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B.Bravn Medical 3A,
Carretera de Temassa, 121,
BEID1 Rubi (Harcelona),

Spain
Certificate of Analysis
Ceprudixar ananizy
Brrand naene Paracetwmncd B.Brany Page Lafl
Topross esna g fmi Cropinga 133
Faganeremen BEpsye Importing countries: | Ukeaine
FGngminei Kpaima-imrapren: Yiepuina
Iaterint nuraber ; 3453697 Batch nunber 24074430
Homgp »arepiany Homep cepil
bManfeoturing HRL-E Product Licence No | UA/IT143/01403
authorization Mo Honesp
Howmep minemsii ga PRECTPARIHAOTY
BUPGARRLEYBO: NoCEipuenna
Btrength / potensy - Paracetamol 18mg/mi Mamnfacturing date: 15.02.2024
Crng / arTnsoicTs Hapaneraston 10Mriun Hara srpoBHENTES
Packags size and type ¢ | Vials 100 ml x 1D Expiry date - 01.2026
T i pormip Draroay WG sy 1 Tepmin npumarnoeti:
YEAKOBAN
Dosage forn ; Solution for mfmsion Release Date: 27.02.2024
Fronu BHIGKY Poswun mrer hyaii Hats Biveky
Manufacturing st B.Braun Medical SA, Product Heeneoe B.Braun Melsungzen ACG,
Bupobenk, Carraters de Termssa, 121, holder: arl-Bravn-Sivasse 1,
031%1 RBubl (Barcelona), Spain | Bascusx 34212 Melsungen, Germany
b.Bpays Meplxas CA, pecctpRRiinors: B.bpayw Memayurew AL, Kapu-
Kapperepa fo Toppaces 121, nocui Ay Bpayu-tilrpaces 1,

DB 191 Pyii {Bapcenmsa),
Tenanis

34212 Mensayures, HiMewuana

Specification ;
Crieusfinaiga

PES-{7530

Releasad quantity

BryingHa KilbKITh:

Y73 670 vigly
}73 670 durrouin

GMF cartificale Wa:

He ceprudrinary GME:

NCFRHINOV/CAT

Released quantity
{puchsy

Brnymers xisuicts
{yoanoguK);

1Y 367
I7 367

Characteristic

HADAKTEPHCTHRE

Hoeguirement
Butrenye

Result
FLIyALTaT

Appearance of solution

Jopailkid sEvnag

particies

LClear and colouriess 1o slightly pinkish-orangish
solutian, {perception may vary) practically free from

Tipozopul | Gestiapemmii posan Grine pomest-
NOMBHNSE0TD KoY (CupHlHrTTs Mome
IMIEORATHCR), BLILHNE Bil YACTOUOK

comphics
Bilronigac

Extraciable volume

OE"EM, LS BUTRIGETRCH

Mot less than the nominal volame of the container
MO MENUES Big BORIRanbHre o6 eMy ROHTERRGER

complies
slnoainae

identity
{aerrdikain

EIEPALKETRMOTTY

Retention tiome, in the Assay, the chrorstogram obtained
with fest sobution shows a peak with the same retention
timse 45 the peak of paracetsmaol in the chromatogram
obtained with Paracetamnl standard solution

Yac yiprmasns 83 xpoMarorpasi sunpedyinmors
POTUHEY SIIORINAC VACY YIPHAENER HL XPUMATOrpamE
CTAHEANTHOTO POIHHEY NARRLOTI0NY
UV-Vis spectrum, in the Paracetaniol Assay, the UV-Vig
spectrum obtalned for Parscetamol peak in test solation,
shows a spectrom qualitative identival to UV-Vis spectium
obtained in the Parscefama] standard solution
Crexrp UV-Viz sunpolynanoro posvHay nosunges SyTe
inenrRmma cnmrpy UV-Vie sranpmaprraoro posdsy

complics
sinnmopizas

i

4.5-5.5
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af1gy Bub {Barcelanal
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B.Bram Medical 34,
Carretera de Terrassa, 121,
Ga1%t Rubi (Barcelona),

Spain

Certificate of Analysis
Ceprugivat aganisy

Brand pame: Paracetamol B.Braun 1dmp/md Fage 20f3
Toproza maisa fhapaueramen B.bpeyy 18mrfun Cropiika 233
tmporting eoumiriesr ) Ukragine
Kpuina-ivooprep: Yupalua
baterial smumber; 3653697 Batch mmber ; 24074450
Hesen Marepiary Honegs cepit
Characteristic Heguirement Regult
TR e pUeTHER Basora Pexynerar
not more intensely coloured hen reference
F Cotouration of solution anlution BY complics
Crynide sniapsrisig _ sinrpesize
] (ARENEREA POHIEY HE oaen Sy
IHTERCHRTIG YAM ¥ STAM0HHOYD pasvuny Br
complies
=56 1 Pr. Far, planoeinas
Charity amsd degrees of opalescenos e
FIpCI0picTh T2 c:vyrznﬁ:. CHEnECLenyT < Cramzapeora posany § Cup. Paps.
Subvisible particles N . . s
Small volume parenterals {5 100 m per 210 yim 5 6000 particles / container complies
container) 225 um < S particles / container BUABOBYIRE
Mexaingi BBOYEHHT HORR M
4 pmm%pim! '{a{ﬁT‘[iHOKZE H:’t KM 2 1 axs 2 6000 saerononkowalinep
"%PE.“,'{‘MJPM VACTRUDK = 25 it = 25 s S 600 vavtononkoselinep
5 100 Mi 42 goRToliBep)
Related mibstances
Cyeponizel posim
4-Arminaphens] =0.05 % D081 %
d-AninodieHon
Paracetamol Dimer <003 % 4032 9%
Flananerasl Nsipien
Impurity RRT: 4.2 =005 % 0.021%
Monirtna BT 4,2
Any other gingle Impurity <003 % 00505 %
- Bymees IHEIZ ONBHOMMR  Hemigoma
SOMEHRR
Total Unimown Imparities <0.15 % 3627 %
Cysre BERIHOMEK Jominng
Total Impurities <0.25% L0354
Cyma soix aoMimeg
Sterility Contruiled by spproved read Hme Complizs
{_}h—:p;gﬁ,”ig'[-g, relense testin B
]'Eptaztm':rponmmno ATTHE[HIKCHMA TR EY NI It Blasiesinas
PENEAE FESARHOND YaCy
Becierial endotoxing nof more than 1.5 LU./mi eomnplies
banrepitinehl BHADTORCHHE He Sinsane w15 MO BB AL
Aszay
Kimsxicae paasnyesig
Paracetaraol 5.5 - 10.5 gt 0.8 g1
lapansranon &5 -10.5 vy 1
EODSORNARH
% §
B BRAVN ®, Bya Medioat, 5.5
Cupsetiea de Terrases, 131

gt Aubf ISArcRInnY]
Tl o3 586 $2 a0




B.Oraun Madical 84,
Carretsra do Terrassa, 121,
OEIO1 Bubi (Barcelona),

Spain
Brand namea: Pavacetame! B.Brawe {0mpfml Page Iofl
Topross Hazea; Hapauemsen B.Bpryn M Cropiaxa iz3
Importing eountrios: ¢ Ulrsine
Hopaipa-iMnopren: Vennaisa
. & 7 ~ . &
Material nomber 3633657 Baich rmml_:ﬁer : 24974450
Homep mateplany Honsep copil
Characteristic Beguirament Hesull
X AR T epWR TR Bumern Feryanar
Citrate 0.597 — 1.07 samoiil 104 mmaokl
Uurpar 0,87 -1.07 mwonniy MMONS/
Mannitol 36.1 - 399 mg/ml 37.2 mg/mi
Maniy 36,1+39.9 Mrfom M/
Cerilfination statemsnl

i hoveby oo

By that the above informathw 1S suthentic and sccurste. Fhis bateh of product has been manufaciured, inchading

peckaging ‘labelling end quality control at the sbave-mentioned site in fisll compiance with the GMP requireimness of the
[neal Repuiatory Authorkty and with the speeifications in the Marketing Awihorisstion of the imporing couniry, The bateh
processing, packaging and analysis records were reviewsd aid found o be in compliance with GMP.

3agza won copThukanic

Hnv r wigreeplony:o, 4To DEISHENSNCHA indopnanis npamwieis 1 toune L cepis apuonyvic Syse awpoimus,
- RIRRIOHAONE TIIRYRUHAADSYBARRY | KORTHOAE AK0CT, M3 Saeresnasenil Zimnnsnl v nospid pLasosizsocTi 2o nwsor

GMP micnepora peryasropiare opcady | cresndiveuilt peeerpanifne noxymenrauil spalnn-ivnopreps,

DupoCHumren, Takyseumu/sapaynausl { SRAHD Sepit Svas neparnenyTi | siweii TaREMA, Wwo simesinnot. GMP.
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Date / Jiata 14032024

riing of Certificata®**

Eiveim caprudisary




