B BRAUN |

SHARING EXPERTISE

30462

8 Braun Melsungen Ads,
Carl-Braun-Strasse 1

34217 Germary

61367

Batch release certificate

Ceprudika

I aHaJI3y

Brand name :
Foprosa nassa:

Sterofundin {SO
Crepodyisum 1SO

mporting countries
Kpaia-tanop ey

Likenine
Vipatia

Material number
Homep sarepian

3683675

Batch number
Homep cepii

20435814

Manufacturing
authorization No:
Homep aluensit wa
BHPOOHUILTRO

DE HE 01

MIA 2019 06

Product Licence No »
Ne pecerpaniinioro
FOCBIAMC HHS

LAARGIS L0

Strength 7 potency .
Craa Ak THBHICTS

Manufacturing date
Jlara nupobiiuysa

2020-11-06

Package size and type :
T i posstip ¥Harosxy

PE contamers 300 ml x 10
Kowrelinepi nosie rineHoR
SO0 max 10

Expiry date
Tepsis apiaaTHocs

1.2023

Dosage form :
DOpMu BHITVCRY

Solution for infusion
Posuin m inysiil

Redease date:
Jlara sunvery,

2026-11-23

Product Heence holder
Baacik peecrpaniiiioro
HOCBIASHIG

B.Braun Melsungen AG.
Carl-f3raun-Strasse 1.
342
b Bpayn Meawiyuren AL
Kapa-bpavu-llypacce 1.
34212 Meawsyuren,
Himeuunua

Melsungen, Germany

Manufacturing site
Bupodung

B.Braun Melsungen AG,
Carl-Braun-Strasse ©Am
Sewgrzelshof Tbateh
controly, 34212 Melsungen,
CGermany

bobpavs Meassyuren Al
Kaps-bpayu-ipacee A
Hisepueawsrod H{xourpoas
cepif), 34212 Meansvien,
Himcwma

GMP certificate No ¢
Ne ceprudikary GMP

~
i

DE HE 01 GMP 2019 6172

Released quantity ¢
Bunymena Kukicrh

36 160 PC
36 160 nonreinepis

- Specification :
P Cretdikais

PES-00830

Released quantity
{packsy

Hanviena kiaskicr
(¥ IIKOBOK

S616
Sole

Characteristic . Requirement Result
XAPAKRTEPHCTHRY Busors Pesvanral
{dentification: The identity of sodiun, potassivm, calcium., magnesium, complics

Laenpivauis:

BRHIHICHNS S

chloride, acetate and malate |s given by vach specific assay
Licwrudikanis sarpiio, Kaaho., Kaibihio, Maraing, xaopiis.
AUETATIB | MLIATIR ONNCAHA ¥ PO3ANT poiaial «Kiaskicue

BIUIORLG

Appearance
Oniic

MOXAHPHN HACTOR

Clear colourless solution, practically free form particles
poropHit Ge30anpBrilt POMIIH, NPARTIIHO BLILHIN Bl

complies
BERORE L

Extractable volume - nonwsinal velume complies
()(‘)«(‘\h RO BHTRIAUTHCH i }i{‘&lili&iﬂhﬂ()[ 0 06.( MY ni,mmxi 1
pH-value 3.1-3.8 3.3 o
PH

Degree of colouration of solution not more intensely colored than reference solution B9 complies
Crynin, 3adapeacung posiuy e OLILIIHTCHCHBRO 3a0apaaciitl 1k eTajonsui podyid BY ¢ sianost
Clarity and degree of opalescense SONTH comphies

Fiposopicts | ety
ONATCCHeHUET

30 HOM

BUINORIAE

KiaskicHe Bsaiens

Assay

Sodium 137.8-132.3 ol 4 3ot
Harpit MMOB ] SMMOTB
Potassium 3.80-4.20 mmaold 387 mmol 1
Kaaiii MMUAR A

MMOAE

et wr papf Bp IR




: B Braun Melsungen AG,
B BRAUN Carb-Braun-Strasse

SHAR'NG EXPERT§SE 34212 Germany

Batch release certificate
Ceprudikart anauaisy

Brand name: Sterofundin 1SO Page 2ol 2
Foprosa skpa. Crepodyvianu 150
Material number: 1653675 Batch m:mi‘\cr: 2485814
Homep matepiamn cor Hosep cepii
Characteristic Requirement Result
XapaKTepHeTnKy Busory Pesyinrat
Calcium 2.38-2.63 mmol] 2.5 mmoldd
Kaauiit AMMOD MAHOAD
Magnesium 0.95-1.05 nunsol 10T mmald
Marniit MM A MO A
Chioride 120.7-133.4 mmold J26.6 mmaold
Xaropi: MAIOTH 1 MMOIb A
Acetate 22.8-25.2 mmol} 23 X mmeld
Atteray ) MMOL A MBOL
Malate 4. 75325 mmoli 4,99 mmol
Muat SIMO L MM T
Subvisible particles S 10 mem - 25 particles'mi Ccomplies
28 mem - 3 panticlesml L siAnoBiIa
Mexaniusi gkaoucHs SO KM 28 gagTorma
(Beauksii 06 en > 100 sty 223 MKV 3 MagToR M
Sterility Sterile complies
Crepiubnicts o Ciepuasio BEANORI T
Bacterial endotoxing Nt more then 1.0 Himl complics
hakTepiaih il eHAOTOKC I He Siamane 1.0 MO BLTIORI ik

B.Braun Melsungen AG
Quality Control

b.bpave Meansyuren Ab
Kowrpoas Hroctd

Dorthe Feuersenger
Hopre hoepseniep

Cornication steaen

Pierehy cortfy thar the sbove mfonmation s asthentic asd accwrate. This batch of prodct hue beon nusen fsctonnd wchudmy packogng and
quatity controd at the above-menioned ute by il complimee sk the GME requirements of the Tocal Regulatony Authorits and with
speeifications m the Marketing Antherssation of the unporting county.  he Batch procissing, packaging asd mmlyvsis sotonds wire 1o
and found e be in complumae with GMP

e

fasma npo copridurannn

Hlsr s S0 mepangyio, 910 sienaneaens supomsinin Ipameinia ¢ 1ouna T Cupis npainn S3 supoficien, i aousse it VIRKGeRy |
KOS SRGUTL BE SHIHC IR HION0HHE JUIBINIEL Y 0
PCOCTPAIRINGT RO GUIT BRI Dnep (pa
Bipodiiirso, YRaKonks ) iy copil OVIE BPO YT T SEESH GIRINGL 1 B HosiaoTs, GAE

i peweReme s e aaor GMP stcnenenis peosamiepiuie oprans o cnviiisis

B, Braun Melsungen AG
Quality Assurance

b bpayn Meavsymren Al
Biin kot

Date - 2020-11-24
Hara

D C Rack. Qualified PdbsBivs

BIDRAUN

rEnd of Cerntificate™**
Kinens cepradirary




JEPKIIKCHYKbBA
JIEPTKABHA CJIYXKBA 3 JHIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥ KMIBCBKIH OBJACTI

npocnext Banepis Jlobasoscskoro, 51, m. Kuip, 03110, Tea/dare: (044) 363-06-50
E-mail: dls ko@dls.gov.uahitps:/www.dls.gov.ua, Koa € CIIPYIOY 37078774

BUCHOBOK
npo sikicTh BRE3eHOro B YRpainy Jikapesroro 3acody

28.01.2021 Ne 2603/21/10

CTEPOOYHJIHH ISO

{HAfMCHYBRRHA AIKAPCLKOFD 3acoly 3rin0 3 PeCCTPRILIANIN HOCH ANCHHRM }
po3aun aas indy3iit; o 500 may nosieTHacHOBOMY ronredneph; no 10 xowreiluepin y
kaprouniii kopobui
(hopMma BHIYCKY, A0IVRAHHS, BRI NAKY BN ARAPTRROTY 3aC00Y )

Homep pecorpanitnoro nocaizenns UA/9618/01/01 erpox aif peecrpauiiinoro nocimenia 01.01.2099
Cepin aikapeukoro sacody Ne 204558141 KiabKioTs BBesenore ikapeskoro sacoby 3564

BupoGunk B. Bpayn Meassynren AL, Himeuunna
{nafinenypanis supoBuura sirapeexoro sacoly, wpaliua THINQAMEHHN)

Baeseno 8 Yepainy Tosapuerso 3 obmexenow pianosizaasnictio "B.Bpayn Meaixaa
Vipaina", iaent. kox: 36798085
(naitvenysavns 1a xoa 38 CJPTIOY woprutmod ocolu abo nplssnme, ', no Garnropt hizweney

oeobu - pianpuesig, 7 aicie OPURIEHAN 14 pecerpatifunil vouep oaixosol KapTRY HAATHIKD
NoAUTKID al0 Copig T8 HOMEP HACHOPTR)

Tporokoa sizyaasiore komrpomo sin 27,01 2021 % 0170/1.

"3a pesyARTATAMM  CPKABHOIO  KONTPOMO  BCTUHOBACHO, 110 alkapebkiil aacif sresews 8 Yepainy 3
a0T pﬂ’%djlﬂﬂ ‘\I BHMOT JAKOROAABCTBA HIOAO safesneuenus sxm*rx AIRAPCHRAX 3aCOTS.

(mmmc 3 ( iy 14 npsRing)

()‘R‘i\(?m C()Ji()} I.I’Al/i




55

JEPKIIIKCITY KBA
HEPKABHA CIIVIKEA 3 .JIIKAPCBI{I;X 3ACOKIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCLKII OBJIACTI

npocriexT Banepiy JloGanorckKkoro, 51, . Kis, 03110, Tei/ake: (044) 363-06-50
E-mail: dlskko@dls.gov.ua,httgs://www.dls.gov.@ Kon €IPTIOY 37078774

BHCHOBOK
PO SIKICTE BBe3enoro B Ykpainy aikapenxoro 3acoly

29.03.2021 Ne 14304/21/10

CTEPOGYH/IUH ISO

CbKOro 3aco6y 3rifgHo 3 peecTpaLtiiinm NOCBITICHE M)

1Y NoJTieTHIeHOBOMYy KOHTeiinepi;
KapToHHiH Kopobui

(dopma BUITYCKY, NO3YBRHHA, BH NaKYBaHua TiKapcekoro 3acoby)

(Hafiverypanys TiRap

PO3YHEH I iHgysil; mo 500 M, 1o 10 konrefinepin Yy

Homep peectpanitizoro nocizemms UA/9618/01/01 CTPOK Iif peectpaniitioro nocsinuenss 01,01 2099
Cepist mikapcrxoro 3aco6y Ne 205018141 Kinbxicts BBesenoro mikapcekoro 3acofy 2052

Bupobumk b. bpayn Messaynren AT , HiMewauna

{(HalMeHyRaHHg BEpOGHIKE JHKAPCHROro 32C06y. KpaiHa noxomkenss)

Breseno & Vipainy Tosapucrro 3 06merxenoo BUINOBigaabHicTIO

Ykpaina", inent. o 36798085

(wadtMenynanus Ta kog 32 EIPTIOY topuamuno’ ocobn abo rpissrue, iM's, no Sarexosi Qizwunoi

0cobu ~ manpremus, i Micie TPOHERHHA T4 PEECTPALIHHME HOMEp 061KOBOT KADTKH mitaTHIKa
noAaTkip abo cepin Ta HOMEp nacnopra)

HpoTokon eisyansHoro KouTpomo six 25.03.2021 N 0871/1.

"B.Bpayu Menixan

3a  pesynsraramy ACPHKABHOIG  KOHTPOIIK BCTAHOBACHO, 100  dikapehkmin

3aci6  BmeseHo Ykpainy 3
L[OTpHMaHHH M BEMOTr 3aK0HOIaBCTRA moao 3abe3neveHny

AKOCT] JIKapChKiX 3300678,

P A
ol TA .i.’cf‘;‘;c’f‘;x; N

"HauanbHitig I:l\ iy
3 P N ¢ 5 %
¢ 0 IWKAPCBKHX 3aC00in

wRaMt ¥ Kuiscrxii // 3ybapesa H. B.
3)55.)

(nianwuc) (iniuianu Ta npis HLLE)

Page 1/1




B BRAUN

SHARING EXPERTISE

Batch release certificate
Ceprupikat ananaiszy

B.Braun Melsungen AG,
Cark-Braun-Strasse 1
34212 Germany

Brand name
Toprona nasea:

Sterofundin 1ISO
Crepodynam [5G

Importing eomtrios
Kpaiu-ismoprep:

Likraine
Yipalia

Material mimber
Hostep savepiany

3033675

Batch number ¢
Hosep cepil

205018141

Manulacturing
authorization No:
Howmep nigessti va
_UpUiHTRG

DE HE 01 MIA 2619 0059

Produet Licence No :
Ne percrpaniitinorn
HOCE ueHRY

LAAGIRQLAE

Strenyth 7 potency ¢
Citas / aKTusiicTL

Manufiacturing diate ¢
Jara supodunurng

2020-12-07

Package size and type :
Tun i pesmip ynakoke

PE containers SO0 ml x 10
Kowreituepn noaiermcnoni
300 ma x 14

Expiry date
Tepuin nps@raosTi

11.2023

Dosage form ;
Dopma srHizyery

Sofution for infusion
Posuing s indyaife

Release date:
Hara srorveky:

2020-12-23 e
\\cs.
'S

Product ficence holder
Baacaix peecipanifisoro
AOCBIMCHEA

B.Braun Melsungen AG.
Card-Braom-Strasse |,
34212 Melsungen, Germany
bobpave Mensayuren AT
RKapa-Bpayn-lHrpacee |,
3212 Menwaynren,
Hintesnna

 Manuficturing site

Bupodusx

B.Braun Melsunge
Corl-Braun-Strasse 1Y
Sewerzelshol 1{batch
conirol), 34212 Melsungen,
Ciermany

b.Bpayn Measyyuren Al
Kapa-bpayn-Hlrpacce 1Ay
Hisepueavirod | {sourpony
cepil), 34213 Mensaynren,
Himewssang

“GMP certificate No
Ne cepragirary GMP

DE HE 01_GMP 2019 0172

Released quantiny
Bunivinea sBKICTS

S6 160 PC
36 160 koureitngpin

Specification -
Creundirania

PIS-00850

Released quantity
{packs):

¢ Bunvinena sinkicrs
! {vnaropox):

A610
S0l6

Characteristie Requiremest Result
_Aapuerepuerary Bosiern . Pesvanrar
Idemification: The identity of sodium. polassivm. caleiwm, magnesium, complies

Laeurndirania:

BTIHQNMCH IS

chioride, acetate and malaic is given by cach specific assay
Laenrndivauia sarpho, kashio, kansuie, Marpho, Xaopuiis,
CLICTATIB { MAIATIE OIHCIRA ¥ POy

dar poain aKisukicue

sianasigac

Appearance
Omie

MESAHINHNX HACTOK

Clear colourless solution, practically free form particies
aposopnil Gesdapsmiii POIUHR, NPARTHYHO Bitbini 8i)

complies
Bi:ARORL e

Extractable volume
6 ea1, 1HO BHTAMCTSES

= nominal valume

2 HOMIHAZLHOTO 08 CMy

BB

complies

pH-value 3139 5.3

PH

Degree of colouration of solution | not more intensely colored than reference solution B9 complies
Crynins 1BapriacHn poiuny 1 SianuinTeHcHeie Wbapsneim il 1k eraonmnii posum B9 | elanosizac
Clartty and degree of opalescense complies

Hposopicrs i ervaine
OIS IIC I

OB

Kiasgicue sranadenns
Assay

Sodium 137.8-1523 mmaolid Féo.4 mmold
Harpift MMOTR] MMO96
Potassium 3.80-4.20 mmol] §O3O2 mimokd
Kaaiis MMOIE ¢ msounia

N 16EL @? I 08 A ﬁé//

<




B/ BRAUN

SHARING EXPERTISE

B Braun Meisungen AG,
Card-Braun-Strasse 1
34212 Germany

Batch release certificate
Ceprudikar anauisy

Brand name:
_Teprona naisa:

Sterofundin IS0
Crepodiviam 150

Page 2 of 2

Material number;

Batch nunber: 20501841

<4

. 3633675
Hosmep satepiway Hosep cepil
Characteristic Requirement Result
Nuparrepiersiny Buvorn Pelvanras
Caleium 2.38-2.63 mmol] 2,50 mmoll
Kaapuif MAMOR ) MAMOTB A
Mugnesiumn 3.95-1.05 minol:d 1.00 mmobi
Maruiii MR MM
Chigride 120.7-1334 mmolAd 123.8 mmoli
Xiomut AMMOL SEMOIT A
Acetnle 22.8-23.2 mmaolAd 233
Auerar MMOSIB SIMOGIRE
Malate 4.75-3.28 mmald .00 mmoll
Masar MAMOIn) AMOAL ] ops
Subvisible particles = Wmem 4 23 particlesiml complics : Q
25 mem = 3 particles 'ml Rianopizac o
Mexasiuni sriroyenus 2 Hhbmgm 2 25 uactor/aa i\ %
{Beanknit 66 ea > 10 s 725 MEM 3 HacToR M 2
Sterility Sterile complics %
Creprnpnicrs Crepng BEANORINaC
Bacterial endotoxins Not more then 1.0 1U/nd complies
bakrepiaanui einokcunn He Slavte 10 MOda BiZHIORT TR0

.
Org NS
hawalzr

Cenfieation gatoment

Pherehy cortfy tha fie sbinve anformomon s suthente and aceurate Thes baich o pranducs s heen m

bty gonel of the gbovementionsd site w full

specHicieny i the Mareiing Authorsatun of thy smparting counley The buteh proce

arsl found 1 be i complace wath GMP.

AB9Ed HpG ©

FIIM 9 0 0PI 0. W0 Blcané OPMALK HPAEIILHA F v Tl cepin spUIVERN Gvia snpofiieis,
FOUTROAL AROUTL 0 SN i v pesmil BLionsmoeers s sisior GMP sicnesore

POCPanEG JOKYMCHTHE KpRUI-Gp Iopa

B.Braun Melsugen AG
Quality Control

b.bpaya Meapayiren Al
KonTpoan Axocri

Dorthe Fewersenger
Hoprre Qoceprenrep

complanee with the GMP requacments of The focil Resuiarary Ambanty and wifl te

Brtpodianiho, sTaK0BKS § sis0zi3 copr Gy DBESCITRY T § BTN FAEIMIL, B0 sU0R aio7s GMP

B. Braun Melsungen AG
Quality Assurance
b.bpayn Mespayaren AL
Binnin Sxocri

Date—  2021-01-04
Hara

Dr € Rack, Qualified Person,

"2 End of Centificaie®=

Kineus ceprmivary

anselctual, mekudme paekapng and

rwiig, packaging and anaivas reconds were reviened

BRHONIINE ST KenEY
PUEVARTOPRG Oprany 5 CoerafiEaifi




SHARING EXPERTISE

il

8.Braun Melsungen AG,
Carl-Beraun-Strasse 1
34212 Germany

Batch release certificate
Ceprudikar anauizy

Brand nane
Topropa 1aisal

Sterofundin 1SO
Crepodyunun ISO

Importing countries
Kpaina-istinpiep:

Cikraine
Yrpaina

Material number
Homep mMarepiany

3633675

Batch number:
Homep cepit

212318144

Manufacturing
authorization No:
Homep sittensit na
BHPODHIITRO

Product Licence No
No peccrpatiiinore
NOCsIANeHRR

UAQ6180101

Strength / potency
Cima / AKTHEHICTD

Manufacturing date
Jara supoduHuursa

2021-06-07

Package size and type
Tyt i possip YIAKOBKH

PE containers 500 ml x 10
KonreitHepy NoMETHICHOBI

SO0 Max 10

Expiry date
Tepain HpHAaTHOCTE

05,2024

Dosage forny
(DOpME BHITYCRY

Solution for infusion
Posunn saa iudvaili

Release dawe
Jara sunvexy:

2021-06-23

Product licence holder :
BaacHux peECTPaLifivoro

GOCHIAMEHHRE

B.Braun Melsungen AG,

Carl-Braun-Strasse 1.

34212 Melsungen, Germany
b.bpayu Manwsynren Al
Kaps-bpayn-itrpacce 1,

34212 Mesbsyret.
Histewauna

Manufacturing site :
Bupobaur

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

Sewerzelshof Hbatch

control}, 34212 Melsungen,

Germany

b.bpayy Meavaynren Al
Kapa-Bpayn-1lirpacce VAM
Hisepueansroh H{konTpoas
cepii). 34212 Meabiynren,

Hivesuuna

OMP certificate No:
No ceprudivary GMP

Released quantity @
Bunviena Kiaskicts

39 960 pC
39 960 kourehnepie

Specification

PFS-QURS0

Released quantity

31996

Coenwihixams {packs): 31996

Bunyuena KEALRICTL

{VIIAROBOR )
Charaeteristic | Requirement Result
NapawRTepRCTRRH Busoru Pesyasrar
[demification: The identity of sodium, potassium, caleium, magnesium, complies
faenTudianis: chloride, acetate and mulate is given by cach specific assay

giznoniqae

Letrudikauin HaTPiO, KAATIO, KANBUIIO, MATHIK, XA0PHIIS,
ANSTATIE | MANATIR oHMCana y pozaial posain «Kiasxicue

BHIHAYEHI
Apprarance Clear colourless solution, practically free form particles
Ome posepuit GesOapsnuil poIHHH, APAKTHMHO BiALUMI BIA

MEXARTHUX HACTOK
nominal volume
> HOMIHAALHOIO 00 €My

Extractable volume
OF €M, 1O BHEATACTHCR

pHevalue 5.1-5.9 53

PH

Degree of colouration of solution | not more intensely colored than reference solution BY complics
Coryniidb 3a0apRacHHs POIUHHY He Ginpluinrencusyo JabapsaeHuit nix eTasonnuil posaud B9 | sianosijac
Clarity and degree of opakescense | < 3.0NTU complics
UlposopicTs 1 cTyning 3.0 HOM BiANOBIAAC

onaaecugHull
KiibKICHE BHIHAUCHHS

Assay

Sodium | 137.8-152.3 mmok 1434 mmold
Harpidi L MMOIR MM
Potassium 3.80-4.20 mmold] 3.99 mmold
Kaiiit MMOsIE MMOIBA

My aq 10 Ey oortodl Lo



R Braun Melsungen AG,
Carl-Braun-Strasse 1

| | 12 Germany
SHARING EXPERTISE 34212 Germany

Bateh release certificate
Ceprufikar aHaxizy

Brand name: Sterofundin 1SO Page 2 0f 2
Toproga Hasea: Crepodyinn 150
Material manber: 3653675 Batch numizf:r: 212318141
Homep maTepiaiy e Homep cepil
Charucteristic Requirement Result
KApaRrepierik Buzora PeiyabTar
Caleanm 2.38.2.63 mmol/l 251 mmold
Kanpuii MMOJIB/T MMOAL 1)
‘Magnesium 1.95-1.05 mmo¥d 101 mol!
May it MO ATMOABT
Chlonde 120.7-133 .4 mmol! 126.5 mmold
Xaopua MMO ] MMOAB A
Acetate 22.8-25.2 mmolil 23.7 mmoi
Anerar MMOIb MMOAB
Malate 4,75-3.25 mmold] S84 mmeol!
Manart MMOAb MMOJIL A
Subwvisible particles > 10 mem < 25 particles/ml complies

» 25 mem < 3 particles/m! BiANOBIAAC
Nexariunl BRIOYCIIHS s 10 Mk € 25 qacToRiMa
(seangnii o8 oM > 100 s 2 25 MKEM S 3 MACTOR/ MU
Stenility Sterile complies
CTepniLHICT) Crepyiasuo BiAnORiAaC
Bacterial endotoxins Not more then 10 TU/ml complies
Bakrepiaib i CHATURCHIN He Siavwe 1.0 MOMa BiAnoBinac

B.Braun Melsungen AG
Quality Control

E.Bpayve Meansynren AD
Kowtpoas SlkocTi
Doerthe Fouersenger
Hopre hoepseurep

specifivations it the Marketing Authorisation of the iaporing country. The batch provessing. packaging and analysis records were reviewed
and found e be i complianee with GMP,

cna nPopMBs pRasnnE | rosud Tl Copis Spoaykin 0van supelaeid. SKBIONI0HE VIREIREY |
EOHTPN SROCTL, BE BY s Y BRI AZROBUBOCT 10 B0 GMP MICREBOTG PCUYANTUDHOTT OPrany 1 Creriikiti
PEECTERIBIHOT QR MEITAN KPEBHEIMEOPTYPa

Bupod s, VINREORKE | AU COr GV IOPRYARKEN T L BRI TAKIDIH, 1O BLANORL TR GMP.

B. Braun Melsungen AG
Quality Assurance

b.bpays Messsynren Al
Biaaia dxocri

Date ~ 20210625
Jata

A
Dr C.Rack, Qualificd Person,

kg *j’r‘.ﬁmf of Certificate*** B
Kineus ceprudixary o

RRAUMN




JEPACHKCIIYAKBA
JNEPKABHA CJYKBA 3 JIIKAPCBKHX 3. \( OBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥V KHIBC i)hiii OBJACTI

e Kuta, {3”32 Bare: (044) 363-06-30
v (s, PIIOY 37078774

TofanopchRoro
Is.gov.uaitpsiny

npocriest Banepia J
E-mail diskaig

BHCHOBOK
PO SIKICTL BBE3eHoro B YRpainy Jikapenkoro 3acody

03.08.2021 Ne 43479/21/10

CTEY ()ili\ﬂ tiﬂi 150

s CHYBaNg G PHILEG ¥ dpROCTRaln v BocslaseHngs)
SUSRTEITI M b IT )'&'f‘lli' e SO0 aa ¥ oo T ACHOBOMY wonTeine )f‘ r10 10 wonrreiine i ¥
t

Wapt iy ixi)["t{)ﬂlil

G BHAVORY . Q00N

g AIKANCLKOTO sacoly)

Hoatep pecetpauifinore nocsiavenus UA/9618/01/01

cerpatifinoro nocaimvenns 01.01.2099

Conin aikapcuroro sacoty N0 212318 141
! { b

pebrore sacoby 3564

Bupofim . bpave \k civiiren Al

v ancody, BpaiBa BoNOIEennE)

Baeions 8 ¥

'i’"msamu:nm 3 pbstewenow sianosiaasiicrio "h.bpayn Meairana
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\ “ 8 Braun Melsungen AG
B i BRAUN ; ‘ Carl-Braun-Strasse 1
’ : 10531 02874

SHARING EXPERTISE SRR

Batch release certificate
Ceprudicar ananizy

Brand nanae Sterafundin 18O | lmporting countsies

Toprosa passu Crepodyvunm (50 Kypafua-dsepiop

Materisl number ¢ Batch munber 214448141

Hosep sarepia Homep cepii

Marataciuring DFE HE 0] MIA 2019 0059 | Product Licence Noo o UASRIRAA
| suthorization No: No peecrpaigiinoro

Homep aiuedail 1 FHOCREIMCHES

BUpDGHILTEG

Strength 7 potenoy: - Munmtucturing date: 202004

Cain ; ARTABIICTE ) N ) Hara supolumurag

Package size and type PE containers 3 X il fxpiry dae e

T i ponnip yHAKORKY Kosrelepn GOHOTIaeHoR Tepain P

SO s x 10
Dosage form Sotution for méxmmz Redesse dates 20211020

Hopra BRIVIRY

Jara puiivesy:
Product Heence haoddey s i

Manulacluring st £ Braun Molsangen AG.
Bupoduusg i

Baaseunk pecerpagiinors | Carl Hm.; FHhraun-Swasse PAm
OB 34212 \h,nim“ui‘ (mz' any Sewerselshiof Hbateh
b bpays Measayures Al comraly, 3212 Molsungen
Kaps-bpaveeHbrpacee 1 Germany
34212 Meapayuren. Bbpava Memwaynrou AL
Hivewymma Kapa-bpave-lrpacoe T'Au

Hipeprermrod HRoHTDOR
cepil), 34212 Mespavaren,
Hisesna

GMP certficate DEHE 61 GMP 2018 6172 Released qu T
Ne ceprudigary GMP Brsvigsa & 32 710 gowreliuepis

Specificaton PEFRIOR3D Refensed quany 337
Cresgsbivanis {packsy 3274

Buyyiena ginsicts
EYIAKDBON Y

Characteristic Regquirement

NAPAKTEPHCTHEH Husiars

Tdentification: The identity o sodivm, ;m‘ui\wmz% i . .
{aeuradixauia chlorde, acetate and malne ey by each wm i

Dresronidixaniis savpino, kashio, xanniho, Maruho, xaops
anerwrin | vasatis omsans v posaind poaaia «Kimskicus
BHIHAUCHIRD

Appoaran “oar colouriess solution, pracugally free form particles

Omne ppoesopuil Geabapariil pURHIR. IPAKTING Blivuail sl BIAUOREAE
SMCNAHIMRIN QTR

Bxtractable volune woaaminal volame : cornplies

O oM, (M0 BITRIGCT RO U HOMBIRARHOLG D0 OMy BORIAE

ph-value AR B 5%

PH

Degree of colouration of selution | net more imeisely colored than reference solation B9 camplic

Cryvining aBapBAcHEs poIIHNY pe BlasiriTencnene sabapraomdt gig crasommit posan B | sianoniaac

Clarity and degree of opaloscense
Hpezopiors | orviing
ORAACCLEHIT

KRApKICHE BHIHAUCHIA

SIONTU comphies
4 HOM piasoni g

Assiay

Sodium P37 80382 3 mmold
{apiit AR

Potgssnun 3 R0 20 panetd
{aniit MO

jaum//ﬂﬂﬁ Cp AH RM O




JEPACTKCIY K bA
JEP/KABHA CJOYIKBA 311 KAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKIH OBJIACTI
npocnext Banepia JlofanoBeeron, $1, w. Kuie, 03110, res/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahitps//www.dls.gov.ua, Ko €PTIOV 37078774

BUCHOBOK
npo sikicTh BBe3enoro B Yrpainy Jikapesroro sacoby

13.12.2021 Na 73580/21/16

CTEPOOYHIAHH ISO
(uafistety B ARGECHEoro 1acoly 3riano PECOTPALINN ROCRLUTISHHAN }
posaun s indy3iii; 110 S00 aay moAieTHACHOBOMY wonreitnepi: no 10 xoureiinepin y

25e

wapronuiii kopodbui

(Popsia BHIYCRY. T03YBQI, B HORYBRYHA Hikaphraro 2acoly)

Hosen peccrpauifisoro rocsiasennn UA/I6187/01/01 crpox aif pecerpauifivoro nocsizuenua 01.01.2099
En 7 A

Cepin nikapesroro sacoly Ne 214448141 Kinpiiors spelenoro sikapesroro sacedy 3564
Bupobunx B. Bpayn Menwaviren Al Himeuyusa
{nadvenynans supobuika Alkaprore sacoly, KpalHd NONODRENN)

Brezeno s Ypainy Tosapuerso 3 odvexenoio sinosizaabuicrio "b.bpayn Megixaa
Viepaina'', ienr son: 36798085

pasus v ko g CAPTIOY wpraeol ocodn alo nplmmue, iafn. no Gurprost Pizano!
i 2 s o pecorpaniiingl nosep ofaiRoL0T RAPTRH NAATHMKD
in afio copld Ta HOMED NECODPIE)

TIpOToRea BIIYATLHOTO KORTPOJIO Bi4 09,12.2021 x 4482/1.

3a PEAVALTOTUMH  R[UKABHOTO  KOHTROMO  BOTAHOBIACHO, U sigapenknit  aafl
AOTPHMAHHAM

BHMOT 3AROHOIUBLOTEE LIDH0 3plesnede s ﬁi;x(}».il :ﬁ;:ap%x;:x 3ac

" Onexciit COJIOJIPAN

{ranne) {infndamtra npissaue)

Fie TR HAYATBHHKE




MY

! BBraun Melsungen AG,
B BR‘AUN 30531 45230 Carl-Braun-Strasse 1
SHARING EXPERTISE S evy
Batch release certificate
Ceprudikar ananizy

Brand pame Sterofundin 1SO Iaparting countries Ukraine

Topross wasa Crepodymann SO Kpatuaisaoprep: Yepaina

Material number - Baich number 231328141

Hovep sarephury

3633673

Hoaep cepii

Manufaciuring
authorization No:
Homep aluensii na
BHPOGHMILT G

DE HE €1 MIA 2019 00 59

Product Licence No @
Ne precrpaniiivoro
HOCBLAYRHAS

UVASE18701:01

Strength 7 powncy:
Craa 7 akTusnicT,

Manufacturing date;
Hara gnpobunurea

2022.03-29

Package size and type:
Turt | poasip ynakosio

PE containers 306 ml x 10
Koureinepy slosientisuoni
SO0 max 10

Expiry date
Tepmiu npugarnocr

02.2025

Dosage farm :
Mapmas BHIYCRY

Solution for infusion
Paauus s indyaii

Release date:
Hara suoyexy:

2022-04-14

Product licence holder :
BaacHuy peectpailinore
NOCBIAUCHHA

B.Braun Melsungen AG,
Carl-Braun-Strasse 1,
34212 Mebsungen, Germany
B.Bpays Memayuren Al
Kapn-Bpayn-tlirpacee 1,
34212 Meapaywren,
Himeusuna

Manufacturing site;
Bupobuux

B.Braun Melsungen AG,
Carl-Braun-Strasse 1'Am
Scwerzelshof 1(batch
control), 34212 Melsungen,
Germany

B bpayu Mearsvuren A6,
Kapa-bpayn-Ultpacce 1AM
Hsepuemmrod Hxonrposas
cepil), 34212 Mewaynren,
Himeusnna

GMP certificate No ¢

DE_HE_01 GMP 2019 6172

Released quantity
Bunyinena kimkicis

54 880 PC
54 880 xoureftnepin

Ne ceprdikary GMP
Specification PFS-00850 Released quantity 5488
Crietmdikandy {packs): 5 488
Baaviena xiankicrs
. (Y HAKOROK )
Characteristic Requirement Resu
. Xupasvepucrakn Buviors Peiy.

Identification:
{newridnattia:

The identity of' s

BAIHAUCHHA

sdium, potasstum, caloium, magnesium,
chloride, acetate and malate is given by cach specific assay
Pnewtndsinanis warpite, Kaviio. Kaaniio, varnin, XIopHiis,
AUETATIR | MauaTin Obcana v poimiai powini «Kiswxicne

Appearance Clear eotouriess solution, practically free form panticles complies
e npaaopuit Seidapruull potuBH, NPAKTHNIHO BiaLkd 8ia BLIIGRIRE
MEXEHIUHIYK MACTOK

Extractable volume = pominal velume complies

OF oM, 1O BITATACTEER 2 HOMIHALHOTD 08 €My gioniage

pH-value 5189 53

PH

Degree of colouration of solution | ot more intensely colored than reference solution B9 complies

Cryning mbapeicHns posuuny He SimuaHTencasio baprienyil vk erasounidl poausn BY | sianosiiac

Clarity and degree of opalescense | < 3ONTU c@nplif:a
BiANORIZAC

Fiposopiors | orystins
pragecuenul

“ 30 HOM

Kinnxicng minanepng
Assay

Sodium

13781823 mmol!

142,53 mmaold]

Harpift MMUTD MMOIB
Potassium 3.80-4.20 mmold 3,97 mmoid
MMOIE

Kaaif

MM T F




HEPHINKCITYKBA
AEPKABHA CIYKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npocnekT Banepis JoSanoscskoro, 51, m. Kuis, 03110, tea/gaxc: (044) 363-06-30
E-mail: dls ko/@dls.gov.uahitps://www dls. gov.ua, Koa €PIIOY 37078774

BHCHOBOK

npo AKICTHL BBE3€HOT0 B YKpainy JikapcbKoro 3acody
Nz 38988/22/10

28.09.2022
CTEPO®YH/IMH ISO
i § 3 108t }

{HaliMenymanEs AIKAPCHKRGTO tacoly Wiano 3 peectp
po3unn s indysiid; no 500 ma y noaiernaenonomy xourcitnepi; no 10 xoureiinepin y

KapToHHiit Kopobui
{dropama BRRYCKY, ZOTYBAHHA, Billl DAKYBIHNE AIKAPCHKOrG 3acoly)

Homep peccrpatiiinoro nocaizdaednn UA/9618/01/01 crpox aif peecrpauitivore nocsizuenns 01.01,2099
Kinbkicts BBE3CHONO Jikapeskoro sacoby 3534

Cepin nixapeskoro sacoby No 221328141

b. bpayn Menwssyuren AT, Himequuna
{nafimenysaus BpoBuuka AKAPCRKOrD 3ac00y, RPATHA NOXOLKEHHR)

Bupotauk
Tosapucreo 3 obMexenow sianosinassuicrio "b.Bpayn Meaikaa

Baeseno 8 Yrpainy
Vpaina', enr. voa: 36798085
(afimenynaunn 19 kot sa EAPTIOY wpranunol ocobn abo npizsuue, Mg, 1o SaTLkon
Pizwunot ocoli - niznpuesap, T micue apokiaants Ta peecrpauiiivmil womep oGatkosoy
KapTEN HIATHHKR 002aTRIS a0 Copia T2 HOMEp nacnopTa)

Hporoxos sizyaansore xowrpuiw sin 28.09.2022 N2 2417/1.

Ja  posyabTATAMH  ACPRABHOCO  KOHTPOAK BCTAHOBACHO, WO JHKapobkuil  2aci6  mmeseno B Yrpainy 3

B.o. navam.uugd cayubn

S F <Y
(nocazosa ocofa SpPapy Acpaitfiro xopepuo)




B BRAUN el
Carl-Braun-Strasse 1

SHARING EXPERTISE 34212 Germany

Batch release certificate
Ceprudikar ananizy

Brand namae: Sterofundio 15O Page2 of 2

Toprosa sazsa: Crepodiyaaun 180

Material number: 1653675 Batch number: 221328141

Hosep Matepiaay o Homep cepit

Characteristic Requirement Result

Xapakrepuerusn Bstasoru Pesvasrar

Calctum 2.38-2.63 mmold 251 nmumolit

Kanripit MMOab/ MMOAB

Magnesium 0.95-1.03 mmol] 1,01 mmold

Marunig MMOIR MMantb/ 1

Chloride 120.7-133.4 mmolid 1266 mmold

Xopua MMGIL T MMOGIR

Acetate 228252 mmold! 23.8 mmald

Aurar MMELTL MM/

Malate 4.75528 mmolt 5,15 mmol]

Magat MM MM

Subvisible particles s 10 mem < 28 particles’m] camplies

= 25 mem < 3 particles'mi OB

Mexaningi sRivouenns ¥ 1O MKy < 23 macTor/ s

{Beauxuit o em > 100 s 25 MKM < 3 qaeToR/sa

Serility Sterile complies

CreprabiicTs. Cremuno Bianosime

Bacterial endotoxing Notmore then 1.0 WUl complies
 BaKkrepluini eHAOTORCHIY He Gianie 1.0 MOMa sionizas

B.Braun Melsungen AG
Quality Control

B Bpayn Measaynren AU
Kourposs Axocri
Doerthe Feuersenger
Hopre Doepsencep

Lesudiatien s
ereby certfy that th

aben e dormetion s authesty and seewrate. This biteb of product Bus hees manulaoneed. wcludig
fabelling and guality vontral ar i OB uil s with e GMP reguirements of te k
aved with the speedivasions 1n the Marketing Auth gocouniy The b pricesang. pachag
were seviev e and found @ be w comphumie vt

s o sepnnduxain

Hus o slirsepasyio, o matewswiens dopuses npamsnsa § rows, e cepis apodysuli Gyaa aupolicna,
BRI HAKY BHOR MIPRYBUBHN { KOHIPO, MROUTL B3 SHIREWUISMIOI SR ¥ Dol slaneslmmer 40 suvos
GMP aicnesoro pery mrapissro oprasy | eicamdixauiit peretpaniinet aoxy serrodi xpaiii-iuopreps.

Bupoluunrio, #acynas/ Mapsy vani | anasis cepli §y s soperminy 11 1 cuant nasnas, o stasostaors GMP

B. Braun Melsungen AG
Quality Assurance
b.bpayn Memayuren AT
e— B Axocri
-~ f e

Date - 2022-04-21

: Fl }
B. raus 8 Emg i w Jara

Hespitet Care

Dr. C. Rack, Qualified Person.

BIBRAUN

v End of Certificme***
Kinenn coprwivary
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