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BBRAUN e T

SHARING EXPERTISE 1023, Crissier,
| Swizerland
Batch Release Certifi cate
Ceptudikar aHanlzy
Brand nome ¢ GELASPAN 4% Manufaciuring authorization No: [ 1006577
Toprosa Hazsa; FENTACITAH 4%; Houmep aivesnil na
BHEO :
Material number ; FEG6D593 Barch number : 243527651
Homep MaTepiany: Cepin Ne:
Importing cauniries Ukraine Product Licance No- UA/1 3871401701
Kpama-iunoprep: Vipaina Homep peccrpaiitingro
NoCRlaveHHL:
Strength /potency | 4% gelatine + electrolytes Manufacturing date ; 2024-08-27
Chnafautnanicry; 1% KEABTHHY + enexTponith Hata BHPOGHHIT R
Package size and type ; Vials polyethylene 500 mf x 15 Expiry date ; 07.2026 ’ i
ini i Dnakeny noaieruaeitosi 500 Max 10 |Tepmiy NpHaaTHOCT):
Dosage form Solution for Tnfusion Release date; 18.09.2024
v Posuni ans ingyin Jara winyexy; .
Product licence holder : B.Braun Melsungen AG, Manufacturing sitc « B. Braun Medical $4,
Baacuuk peccrpouiinore Casl-Braun-Strasse |, 34212 BrpoGinva ainkrawg Route de Sorge 9, 1023 Criesfer,
nocsiaenms; Melsungen, Germany Switzerland
B.Gpayn Mentayuren AT H B.Bpayu Meaukan CA,
Kapn-Epayu-ulrpncc: 1,34212 Poyre ae Copre 9, 1023 Kpueac,
Mensayiuren, Hiseynupn Weelluapis ,
GMP certificate No ; GMP-CH-1002873 Relezsed quaniity ; 10800 PC :
Cepridukar GMp: Binyisena kinukicry: 10 80D dnaxonin !
Specification ¢ PFS-03430, version 04 Released quantity (packs): 1080 H
Creundirapia: Bunywena kinixicrs 1 08¢ H
(ynakonox}: i
Performed conirols Limits ’ Analytical results Test Procedure - :
[poseacsiit konrpons Hopmu Anonimyni Peayasvery  |Tecrosi npourayps .
Exlractable volyme not less thar nominef volume of the conlainer - complics PH.EUR. i
O6'em, wo BrtaracTscy HE MEHIWE HoMiHanRHOrD o6'cuy KOHTeHHopa sianopinae '
Appearance of solution Clear and siraw-coloured solution practically free from complies - PH.EUR.
articles '
Onme pozuuny gpo:mpun POIUHH CO10M A10TO KOMBOPY , NpaxTHiND Ge3  Isianosinec
STOPOINIX HACTHHOK
Identifications
Laenrudikouin : i )
Sodium, polassium, the identity of sodium, potassium, ealcium, magnesium, tomplies - TP 0303, 0304,, '
calcium, magnesium, chloride and scetule are Biven by each specific assay: 0306, 0326, 0327, :
chlaride, acetate ) . ) 0608 ’
Havpitt, xanisi, xaasuiii, MOBNHEH BHTPHAY RATH BUMOrH, SK3RINTICHO ¥ polgini sinnosinac
marHii, xnopuam § auerary «Kinskiche smamavennsn AL1A KORHOTO KOMNOREHTa
Succinyloted gelatin must comply cgmplin ) TP 0522
Keantun cycunsinbosanuit NOBHHEH Bianobinati awmorai Bianonizae
pH =77 7.4 ’ PH.EUR,
pH .
Begree of colouration of  |not mote intensely coloured than reference solution BY4 camplies PH.EUR,
solution :
Cryniis 3aGapeneuna ke Giasut iHTeHcHBHO 3aGapancandl, uiv pedepertmn Blanoeigac
Po3dHRY podtin BY4
Clarity and degree of must be clear (< | NTU) . <l =
opnlescence
Nposopicrs i erynine ROBHHEH GYTH NpoaopHy (< | HOM)
onanccueHuiT

-
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: B.Braun Medical 54,
BIBRAUN otk s
witzeslan

Batch Release Certificate
Ceprudikar aHanisy

Brand name ; GELASPAN 4% Crop. 232

Topraea Hoden; CERACTIAH 4%

Material number FE60593 Balch number: 243527651
OMep Marepiany: Cepig No-

Performed contrals Limits Analytical results Test Procedure

Nposegewut KOUTpOnL Hopmu Aanimirgpi betymrayy Tecros] npotenypy

Subvisible parjcles = 10 pm 2 25 panticles/ml I particles/m] PH.EUR,

Large volume parenterals 225 pm < 3 partictes/m( 0 particles/ml

(> 100 ml per confainer)

Mexauivni santorenng aam 2 10 MxM < 25 wacTorfun I 4acTokiun

kanrelinepie remikoro 225 kM < 3 vacrorhun 0 uecron/un

o'cuy (Ginbiue 100 ma)

Sterility must be steriie complies PH.EUR,

Crepunbhicrs, NopHKeH Sy TH crepuntLimm sianosinag

Bacterial endatoxins not mare than 0.25 [U/m! 0.10 1IU/mi1 PH.EUR.

Egkrepianuui enotokciny e Bigwvute 0.25 MO/ MO/un

Averagemolecular weight |23 000 — 30 000 Ranston 23 800 Aanston TP 0672

Mw (Dalton)

Cepeann Monexyny pHa
Maca Mw Cdansyon)

Assay }

Kinbkicue sinnavennsg

Succinylated gelatin 38,0~ 42,0 g1 : 39.7 g1 TPO37|

Henavis cyxustninsonnfi i rin

Sodium 143.5 - 158.6 mmoln 150.6 mmoin TP 0303

Hamiti MMonL/a : Mmoas/n

Potassium 3.8-4.2 mmall 3.9% mmoll TP 0304

Kanift MmO/ MMOnRy

Caleium 0.95 — 1,05 mmoif ) 0.98 mmol]] TP 0326

Kansnuiil MMOnb/g - . MMons/n

Magnesium 0.95 — 1,05 mmol/ = 1.00 mmola TP 0327

Marnitt MMORR/n MMosaw/n

Chloride 97.9~ 108.2 mmol/f 163.1 mmolt TP 0306

Xnopaau MMOAL/R MMonL/n 2
Acelnle 22,8 ~252 mmolA 24.5 mmol] TP 0508 ~ ‘
Auerarn NMOaLa 3 Mutoatin .

U a nimrecpaxyio, wro RueHasencka iMdopmanin npasimsia { Touna. Lia copia MpoaykUiE” Syne SipoGuens, BROTIHOYK
RaKyeHRA/MApKYBRINN | KOHTPONL XKOCTH, HO BHUICIDIHAYeHid nim.lmgl ¥ noawif sinnowiznocri ne . enmor GMP Micttesoro
peryniropuoroopranyIcn:umbiuauin PeECTpaifinoT AokyMerTALH kpalHi-Danopreps, e

BupoGizruo, nekyvara/Mapxysanns | ananiz cepil Gy MeperaxiyT i ersnanl Taknmi, fo EianosizaroTs GMP.

B, Braun Medjca) 5A
B.Bpayn Menixan CA

Mo it e
Markus Lymann;

Date / flata
24.09.2024

***End of Certificatz? 24
Konext cepradukare
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JEPKABHA CJIYIKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIH OBJACTI

npos. Ceitnnunoi Hagit, 3, m.Kuis, 02099, ren/thake: (044) 5764041
E-mail: dis.ko@dls.gov.ua, Kox €PIIOY 37078774

BHCHOBOK
PO AKICTL BBE3eHOrO B Yxpainy xicapenkoro 3aco6y

03.02,2025 N2 2213/25/10

TEJIACIIAH 4%

(naiimenysanng sikapeskoro oGy 3rioHo 3 peceTpaLiiinnyg nocsiernAM)
P34 At idiysiii; mo 500 s y durakonax noaierinenosix; mo 10 duaxouis ¥ ®aprouuiit
Kopodni;

(thopan Binycry, A03yBANIA, BIrA NAKYHAHIR NiKapckKoro 3ae06y)
Homep peectpaniiinore noceizvenns UA/13871/01/01 CTpox Aii peectpausiiinoro mocainvenns 01.01,2099
Cepix nixapenkoro 3acoby Ne 243527651 Kinsxicts spesenoro nikaperkoro sacoy 1080

BupoGuux B. Bpays Menukan CA, lseiinapis
(snitmenysania snpoBinka Nikapenkoro aacoGy, kpaTin noxonxenns)

Breseno B Vrpainy ToBapierso 3 o6mesxenomn sinnonizanuuicTio "B.Bpayn Meniran
Yxpaina®, inenr. xon; 36798085
(nafimenysasnm 1a xon 33 EJIPHOY 1opunHyHol ocofin abo npiseuwe, iM, Mo Gatekao] diznunol

ocobH - nianpremus, it Micue NpORHEAINR T2 peecTpauitiiiii HoMep obnikosoi KAPTKIt MIATHIKA
nonaTkie 450 cepis Ta HoMep AacnopTa)

Tporoson sisyantuore koutpomo eix 24,01.2025 N 0151/ 1,

3a  peayneTaramu ACPHABHOTO  KOHTPONIO  BCTANOBAGHO, M0 nikapcrxiii  3acif  seesenmo B VrpoTuy 2
BOTDHMANHSIM ninor 3akoHOTABCTED oo 3abeIncucHns aKocT nikapeerkx 3acobis,

{nianuc)
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