JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

01.01.2026 Ne 65609/26/10

APUKCTPA®
(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
po34HH A iH'ekuii, 2,5 mr/0,5 ma; no 0,5 M y nonepeaHso 3anoBHeHomMy mmpuni; no 10
INPHIIB Y KAPTOHHI# Kopo6ui
(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenns UA/6804/01/01 crpox nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 0221 KinskicTs BBe3eHOrO Jikapeskoro 3acoby 18
BupoGuuk Acnien Hotep Jlam e bonnesuis, @paniis
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro koutposo six 01.01.2026 Ne 4051/1.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.
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Bunano:

Acnen Horep Jam ze bouaesins

1 pro ac 1'A6Gac

76960 Horep lam ae Bonaesib,

Dpannia

Ten.: (33)235143400, ®axc: (33)235143426

Jlororun Acnen Horep lam ae bonzesino

Kpaiua BupoOunk:

CepTtHdikar sKocTi

Opanuis

Homep ceprudixara
302315/0221

Jara ceprudikara
23-m0BTHA-2024
Tosap/nara 3aMoBJieHHs Ha
KyIBJIO

He sacrocosyetbes
Topap/nara 10CTaBKH

He 3acrocoByerbes
Toap/naTta 3aMOBJIEHHS
Heszacrocosuuit

Homep knietra

He 3acrocoByeTnes Cropinka
132

Mpoaykr: APUKCTPA® 2,5MTI" 10SPR UA
Koa rosapy: 302315

®opma Bunycky: Posuun ang in’exuiit - 2,5 mr/0,5 mi
Posmip/Tun ynakosku: 0,5 M1 y nonepeaHso sanopuennx wnpuuax Ne 10
Cuaa/notenuin: | wnpun (0,5 ma) Mictuts poHgamapuHyKey HATpiio 2,5 M

3anBa npo ceprudikauilo:

Llum 5 3acBinuyio, uio Hasenena Buute inopmauis € focToBipHOIO Ta TouHOIO. Ll napTia npoaykry 6yia

3i6paHa/Bwrmomeua, BKJIIOHAIOYH HaKyBaHHH/MapK)’BaHH}I Ta KOHTPOJL AKOCTI Ha BMILC3a3HAUCHHX

Ainsukax(ax) y nosuili sianosinHocti 1o Bumor GMP Micuesoro peryfsTopHOro opramy Ta o
cnemudikaniii y sinensii wa npopax kpainu-iMnoprepa / ¢aitny cneundikaunii npoaykry ans
ROCHKYBaHUX jlikapchkuX 3aco6is. [IpoTokoay BUpoGHULLTEA, YIAKOBKM Ta aHani3is 6y nepesipeni ta
BU3HAHI TaKMMMU, 110 Bixnosigaiots Bumoram GMP.

Howmep cpinoursa npo peecrpauito: UA/6804/01/01 (HeoGmexeno)

Haspa, anpeca Ta nomep aiuensii AinsHKA 3 BUPOOHULTBA Ta KOHTPOJIIO AKOCTI:

Acnen Hortep [lam ne boungesins

1, pro ne 1'A66ae, 76960 Horep lam ae bouaesins,, ®panuis

Howmep niuensii na BupoGuuurso: 2023 288 1 2

Homep naprii: 0221
Tepmin npupaTHocTi: yepers-2027

Posmip maprii: 8,973 ynakosku.
Jara surorosaennn: 25.06.2024 p.

Onuc

Cneundixauin

Pesyabratn

30BHIWHIK BUSI

[Tonepeanbo HamOBHEHWH CKIAHUMH

Binnosinae

WNPHIL, 1O MICTHTh TNpo3opy abo

NPAKTHUHO

nposopy  GesbapHy

piinHy, fSKa NPAKTHYHO HE MICTHTH
BHJIMMHX HACTOK.

Inenrudikauis ponnanapunyxcy HaTpiio
merosgom BEPX

Xpomarorpama,
JLOCHIKYBAHUM

oTpUMaHa 3 Bignoginae

PO3YHHOM,

NPEJCTABNASE OCHOBHUI NiK 3 TakuM
caMHM HacoM yTpuMyBaHHA (+5%),

K

i ocHOBHMI miK, OTpUMaHHWii 3

€TANIOHHNHM PO3UYAHOM

laenrudikanis Xnopuais

[TosuTuBHA peakilis Ha XJIOPHIN

Bianosinac

{f@&fur

Jop ¥ /a’//;# /8. A AT OZ/




Bunano: Jlorotun Acnen Hotep Jlam ne bonnesins
Acnen Horep [Jam e Bouaesins

1 pro ne 1'AGOae

76960 Hotep lam ne bouaeis,

Dpauuis

Ten.: (33)235143400, dake: (33)235143426

Cepruikar skocti

Howmep/[lara ceptu(ikara Cropiuka

302315/0221 / 23-xosTHs-2024 232
Onne Cneundikanis PesyabnTatn
3oBHimHil BUrAAL PO3UHHY
po3opicTs OnanecuentHiit He Ginblue, Hix <RI

KoHTpOJIbHA cycnensis 1T

Konip Bes6apsunit (e Sinbue BY) <B9
pH 5,8-8,0 6,0
BurarysansHuit 06'em He menwe 0,50 mn Binnosinac
Mpoayxrn posnapy meroqom BEPX
3a3uadeHi NPOAYKTH po3nany
SR 94610A He Ginbure 0,150 % m/m 0,055
Rrt=0,35 He Ginviue 1,0% a/a 0,6
GSK2128155A He 6inbie 0,3% % m/m D<0,3
Rrt=0,8 He 6insie 0,8% a/a ND<0,1
Rrt=1.2DP He 6insue 2,0% a/a 0,6
Rrt=1.26DP He 6inbuie 0,10% % M/m 0,02
Hesusnaueni npoaykry posnagy (koxen) He 6insme 0,5% a/a Bianosinae
CymapHi npoyKTH posnany He 6imse 3,0% 14
Binnni cyangar-ionn (%) 3a BEPX He 6inbure 0,50% 0,06
CrepunnHicTh Bianosigae Ph. Eur aGo USP Bianosinae
BakrepianbHi cHIOTOKCHHU Menue 3,3 EU/Mr <33

douganapuHyKe HATPilO
Teepai HacTKH

Yacruuku >= 10 MKM He 6Ginsie 6000 152
Yactruky >= 25 MKkM He Ginbue 600 <1
Busnavenns GouaanapuHyxcy HaTpito 4,75-5,25 mr/mn 4,98
meroaoM BEPX (95,0%-105,0% 3aspnenoro Ha

ETHKETIL)

Mapris cxsancua Mazapi 3EMIHI, 23.10.24

YnosuosaxeHa ocoba nionuc



Issued by:

Aspen Notre Dame de Bondevifle

1 rue de I'Abbaye

76960 Notre Dame de Bondeville,

France

Tel: (332351423400, Fax: (33)235143426
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Gountry of the manufacturer :

4 Certificate of Quality
France

Certificate Date
23-0CT-2024

Purchase order iteam/date
Not Applicable

Delivery tem/date

Not Applicable

Order tem/date

Not Applicable

Customer number

Not Applicable

Certificate Number
3023187 0221

Page
1of2

Product: ARIXTRA® 2.5MG 10SPR UA

Product Code: 302314

Pharmaceutical form: Solution for Injection - 2.5 mg/0.5 mi

Package 8ize/Type: 0.5 miin pre-filled syringes N2 10

Strength/Potency: 1 syringe (0.5 ml) contains 2.5 mg fondaparinux sodium

Certification Statement:

i hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging / labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country / product specification file for
Investigational Medicinal Products. The balch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP,

Registration certificate number: UA/B804/01/01 (unlimited)

Name, address, License number for manufacturing and quality control site:

Aspen Notre Dame de Bondeville

1, rue de I'Abbaye, 76960 Notre Dame de Bondeville, France

Manufacturing license number: 2023_288_1_2

Batch number: 0221 Batch size: 8,973 packs

Expiry date: JUN-2027

Date of Manufacture: 25-JUN-2024

Description

Specification Results

Appearance

ldentification of Fondaparinux
sodium hy HPLO

Identitication Chiorides

Pre-illed glass syringe containing a
clear to practically clear and colorless
liquid, practically free from visible
particles

The chromatogram obtained with the
test solution presents a main peak
with the same retention time (£5 %) as
that of the main peak obtained with the
reference solution.

Complies

Complies

Positive reaction on Chlorides Complies
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Certificate of Quality

Certificate number/date
302315/0221 1 23-0CT-2024

Description Specification Results
Appearance of solution
5 onaleacart S fafaidns B

Clarity Mot morc'. opalescent than refersnce i

sugpension il
Color Colorless (not more than B9) <39
pH 58-8.0 5.0
Extractable volume Not less than 0.50 mi Complies
Degradation products hy HPLC
Specified degradation products
SR 24610A Not more than 0.150 % w/w 0.055
Rrt = 0.35 Not more than 1.0 % a/a 0.6
(58K2128155A Not more than 0.3 % wiw =03
Rrt=0.8 Not more than 0.8 % ala N3<0.1
Rit=1.2DpP Not more than 2.0 % ala 0.8
Rt = 1,26 DP Not more than 0.10 % wiw 0,02
Unspecified degradation products (each)  Notmore than 0.5 % a/a Complies
Total degradation products Not more than 3.0 % 1.4
Free sulfates ions (%) by HPLC Not more than 0.50 % 0.06
Sterility Complies with Ph.Eur or USP Complies
Bacterial endotoxing Less than 3.3 EWmg of

Fondaparinux Sodium < 3.3
Particulate matter Not more than 6000 152
Particles >=10 yum Not more than 600 <1
Particles »=25 um ’ )
Assay of Fondaparinux Sodium by 475 - 525 mg/mi 4.98

HPLC

7
(95.0 %~ 105.0 %of label claim)

Batch Approved by

Qualified Person
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