JNEP’KABHA CIIYVKBA 3 JII‘KAPCBKI@X 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKINA OBJACTI

npos, CBITIHUHOT Hanii, 3, m.Kuis, 02099, Ten/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koz €JIPTIOY 37078774

BUCHOBOK
Npo AKIiCTL BBE3CNOrO B Yxpainy JiKapcbKoro 3acoly
29.05.2024 Ne 26122/24/10
FEJACIIAH 4%

(HafiMeHY BOHHA TIKAPCHKOrO sacoly ariano 3 peccTpauifinnm nocaiauenrtaM)
po3uMH ISt indysaiit no 500 may thnaxonax nonieTnaenonnx; no 10 duaxonis y KapTonmiit
Kkopobui
(dopma BHNYLKY, AO3YBAHHA, BII NAKYBAHHA JIKAPCHLKOro 3acoby)

HoMep peecTpanililoro NocsiMMeRHA UA/13871/01/01 crpox ail peecTpauifiHOro NOCBIAHEHHA 01.01.2099
Cepis nikapebkoro 3acoly Ne 241537651 KinsKicTh BBEICHOTO NliKapesKora 3ac00y 1080

BupoSuuk B. Bpayn Meankain CA, Ulseiiuapis
(nafimeryBanss BHpoGHIKa ikapeskoro 3ucoby, KpalHa NOXOMKEHHA)

Baeseno B Ykpaiiy TopapucTEO 3 00MERENOI0 pianosizansuicrio "B.bpayn Mepnikan
Yipaina'", inent, Kox: 36798085

(nafiMeHyBaLis Ta KOX 33 EPTIOY topuaanol ocoBH abv Tipizsile, MY, 110 GatproBi

dinunof ocobit « nianpueni, i Micue IPOXHBIHHA T3 peecctpauiitniit HoMep i

KapTKH [AOTHIKR nonarxis a6o cepia T2 HOMEp HACTOPT =

TIpOTOKOA Bi3yANLHONO KONTPONIO sin 23.05.2024 Ne 1472/4.

3a  pesynLTATAMH JICPRKABHOTO KOHTOMIO BCTAHORIICHO, WO mixapebkuit  3aci6 |
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! " B.Braun. Medical SA,
B l B RAU N Route de'Sorge 9,
SHARING EXPERTISE 1023, Crissier,
Switzerland

Batch Release Certificate
CepTudikar aHanisy

Brand name GELASPAN 4% Manufacturing authorization Ne: | 1006877
Toprous Hasa: FENACITAH 4% Homep aiuewsii vy
Material number FEONSY3 Batch number : 241537651
Homep Mavepialy; Cepis N
Importing countries Ukraine Product Licence No; UA/1387)/01401
K paina-impoprep: Yxpaina Homep pecerpaudifvoro

NOCHIAMEHHR:
Strength ¢ poteney 4% gelatine + electrolytes Manufacturing date 2024-04-10
CHABBKTNBHICT b 4% WEIATHHY - eAEKTPONITH Nata supoSuutrena:
Package size and type ; Vials polyethylene 500 ml x 10 Expiry date 03.2026
| PouMip i THIL Y KOBIOL Mriakonn noficTrachoni S00 s x 10 [Tepmin APRABTHOCTI:
Dosage forn : Solution for Infusion Release date: 29.04.2024
| oM BUIVERY: Potasn 4% vy il Jlara apnycky:

Product licence holder
Baackng pererpauiinoro

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

Manufocturing site
BupoGnusa ginsppus:

8. Braun Medical SA,
Route de Sorge 9, 1023 Crissier,

NOCHIAYEHHH Melsungen, Germany Switzerland
B.Bpayn Meawsywren Al b.5puy# Meauxan CA,
Kapn-Bpayw-Llvpacee 1, 34212 Poyre ac Copre 9, 1023 Kpneoe,
Meapayuren, Hivewuuna WiseRuapis
GMP certificate No ¢ GMP-CH- 1002873 Released quantity @ 10 8§00 PC
Cepruduxat GMP: BunyuieHa KiAeKicTw, 10 800 dinakonis
Specification : PFS-03430, version 04 Released quantity (packs): 1 080
Creustixauin: BHAYIICHE KIAbKICTS 1080
{ynakonok):
Performed controls Limits Anulytical results Test Procedure
[poueacnult KOHTPOIIL Hopmu Ananitwsni peayaptarn | TecTosi npouciypu
Extractable volume nol less than apminal volume of the container complies PH.EUR
Q0" FM, B0 BHTHIAETLCE HE MEHIIE HOMIRAALNOTD 00 €My kouTEHHEPA BiANOBINBC ;
Appearance of solution Clear and straw-coloured solution practically free from complics
particles
Onue posuniy APOIOPUI PO3UHH COOM RHATG KOILOPY , TIPAKTUUHO Ges  |pinnosisac
CTOPOMHIX HACTHHOK
Identifications
1 iesrrairauin
Sodum, potassium, the identity of sodium, potassium, calcium; maghesium, complics
calcium, magnesium, chloride and acetote are given by cach specific assay
chloride. acctate
Hatpii, xaitill, kaasuid, QOBHHCH BHTPHMYBATH BUMOIH, BK JAIHAUCHO ¥ po3ain BLANDBILAC
Marnif, xjopran | anerarn | «KinukicHe SHIBRICHHAD LN KORHOTO ROMIOHEHTA
Succinylated gelaun must comply complies TP 0522
Wenaaren cyRuMnineoRaHiH | noRMUEN BANDRIAATH BHMOTIM pignosisae
pH 7.1-77 74 PH.EUR.
pH
Degree of colouration of not more intensely coloured than relerence solution BY4 complics PH.EUR.
solution
Cryaine 3a0apRiIcHHs s Gl IHTCHEHBHO Jalapuienuil, nixk pedepeHTini BiAN08iAAE
poTUHHY poatun BYd
Clarity. and degree of must be clear {= | NTU) < PH.EUR.
opalescence
fipoiapicts | crynine nosnuen GyTH nposopus (% 1 HOM)
ofiaAeCue LT




B BRA

SHARING EXPERTISE

B.Braun Medical 34,
Route de Sorge 9,
1023, Crissier,

Switzerland

Batch Release Certificate
Ceprtudikar aHanisy

Brand name GELASPAN 4% Crop. 232
Toprosa Hassi: VEJACHAH 4%

Material number : FEGO593 Batch number 241537651
Hosep MaTephyiy: Cepis No:

Performed controls Limirs Analytical results Test Procedure
TIpoBe et KonTpoL Hopuut AHTHU PETYNLTATH Tecroni nPOUCAVDH
Subvisible particles 2 10 mem & 25 particles/ml } particles/ml PH.EUR.
Large volume parenterals | 28 niem % 3 particles/ml 0 particles/ml

¢ 100 ml per container)

Mexaniuni semonenss ann |2 10 Mxae < 25 wacroxiMa I uacTok/Ma

KOHTERHEDID BEIMKOrO > 15 MkM S 3 wacTok/Ma D yactok/mn

ofi"emy (Giavme 100 ma)

Sterility must be sterile complies PH.EUR.
CrepuiLiicTs NOBHHEH BYTH CTEPUTLHAM BinoBiac

Bacterial endotoxing not more than 0.25 1U/ml 0.40 1Wim) PH.EUR.
bakrepianii enzaorokedun | He Sianue 0,25 MO/a MQiMa

Average molecular weight |23 000 ~ 30 000 Jaswron 23 000 Nassron TP 0672
Muw (Dalton)

Cepeans MOACKY IIpHE

saci Mw (Jlaswrom)

Assay

IKiabKiCHE BAIHAYCHHA

Succinylated gelatin 38.0 ~42.0 g/ 39.4 g/l TPO37
Wenarns CyrupHinbonanui | ria ri s

Sodium 143.5 ~ §38.6 mmol/l 146.4 mmolA TP 0303
Harpiit MMOL MMO; 1L

Potassium 3.8 -4.2 mmol! 3.99 mmol/ TP 0304
Kaaiil MMOIBLT MMOAL/

Calcium (.95 ~ 1.0S mmol/l .99 mmol/l TP 0326
Kansulii MMOIB T AMUAR A

Magnesium (.95 - 1.05 mmol/! 1.00 mmiol/| TP 0327
Mardih MMOAL MMO

Chloride 97.9 - 108.2 mmol/} 100.4 mmol/ TP 0306,
Xaopuan MMOAL A MMOaL

Acetine 22.8 - 25.2 mmolft 23.8 mmoll

ALETaTu MMOJIL ) MMOIB/ A

Certification statement

| herchy certify that the above information is authentic and accurate. This batch of product has been manufactured, ing
Nabelling and quality contro} at the abave-mentioned site in full compliance with the GMP requirements of the local R
and with the specifications in the Marketing Authorisation of the importing country The batch processing, packaging

were reviewed and found 1o be in cormpliance with GMP,

3anpa npo ceprudiirkadio

Lluv 8 fiaTecpbkyio, 4TO suuienasedena inopmais npawwaski i touwa. Lla cepis npoaywudi Oysa  upobiena, Brmoyaloun
QAKYBHHI/MADKYBAHHE | KOMTPOZW AKOCTI, M BAWCIATHAMEHil Niwwnui y nosui pinosiasocti ao swmor GMP. micuesoro

PErY ARTOPHOYO Oprany i cocundikauiit pecerpauilinot tokyveHTauil kpainu-imnoprepa.
BUpoGHRUTEO, NAKYHANUN/MAPKYBAINN | ananid cepii Byan neperaguyTi i BUIHANT TAKUME, WO sianotitaiory GMP,

B. Braun Medical SA
b.bpayn Mexikan CA

Qualified Person
Y nonHo sakena ¢

Dr. Markus Lymann

Date / lara
30.04.2024

t*Ead of Centificate* ™
Koten ceprutpugata




