

} hereby cenify that the dbove infermation is authentic and accurate. This baitel of product bas bean manulactured, including packaging |
Aabelling and quality contro! at the sbove-mentioned site in Full compliance with the GMP requirements of the Tocal Reguiatory Authoniy -
and with the specifications in the Marketing Authorisation of the | mporting country. The baich processing, packaging and analysis records
were reviewed and found 10 be in compliance with GMP.

.3anua npo ceprud kAo

LigM A ILATBEPAMYIO, YTO. BHIUCHABENCHA iniopMaiis npasuaeua i Touns. Lig cepin npoayxuii. Gyna. supolincua,
BETOYIONI TAKYBIUKA/MAPKY BRI | KOHTPOSS AKOCTI, Ha BinesazRadeil Ainkknui v nobMill sianosiasocti ao BHMOT

'GMP smicuenoro perymstopuoro aprauy i cnewsiixauift pecerpanitinet xoxysentauii Kpaiati-iMnoprepa,

S g "

Bupobnuurso, nakypanss/saprysanss i ananis eepil Gyan neperagnyTi { BU3HAn( YaKMY, (IO BiATORIAAOTE OMP o 'G
% AL
B. Braun Melsungen AG. * A SCAN
- [/
Quality Assurance {/o S/ &%
. .-t' ‘T "r. p
b.Bpayn Measavurex Al = x 4% c.
Biaain Sxocri B IET=IAS T
L Falit ?’g ,?
‘Date 20230523 . « BX 3/
,HaTﬂ g A *\ .'\Q?,'
B. Braun Melsungen AG 7o T ANG &
Fospital Carp ] ~f - ¥
Grja-ﬁﬁ!‘:‘fj P{hr&nn .Ki Rlﬂﬂ'k, QH EEE il? g{,}n,
3-34715 Metsungen b sHoBaKeHa ocola

***End of Certificate*++
Kineus cepradicary




