Déﬂ

JEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOFBIB TA KOHTPOJTIO 3A
HAPKOTHKAMMH Y KHIBCHKIN OBJIACTI

npos. Ceitmunol Hagii, 3, M. Kuia, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa €JIPTIOV 37078774

BUCHOBOK
npo #iKicTh BBE3eHOTO B YKpPaily JikapcbKoro 3acoly

05.04.2024 Na 15355/24/10

MMAPAIIETAMOJI b. BPAYH 10 MI'/MJI

(walimenysanns Aikapchxore 3acoby IrinHO 3 peeeTpauifingM NOCBIYCHHAM)
po3uny ang indviiii, 10 mr/ma; mo 100 mn y dnaxoni; no 1) dunaxosnis y kapronnili xopobuti

(hopra BUNYCKY, JOIVBARHE, SO NAKYBAHMA JikapcLxoro 3acoly)
Homep peectpauitinoro nocsinwenns UA/17143/01/01 crpox ail peecrpauitinoro nocsinvenns 01.01.2099
Cepin nixapcrxoro zaco6y Ne 24074450 KinskicTs BBesenoro Aikapenkoro sacoby 9438

BrpoGuux b. Bpayx Menikan CA, Icnanis

(nafimcuyeating srpobauKi 1ikapewkoro 1acoly, kpalia NONOIKEHKA)

Baeaenio B Ykpainy TosapucTho 3 ofmexenoro sianosinansnicrio "B.Epayn Mealkan
Yrpaina”, laent. wox: 36798085

(HafimeHysanua Ta koa 33 €/IPTIOY wpuaninor ocobu abo npissmmie, iv's, no Gamexoni Qizwunot
ocobn - nianprenua, T Micue APOXHRAKIA T8 PeecTpauifinnk noMep 06nixosol kapTxi MaTHIKA
nogarxis abo cepin TR HOMEP NaACnOpTa)

[TpoTekon shyuaLhore konrpomio sia 04.04.2024 N 0767/1.

33 pe3yaAbTATAMH  ICPKABHOTO KOHTPOMO BCTAHOBACHO, WMo dikapeekmit  30¢i6  macsedo e Ypainy 3
AOTPHMAHHAM srMOT 32K0H0OAZBCTEA tloao JabeanieyeHna AKOCTI Nikapewkux 3acobin,

% - Onnra EPLOMEHKO

{nlanic) {iniviany T8 nplbastute)




B/BRAUN

B.Braun Medical SA,
Carretera de Temrassa, 121,
08191 Rubi (Barcelona),

Spain
Certificate of Analysis
CepTHdikar ananily
Brand name : Paracetamol B.Braun Page 1of3
‘Toproba HasBa: 10mg/ml Cropinxa 133
Iapaueramon B.5payn Importing countries: | Ukraine
F0mr/man Kpalina-imnoprep: Vxpaina
Material number : 3653697 Batch number : 24074450
Homep MaTepiany Howmep cepii
Manufacturing 3084-E Product Licence No : | UA/17143/01/01
authorization No: Homep
Howuep niuensii sa peecTpalifinoro
BHPOOHHIITBO: MOCBiTIEHHA
Strength / potency : Paracetamol 10mg/ml Manufacturing date: | 15.02.2024
Cuna / akTUBHICTH Tapaueramon 0mr/mn Jlata BUpoOHHLTRA
Package size and type : | Vials 100 ml x 10 Expiry date : 012026
Tum i posmip Onakonn 100 Ma x 10 ‘TepmiH npupaTHOCTI:
YHAKOBKH
Dosage form : Solution for infusion Release Date: 27.02.2024
DopMa BUTTYCKY Pozuun ana ingysif Jlata BHOYCKY
Manufacturing site : B.Braun Medical SA, Product licence B.Braun Melsungen AG,
BupoGHuk: Carretera de Terrassa, 121, holder : Carl-Braun-Strasse 1,
08191 Rubi (Barcelona), Spain | Bnackmk 34212 Melsungen, Germany
B.Bpaya Megaixan CA, peectpauiiitoro B.Bpayn Memssynren Al', Kapn-
Kapperepa ae Teppacca 121, NOCBi A EHHA: BEpayn-lltpacce 1,
08191 Py6i (bapcenona), 34212 Menzayuren, Himeuyuna
fermania
Specification : PFS-07810 Released quantity : 173 670 vials
Cneundirauia BumyiieHa kinekicts: | 173 670 duiaxonis
GMP certificate No: NCF/2013/001/CAT Released quantity 17367
Na ceprudikary GMP: {packs): 17 367
Bunymera KinekicTh
(ynaxoBox):
Characteristic Requirement Result
XapaKTepHCTHKH Bumorn Pe3yanTaTt
Appearance of solution Clear and colourless to slightly pinkish-orangish complies
3oBHImMHIA BHIAR, solution, (perception may vary) practically free from Bianosizae
particles
Tpozopuit i GeaGapeuuit po3aHH G0 pokenO-
MOMBPAHIEBOro KONLOPY (COpPHRHITTH MoXe
IMIiHIOBATHCR), BiLHAM BiJl JaCTOUOK
Extractable volume Not less than the nominal volume of the container complies
06’ eM, IO BHTAAETRCA HE MERIIE Bi HOMinANsHOrO 06’ eMy XOHTeHEpa pinnosizae
Identity Retention time, in the Assay, the chromatogram obtained complies
Inentudixauis with test solution shows a peak with the same retention Binnosinae
time as the peak of paracetamol in the chromatogram
obtained with Paracetamol standard solution L
ac yTPHMAHHA HA XpOMaTOrpami 3 PEEHOT o o
posuMHy BiANOBiAAE TaCY YTPUMaHHA /-/ mb@x ;.'{ e L%
CTAHAAPTHOrO POIYHHY MapaieTaMol l, > 4
UV-Vis spectrum, in the Paracetants s:ﬁx,hﬂ{c\ {.:N 1VisB 12, e 2 (oA
spectrum obtained for Paracetamd/ p& test solution, \s p-a
shows a spectrum qualitative iden; mlﬁ\ﬁgﬁw' ":UI- » % »i
My, e - = &
obtained in the Paracetamol standird solutibe? © /,3 g .
Crexrp UV-Vis sunpoSysanoro pofaiuiy nosusen GyTH ., Ve NS,
inesraanum criextpy UV-Vis craniiipr 070 POSHMHY . ) N/ N b o
.,, sciies Soal ol W Oa, syl “C
NApaALETAMONRY 3181\ /\ N 13
pH 45-5.3 \\Qmm w1 5.3
BIBRAUN
B, Braun Medical, 5.A.
taeterrde Terrarse 2t
;m Ruty {Barceiona)

Tal. 93 586 62 oo*




B/BRAUN

B.Braun Medical SA,
Carretera de Terrassa, 121,
08191 Rubi (Barcelona),

Spain
Certificate of Analysis
Ceprudikar ananizy
Brand name:; Paracetamol B.Braun 10mg/ml Page 20of3
Topropa Ha3Ba: Mapauetamon b.Bpayn 10mr/ma Cropinka 233
Importing countries: | Ukraine
Kpaiua-imnoprep: Vipaina
Material number: 3653697 Batch number : 24074450
Homep matepiary Howmep cepil
Characteristic Requirement Result
XBpaKkTepHNCTHKH Bumoru PeiyaeTar
not more intensely coloured than reference
Colouration of solution solution B7 complies
Crynine 3abapeneqts Bignosinae
3afapRIeHHA POIMHY He HOBHHHO GyTH
iHTeHCHBHIlIE YHM Y STANORHOrO poIunHy By
complies
<8td I Ph. Eur. Biznosinae
Clarity and degree of opalescence
ﬂpogpiﬂh Tgarcwning:onanecueuu?r S Braupapriony posandy 1 Capl. Papw
Subvisible particles . :
Small volume parenterals (< 100 mi per 210 pm = 6000 part:f:lw . comlf!er complies
container) Ed 25 Him b 600 pmlcles / container anosinae
MexaHivgi BKIIOYEHHA HeBRIHMi
3 po3Mipom qac‘mnoxi ;g MRM > 10 Mxm < 6000 yacTowoK/KOHTEHHEP
3 pOIMIPOM TACTHHOK > 25 MEM
(S?I 00 3?‘ 12 xoHTeliuen) = 25 MM < 600 yacTouok/koHTElHED
Related substances
Cyniposinni noMimsu
4-Aminopheno! 20.05% 0.001 %
4-AMiHodeHon
Paracetamol Dimer <005 % 0.032%
[Napauetamon AuMep
Impurity RRT: 4.2 <0.05% 0022 %
Howmimxa RRT:4.2
Any other single Impurity 20.05% 0.005 %
ByZe-ska  iKIIa OAMHWYHA  HERIZOMA
AOMIIIKA
Total Unknown Impurities £0.15% 0.027 %
CyMa HeBinoMHX TOMILIOK
Total Impurities £0.25%
CyMa Beix JoMimox
Sterility Controfled by approved real time
C'repmmaim release testing,

TIpOKOHTPONEOBAHO JATBCPINCHIM TCCTY
POXEMI PCANEHOTO Yacy

i =
e\

Bacterial endotoxins not more than 1.5 LU./ml . gablic

BaxrepianbHi eHACTOKCHH He Ginpire yum 1,5 MO/Mn & e

Assay ‘L" Ty

Kinsxicne BH3HadeH A e

Paracetamol 9.5-10.5g1 S

ITapaueramon 9,5 -10,5 r'n \
B/BRAUN

B, Braun Medical, S.A,

de Terrassa, th
o811 Rubl (Barcelonal

Tel. 93 586 62 00°




B/BRAUN

B.Braun Medical SA,
Carretera de Terrassa, 121,
08191 Rubi (Barcelona),

Spain
Brand name: Paracetamol B.Braun 10mg/ml Page Jof3
Toprosa Ha3ea: Mapsuerasmon B.Epayn 10mr/ma Cropiuxa 333
Importing countries: | Ukraine
Kpaila-iMnoprep: VYypaina
Material number: 3653697 Batch number ; 24074450
Howmep marepiarny Homep cepii
Characteristic Requirement Result
XapaKkTepUCTHKH Bumorn PesyanTat
Citrate 0.97 — 1.07 mmol/l 1.04 mmol/l
Usrpar 0,97 -1,07 MMoms/n MMONL/1T
Mannitol 36.1 —39.9 mg/mi 37.2mg/ml
Maziz 36,1 -39,9 Mrun Mr/Ma
men

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging /labelling and quality control st the above-mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The baich
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3adea npo cepTngmiauiie
Uum ® niarsepioxyio, 9ro bHmewasencna indopaanis npasunsha | vrouna. [fa cepin npomykuil Gyna aupoGnena,
BXMOYAIOUH NAKYBHHA/MAPKYBAHHA | KOHTPOML RKOCTL, HA BHINeza3naveHil Ainshuni y nosuilt ianosizHocti fo BaMor
GMP micnesoro peryasTopHoro oprary i cneundixacilt peecrpauiftnol aoxysmenrauit xpalau-iMmnoprepa.

BupoOHruTso, nakysanis/MapxyBaHis 1 anania cepii 6y neperasuyti i BusHani Takumu, 1o pignosinaete GMP.

BIBRAUN

un Madicel, SA.
33::«- de Tertassa, 1
o810 Rubl {Barcalona)
Tel. 93 586 62 oo

**#*End of Certificate***
Kineus ceprudixary
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B. Braun Medical SA
b. bpayn Menixan CA

Qualified Person
Ynosaosaxeua ocoba

Date / laTa 14.03.2024
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