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Batch release certificate
Ceprudikar anajuaizy

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

ermany

Brand name : Sterofundin 1SO Importing countries Ukraine
Toproza nazma: Crepodryimm 1SO Kpafna-ivnoprep: Ykpaiua
Material numt;er : 3653683 Batch numif:r : 205378151
Hoxep marepiany Houep cepii
Manufacturing DE_HE _01_MIA_2019 0059 | Product Licence No UA/9618/01/01
authorization No; Ne peceTpauifinoro
Homep niuensii na AOCBIIMEHHA
BupOOHUIITRO
Strength / potency : - Manufacturing date : | 2021-01-03
Cunta / agrusricTs Ilata supoBuuuryea
Package size and type : PE containers 1000 ml x {0 Expiry date : 12.2023
Tun i poamip ynakosku Konrciinepn noaicTuacHori Tepuin npunarrocti

1000 ma x 10
Dosage form ; Solution for infusion Release date: 2021-01-21

(Dopma BHTIYCKY

Posunn ana indyaii

Jata prnycky:

Product licence holder ;
Baschuk peccrpaniiinoro
NOCRINYEHIA

B.Braun Melsungen AG,
Carl-Braun-Strasse 1,
34212 Melsungen, Germany
b.Epayu Measaynren AT,
Kapa-bpayi-Llrpacee 1,
34212 Menapsynren,
Hiseuauna

Manufacturing site :
Bupobrk

B.Braun Melsungen AG,
Carl-Braun-Strasse 1/Am
Sowerzelshof 1(batch
control}, 34212 Melsungen,
Germany

b.Gpays Meabayuren Al
Kapa-Bpayn-ltmpacce [/An
Llsepueassrod H{kourpons
cepii), 34212 Menviynren,
Himeuunna

GMP certificate No : DE_HE 01 GMP_2019_0172 | Released quantity - 5960 PC
Ne ceprudpinaty GMP Bunyuiena kigwkicts | 5 960 xonvrefinepin
Specification : PFS-0085 Released quantity 596
Crenpdrixanis {packs): 596
Bunyiuena kinskicrs
{ynakorok):

Characteristic Requirement Result
XaparrepucTuKy Bumorn Pesyawrar
Identification: The identity of sodium, potassium, calcium, magnesium, complies
lneaTndixaniz: chloride, acetate and malate is given by each specific assay Biznosigac

Laentrhikauis HaTpito, Kamio, kaieLio, Markio, XH0puiais,

ateraris i Mamatis onmcana y posaini posaini «Kinsxicue

BH3HAYEHHAY
Appearance Clear colouriess solution, practically free form particles complies
Omie npozopnit Geabapauinii po3uK, NPAKTIYHO BiALERIE ain Bianorinae

M(.‘Xﬂ}f.i‘ll'l!lx YACTOR
Extractable volume > neminal volume complies
O6'¢M, O BATATACTHCA = HOMiHANBHOTD 0B emy RIATORIAAE
pH-value 5.1-59 3.5
PH
Degree of colouration of solution | not more intenscly colored than reference solution B9 complies
Crynine 3a0apBACHEA posunIY e BinsuIinTeHCHBHO 300apBaeHnit Hix eTanonHnil posuni B9 | pinnosizac
Clarity and degree of opalescense | < 3.0 NTU complies
Tposopicrs i crynins % 3.0 HOM BiAMORIgaE
ouaAecueH’
KinrkicHe BH3HAUCHHS
Assay
Sodium 137.8-152.3 mmol} 147.1 mmol/l
Harpif MMOALT MMons
Potassium 3.80-4.20 mmol/l 3.92 mmol/l
Kanifi MMOABT MMOITLAT

Y Yy by W77 Aok %




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

B/ BRAUN

SHARING EXPERTISE Hddn deany
Batch release certificate
Ceprudikar ananizy
Brand name: Sterofundin ISO Page 2 of 2
Toprosa Hazsa: Crepodynaun ISO
Material number: ~ren Batch number; 205378151
: 3653675

Houmep marepiany Homep cepil
Characteristic Requirement Result
XapaKrepHeTHKH Bumors Pesyantar
Calcium 2.38-2.63 mmol/} 2.51 mmoldl
Kaabuib MMOILT MMOALIA
Magnesium 0.95-1.05 mmol/l 1.00 mmol/i
Marni# MMOJIb/ i1 MMOaL/t
Chloride 120.7-133.4 mmol/l 126.7 mmol/
Xaopua MMOAB/TI MMOALN
Acetate 22.8-252 mmol/| 23.1 mmolt
Auerar MMOZILA ATMOIILA
Malate 4.75-5.25 mmo¥/l 4.97 mmol/t
Maiar MMOMB/ 1 MMOIIB/JE
Subvisible particles = 10 mem £ 25 particles/ml complics

= 25 ment <3 particles/ml BiANOBINaEC
Mexaniniti BRIOYEHRA > 10 MKM < 25 yacTok/AMn
{Bemtkuit 06'cy > 100 M) > 25 MKkM < 3 usacTor/Ma
Sterility Sterile complies
Crepnasnicrs Crepunuio Bignoainae
Bacterial endotoxins Not more then 1.0 1L/ml complies
bakrepianbii eHNOTOKCHHN He Sinswe 1.0 MO/mn BiANORIAE

Censfication statement

B.Braun Melsungen AG
Quality Control

b.Bpayn Memayuren Al
Kourpons xocri
Doerthe Feuersenger

1 herehy certify that the above information is authentic and accurate. This batch of product has been manufactured, including packoging and
quality control at the above-mentioned site in fiflk comphiance with the GMP requirements of the loval Regulatory Authorsty and with the
specifications in the Marketing Authorisation ol the importing coumiry. The batch processing, packaging and anslysis records were reviewed

and found Lo be m compliance with GMP

3ansa npe ceprvdukanio

Lhts 8 RATBEPDRYIO, 110 RANICHAREIRIE IHBOPMANDY APARHILRE 1 otk T4 cepin npoayxnil Gyna aupofinent, SKAKSGIGNN YUENOBRY |
KOWTPGIth AKDCTI. B BERUCIAIRANLHIT kil ¥ MoRNIH RiZnoRimoeT] 20 3ievor GMP aticucsorg perysaToproro oprany & cricusdicauii
PECCTPULITIHOE JOKYMENTALIT KPRTHK-IMA0pTEnI.
BrpoSi1nBIToo, YNukoska | anmis cepil BYIH NePerasnyTi i Blinani Takisi, 1o 3ugositaom GMP.

B. Braun Melsungen AG
Quality Assurance
BE.Bpays Menwsynren Al

Bizain Axocti
i C )"7
4 (/‘—’di}_ ﬁ_,-\tin Melsangen AG
iy

Dr C.Rack, QUalde Per j%gg (

D-28007 Mtsurgen

Date ~ 2021-01-28
Jlata

& &

***End of Certificate®**

Kineun cepmndixary
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