Illenasken Texnoy Papmacnrorukan Ko., JIT/I

Ceprudikar anamuizy
HOBOIIAPUH® (Enoxcanapuny natpiii 118 in'ekuii)

MOCUJIAHHS: Ph.Eur. & USP (nmotouna Bepcis)

IpoaykT: HoBonnapun ® po3uun s in’exuii (100mr

(10000 antu-paxTop Xa MO)/ma) no 0,8 ma (80mr)

y nonepeiHb0 HAMOBHeHOMY npuni Ne2

Homep naprii: AD09863C

Po3mip naprii: 10452 ynakosok

Hara icnuty: 29.10.2025 - 24.11.2025

Hara supobuunurea: 28.10.2025

Tepmin npunatHocri: 27.10.2028

PII Ne UA/9061/01/01

Bin 14.05.2018 p.

GMP ceprudikat NelWZJ.405.55.2018.MG.3

INpHLAX BUMPOOYBaHUX 3pa3kiB. [ToCTOABILN NEBHMI
nepios yacy, KONOHKa KajlaMyTHUX 4acToK HE OBUHHA
OyTu BUABNEHA Nl yac nerkoro obeprauns. Y pasi
BUSABJIEHHA BUAUMUX 4acToOK, BifibpaTu Hactynui 20
WNpUUIB | MOBTOPHTH ornsn. BunpoBysani spasku, B
sKuX Oynu BUABNEHI BUAMMI CTOPOHHI 4acTkH nin yac
TEPLIOTO i MOBTOPHOTO OTJISIAY HE NOBUHHI
NEpEeBHILYBaTH 2 LIMPULLIB.

Ne | HalimenyBaHH# CIIEHM®IKALIA PesyabTar
NOKa3HHKa
1 Onue besbapsHuit abo CBiTIO-)KOBTHI NPO30OpHil pO3UUH CBiTno-xoBTHH
IIPO30PUI pO3UUH
2 Inenrudikauin A YTBOpIoe kpemoBo-0inuii ocan Binnosinae
B MakcumanbHe norfivHaHHa 23 1£2 HM 232.0 um
C Jlae peakliito Ha HaTpiM. Binnosinae
D - CepenHbomacoBa BiIHOCHA MOJIEKyJIsipHa 4244
BapitoeThes B Aianasoni mix 3800 — 5000, 3
XapakTepHUM 3HaudeHHAM 6ins 4500;
- TNpoueHTHA KOHUEHTpALS 32 MACOIO TAHOK 19.5%
HuxKue, Hix 2000 BapitoeTbes B AianasoHi Mix
12,0% — 20,0%
- Biacotok 3a macoto nanox mix 2000-8000 71.7%
BapitoeThes B nianasoHi Mixk 68.0% — 82.0%
- BincoTok 3a Macoto naHok suiue 8000 ne 8.8%
nepesuiye 18,0%
3 06’em o BuTsaracroes | 0.4 mu: 40 mr: 0.40 mn — 0.44 mn 0,82 mn
4 ITpo3opicTs Ta KoJip [Tpo3opicTb: Po3unH noBHHeH GYTH Npo3opum Bianoginae
Konip: ne Ginblie BUpaXeH!H, HIXK y KOHTPOILHOMY Binnoeinae
po3unHi Y4 a6o BY4
5 Hesuaumi yactkn > 10 mxm He Ginbia 6000 y wnpuui > 10 mxm: 31y
>25 mkM He 6inbw 600 y wnpuui LLpHLI
>25 mxm: 1y
IWIpULL
6 Buaumi yacrku BuanMi yactku He 1oBUHHI 6yTH BUABAEH! B 20 He Busieneno

JleMOHCTpy€ akTUBHICTb He MeHlue 95.0% i He Ginblue
105.0% axkTHBHOCTI, 3aABNEHOT Ha ETHKETLL 3 TOUKH 30pY
aHTu-axtopa Xa MO/ma.

7 BigHOCHA rycTHHa Bin 1.04 no 1.08 (npu 20°C) 1.05

8 pH 55-75 6.9

9 AHTH-akTOop Xa ITix yac Bunycky: Big 9500 no 10500 anru-daxrop Xa 9993 MO/mn
AKTUBHICTH MO/ma. 99.9%

WM enmxen Texnoy Gapmacoioruxan Ko JITH,

Anpeca: Nel9 Faoxcinzonryaii Poaa, Xaii-rex Ingacrpian Hapk, Hanmancebknii okpyr, lenaxen 518057, Ku'ra

Tea.: + 86 755 8602 6060 daxc: +86 755 8602 6060 E-mail: sales@techdow.com
Jlinensis upobunka mexnunux npenaparis YUE20110120, aata suaaui 31.03. 2025p.
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Ienpxen Texaoy PapmMacblOTHKA Ko., JTL

PO Antu-gakrop Ha Bia 2000 no 3500 MO/ma. 2722 MO/miL. T
AKTHBHICTD
11 CniBpigHomeHHst Mix 3.3 12 5.3 3.7
AKTHBHOCTi AHTH-
¢paxrop Xa i
AKTHBHICTb aHTH-
daxrop lla
12 Crneundivna 14.0 — 20.0, nipn A0BXKHMAI XBuJIi 231 HM 17.2
abcopOuis.
13 BmicTt HaTpiro 11.3% - 13.5% 12.2%
14 BakTepiajbHi Mene Hixk 0,01 MO/axTi-paxtop Xa MO <0.01 MO/anTu-
€HJOTOKCHHH ®Xa MO
15 CrepuibHicTh [MoBnHeH OyTH CTEPUIIBHUM. Binnosinae

Homep naprii: AC09863B

3asBa npo cepTudikauio:

Llum s 3acBiauyio, WO HaBEJCHA BHLIE indopmaLiist € 1OCTOBIPHOIO Ta TOUHOIO . Liro cepito mpoaykiii 6ysio
BUPOOJIEHO (BKJIIOYAKOYH naKyBaHHs/MapKyBaHHs) Ta NPOBEACHO KOHTPOIL il skocTi Ha BHlE3a3HAYEHIH
NiNbHULI Y TIOBHiH pianosigxocti 3 BumMoramn GMP, BCTaHOBICHUMH MICLIEBUM PEryJaTOPHUM OPraHoM, a
TaKOK BiAMOBIAHO 10 crienudikallii, o MicTAThCS Y peecTpaliiiHOMy A0CHE a6o Topro.ii MiLeH3il KpaiHu-
BupoGHuKa ab0 KpaiHU-iMNOPTEPa, AKILO NPOAYKLItO iMITOPTOBAHO, abo y focke creuudikauiil Ha npenapar Ans
JOCITiIKY BAHOTO JIIKAPCHKOro 3acoGy. IpoTokony BUPOOHHLTBA, NaKyBaHH: Ta aHaniziB OyJio MeperssHyTo Ta
BCTaHOBJEHO BiAnoBiaHicTs GMP.

AunaniTuk: nignuc 28.11.2025 Kourpoaep: nignuc 28.11.20235
Tinr JIi Iy Binr i

KIHLEBUWM PE3YJIBTAT

(BiATHCK MEYATKH)

\Y Buxonageusn:_mnignuc 28.11.2025
IliaTBepAKEHO Biaxunaeno
Yanr Xe (Bignosiganbunii MeHexxep 3 SIKOCTI) Yaur Xe

Wenwken Texnoy ®apmacsioruxan KoJITH

Aapeca: Nel9 Faoxcinsonryaii Poan, Xaii-rex Inpacrpian IMapk, Hanmancouii 0kpyr, Wlenjxen 518057, Kuraii
Ten: + 86 755 8602 6060 Maxc: +86 755 8602 6060 E-mail: sales@techdow.com

Jliuen3ia BuPOGHHKA MEANUNUX PENApPaTiB YUE20110120, nata suaaui 31.03.2025p.



Product:Novoparin®solution for injections

(100mg(10000anti-factorXa 1U)/ml) in 0.8ml (80mg)

Fechdow

e A Hepalink Company -

Altachment 1:

Certificate of Analysis

Ho:

Novoparin® (Enoxaparin Sodium injection )

prefilled syringe No2

BATCH NUMBER: AD09863C

BATCH SIZE: 10452 boxes

REFERENCE: Ph.Eur. ,BPRUSP (Current Edition)

13
R-50-0046-01
5-25-1369

TEST DATE: Oct 29,2025~Nov 24,2025

MANUFACTURE DATE: Oct 28,2025

EXP DATE: Oct 27,2028

Reg cert no: UA/S061/01/01

dated from 14.05.2018

GMP Certificate No IWZJ.405.55.2018. MG.3

ITEM

No. RESULT
1 Characters Coloress or light-yellow clear solution, Light-yellow
transparent solution.
2 |dentiticatism A | Forms a creamy white precipitate Conforms
B | Maximum absorption at 231+2nm 232 nm
C | Gives reaction of Sodium. Confbrns
D The mass-average relative molecular mass 4244
ranges between 3800 and 5000,with a )
characteristic value of about 4500;
~The mass percentage of chains lower than 2000 19 5%
ranges between 12.0% and 20.0%; '
—The mass percentage of chains between 2000 71.7%
and 8000 ranges between 68.0% and 82.0%;
------ The mass percentage of chains higher than 8.8%
8000 not more than 18.0%.
3 | Volume Filled 0.8mi: 80mg: 0.80 mi-0.85 ml 0.82mt
4 | Clarity and | Clarity: The solution should be clear. Conform!
Color
Color: Not more intensely coloured than reference Conforms
solutiorsY, or BY 4.
5 | Sub-visible 210um: not more than 6000 per syringe; = 10pm:31 per syringe

Particles

=256pum: not more than 600 per syringe.

=225pum:1

per syringe
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Shenzhen Techdow Pharmaceutical Co., Ltd.
Add: No.19. Gaoxinzhongyi Road, Nanshan District, Shenzhen, Guangdong Province, P. R. China

Tel: +86 755 8602 6060 Fax: +86 755 8602 6060 E-mail: sales@techdow.com
Drug Manufacturer License YUE 20160120 from March 31, 2025

Ver: 41.0
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Aftachment 1 R-50-0046-01
No: S-26-1364

BATCH NUMBER: AD09863C - -
No. | ITEM SPECIFICATION RESULT

Visible fareign matter should not be detected in
the 20 syringes of test samples. After standing
for a perod, smoggy particulate column should
not be detected while spinning slightly. If slight
visible foreign matter is detected, fake another
23 syringes to re-examine with the same
method. The test samples in which slight visible
foreign matter are detected in the first
examination and re-examination can rot exceed

6 Visible Particles Not Detected

2 syringes.
7 Relative Density 1.04-1.06 (207C) 1.05
8 piH 55-7.5 6.9
‘V 9 Anti-factor Xa At the release: From 9500 to 10500 arti-factor 9993 1U/ml.
Activity Xa UMt exhibits a potency not less than .
95.0% and not more than 105.0% of the 99.9%
potency stated on the label in terms of anti-
factor Xa {U/ml.
During shelf life: From 8000 to 11000 anti-factor
Xa IU/miit exhibits a potency not less than
90.0% and not more than 110.0% of the
potency stated on the label in terms of anti-
factor Xa IL/ml.
40 | Antifactor lia From 2000 to 3500 U/m. 799 (Uil
Activity
11 | The Ratio of Anti- Between 3.3 and 5.3

factor Xa Activity to
Anti-factor lla
Activity

12 | Specific Absorbance | 14.0 to 20.0 at a wavelength of 231nm

13 | Sodium Content 11.3% to 13.5%

14 Bacterial Less than 0.01 1UW/anti-FXa U < 0.01 lUfant-FXa U
Endotoxins

15 | Sterility Must be sterile. Conforms

Shenzhen Techdow Pharmaceutical Co., Ltd.

Add: No 19, Gaoxinzhongyi Road, Nanshzn District, Shenzhen, Guangdony Provinee, P. 1R China. ' g Ver: 41.0
Tel: +86 758 8602 6060 Fax: +86 765 8632 6060 E-mail: seles@tlechdow.com o PagelPages: 20722
Drug Manufacturer License YUE 20160120 from March 31, 20245
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Altachiment 1/ R-50-0046-01
No: 3-25-1369

BATCH NUMBER: AD09863C
CERTIFICATION STATEMENT :
| hereby certify that the above information is reliable and accurate. This series of products has been
manufactured(including packaging/labeling) and quality controlled af the above site in full compliance with
GMP requirements set by the loceal regulatory authority and in accordance with the specifications contained in
the registration dossier or trace license of the country of manufacture cr country-importer,if the product is
imported,or in the dossier of specifications for the drug for the investigational medicinal product. The
production,packaging and analysis protocols were reviewed and GMP compliant.

e

Analyst: E‘;%B,E%g’;’?ﬁ?&lf- 38 Checker: '-%/\w'\o”l H\?/(?”

Tiv g L Pu 26201123 B&vx) Cha oy 12

FINAL BATCH DISPOSITION

\phRroved Rejected By: f "?/Xﬁf}’/@\ﬂ\ li-'ng
N Z

5\51‘&'& He (iﬁuéiii Assurance Manager
g ( Y g ) C.‘}A-M'j . et e

Shenzhen Techdow Pharmaceautical Co., [.td.
Add: No.19, Gaoxinzhongyi Road, Nanshan Dislrict, Shenzhen, Guangdong Province, 2. 2. China. Ver: 41.0
Tel: +86 755 8602 GO0 Fax: +86 758 8602 6060 E-mail: sales@lechdow.com
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EPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMH y m. KHUEBI

npos. Haaii CeiTan4Ho, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
Npo AKicTh BBE3EHOTo B YKpainy JiKapcLKOro 3acoly

06.02.2026 Ne 5861/26/2611

HOBOIIAPHH®

(naliMeHyBaHHS JikapCLKOTo 3acoly 3rifHo 3 peccTpanlifiiM rocsindensaM)
po3unH AAs in’exuii, 100 mr (10 000 auTH-gpakrop Xa MO)/mua no 0,8 mua (80 mr) y
0NePEAHLO HANIOBHEHOMY WINPHLI; 110 2 WNPHLH B GJicTepi 3 MapKyBaHHAM YKPAiHCHKOIO
MoB010; 1o 1 GaicTepy B KapToHHiii Kopo6ui 3 MapKyBaHHIAM YKPATHCHKO0I0 MOBOIO.

((opma BHNYCKY, 103y BalHs, BUJL 11akyBaHis 1ikapehKkoro 3acoby)
Howmep peectpauiiinoro nocsiauenns UA/9061/01/01 crpox aii peectpauifinoro nocBimtienHs HEOOMEXKEHHUH
Cepis nikapcbkoro 3acoby Ne AD09863C KinbKicTb BBe3eHOro nikapcbkoro 3acoby 10272

Bupobnnk Wlenmren Texnoy @apmacsiotukan Ko. Jitn, Kurai
(1aiimenyBanns BupoOHuKa jlikapcskoro 3acoly, kpaila TTOXOMKEHHS)

ToBapucrpo 3 00MeKeH0I0 pianosiganabuicTio "ICTOPAPM", ineur.
kon: 36656829
(Hadimenysanns Ta ko 3a C/IPTIOY topuinunoi ocobu aGo npissuile, im's, 1o Garbxosi Qizuunol

0co6M - miAnpUeML, i MiCLe HIPOXMBAKHs Ta peecTpanitmi Homep 0BNIiKOBOT KAPTKU TIATHUKA
nojarkis abo cepist T4 HOMEP HacnopTa)

BgeseHo B YkpaiHy

poTokoa Bisyanshoro konrpomo six 06.02.2026 Ne 491/01.10-26/3.

3a pesyabTaTaMM [EPXABHOIO KOHTPOJIO BCTAHOBJIEHO, WO Jikapcbkuit 3aci6 BBeseno B Ykpaiwy 3

AOTPHMAHHAM BUMOT 3aKOHOJABCTBA W00 3a6e3neueHHs AKoCTi Jkapebkux 3acobis.

Muxkona XOJIOAEHKO

(rrinuc) (iginianu Ta npissuule)
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