JAEP)KABHA CJYXKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCBKIHU OBJIACTI

npocnekt Banepis JlobaHoBebkoro. 51, M. Kuie, 03110, ten/thakc: (044) 363-06-50
E-mail: dis.ko(@dls.gov.ua. Kog € IPITOY 37078774

BUCHOBOK |
MPo SIKICTh BBe3¢HOr0 B YKPaiHy JiKapebKoro 3acoby

20.06.2023 No 16183/73/16

__ BAPOAPUH HIKOMEJX
(HalimeHyBaHHs AIKAPCLKOro 3ac00y 3CITHO 3 PLECTPALITHUM MOCBITYCHHIM)
Tabaerkn no 2,5 mr; no 100 rabaerox y ¢uraxoni; no 1 paakony B kapronmiii Kopobui
(chopyma BUMYCKY, 103y BAHHA, BA,] IAKYBAHHA 11KADCLKOMQ 3AC00V)

Homep peectpaniiivoro noceinderis UA/7897/01/01 crpox nii peectpauiiinoro nocsiagesnns 01.01.2099
Cepis mikapcekoro 3acody Ne 103414 KinbxicTs BBe3eHoro nikapeskoro 3acody 57600

BupobHuk. | Opic@aph‘«t'_Maﬂy’tbék'qypiH'r'.ﬂoana Cn. 3 0.0, [loabma

(HaRMEHYRAHHA BHPOOHUKA AIKAPChKOro 3aco0y. kpaiHa IoxXo.IKeHHs )

Bseseno B Yrpainy ToBapucreo 3 o6memxenoro sianosinaannictio "TAKE/IA
YKPAIHA", inent. xox: 35849505 B
(HalimeRryBadna Ta kol 31 CJIPTIOY wopuandnot ocodu abo npissuime. is's. o 6aTskori Giznuuol

0co0n - MLINPHEMUA. T MiCUE NPOXHBAHHA T4 peecTpauiiinnit Homep 06.1iKoBOT KApPTKK ITaTHHKA
tozatkie abou cepin Ta HOMED nacnopra)

Mpotoxod sisyanbioroe kourponio sin 20.06,2023 N 1233/3.

3a  pe3lynbraTtaMM  JISPKABHOTCG  KOHTPOAKY BCTAHORITEHO, L0 AIKAPCHKUMA.  3aCi6  BREZCHO B Yxkpaiuy 3

AOTPUMAHHSM BUMOT 3aK0HOJABCTRA LIGAO 3a0e3MeyeHHs SKOCTI NIKapChbK#X 3aC00iE.

3acTyiTHHK HadagsHuka Goykoi - LN A [puna [TAJIAMAP
: S L I T R S R e
1 rtntmnaa_ucﬁa QEFaMy ACPAABHOIO I:g;:r: PO A HITISE CIHEFUALTH 12 [IPIIBHLIC)
.o - MI‘]' . G |
._f_-. i
- s _‘ *




ORIFARM Manufacturing Poland Sp. z 0.0.
Ul. Ksiestwa t owickiego 12

99420 Lyszkowice

Polska

CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUSIKAT BIANOBIZHOCTI GMP BANYUIEHOT CEPI

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottie in carton box /
Hazea npogyxry: BAPOAPUH HIKOME]L, Tabnetku no- 2,5 Mr, no 100 rabnerok y donakoHi; no 1 ¢onakoHy y
KApTOHHIR kopoBui

Marketing Authorization Ne UA/7897/01/01 / PeectpaLiihe nocBinuerHs Ne-UA/7897/01/01
Strength/potency: 1 tablet contains warfarin sodium 2.5 mg
Cuna aiifakrusricTs: 1 TabneTtka MicTuTe BapdapuHy Hatpho 2,5 Mr

Dosage form: tabiets 2,5 mg / Jlikapcbka hopma: Tabnetku no 2,5 mMr

Package size and type: 100 tablets in vial; 1 vial in carton 'box-l'Pcaﬁﬁip“TajTHn”nai{ysaHHﬁ:’ 1o "I'IOG-'T'aSn'ethi{ﬂyﬂ

bnakoHi; no 1 hnakoHY B KAPTOKHIM Kopobui

Manufacturing date / ata snpofynyTtea: 10 01 2023 Batch number / Cepia: 103414

Expiry date / Tepmin npugarnocri: 12 2027 Batch size / Poamip cepii: 98110
Manufacturing Authorization name and number: Orifarm Manufacturing Poland Sp. z.0.0. 018/0024/15
Hassa BupoOHuka i Homep ninensii: Opidapm Manydekuypidr Monsbwja Cn. 3 0.0. 018/0024/15

Manufacturer Site and Quality Control Site: 12 Ksiestwa Lowickiego Str., 99:420 Lyszkowice -
Anpeca BUPOOHWYOT AiNbHALI | AINbKUL KOHTPONMO AKOCTI: BYN. JloBuubkoro KasiziscTea, 12, 99-420
Nuwkosiye

Country of origin: Poland/ Kpaina-eupo6uuk: Monbla

Importing country: Ukraine / Kpaixa-iMmnoprep: Ykpaina

Certification statement / 3assa npo ceprudikaulito

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling 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 or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP./ Lirm 5 3aceiguyio, 1o HaBegeHa BULLE iIHOPMALIA € LOCTOBIPHOIO Ta TOWHOK. Lio cepito
npoAykuii Byno BWPODNEHO, BKONAIOYA NakyBaHHA/MApPKYBAHHS, Ta NPOBEASHO KOHTPONb Ti RKOCTI Ha
BULe3a3HaqeHid (MX) AinbHUUI (AX) y noBHIR BignoBigHOCTI 3 Bumoramu GMP, BCTAHOBNEHVMU MICUESHM
PErYNATOPHUM OPFraHoM, @ Takox BignoBiAHC A0 cneuudikauii, Wo MICTSTLCS peecTPaUInHOMy AOCKE KpaiHu-
iIMNopTepa, abo y AOCbE cneuudikayiin Ha npenapar Ans AOCNIDKYBanbHOro NiKapchkoro 3acoby. flpoTokonu

BupobHUUTBA, NaKyBaHHA Ta Aaxi aHanisie Byno nepernsHyTo Ta BCTAHOBAEHO BianoBiaHicTe GMP.

Name and position/title of persons authorizing ’D/ ,‘2 | ~ Qualified Person /
the batch release / Im's Ta nocapa ocofu, *f: (ool Y YnosHoBaxeHa ocoba:
sKa BuAana gosein Ha BUNyck cepil: y

(Qualified Person), | 1 5 ‘[]2' 2323

Date of signature/ Hata nignucy:

s 07 aroerst

ORIFARM




ORIFARM Manufactiuring Poland Sp. 2 0.0.

Ut Ksigstwa towickiego 12
99-420 tyszkowice
Polska

Batch Quality Certificate for Medical Product /
CepTtudikaT AKocTi cepil nikapcbkoro 3acoby

(D) ORIFARM

Page1 of 3
Crop.1i33

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hasea npoayxTy: BAPOAPUH HIKOME/[], Tabnertku rio 2,5 mr, no- 100 TabneTok y thnakoni; no 1 dnakoHy y

Ma'n'ufacturi'ng-_datei [arta BMpGGHMuTB'a:_'10.01.2023
Expiry date / Tepmid npugaTHOCT: 12.2027

KAPTOHHIA KOpoBui

Batch number / Cepin: 103414
Batch size / Poamip cepii: 98110

Analysis has been done according to Quality Control Methods /

AHan3 npoeegeHuni v aignosigHocTti -z MKA.

Parameters / [ loxasHukK

Specification / Cneundikaujis

| "F."'esults! 'F"elayhBITafﬁ' T

Appearance/ Onuc

Pale blue, bi-convex tablet, double-scored / Caitno-
DNaKuTHOro KONLOPY, ABOONYKAi TabneTkn 3
XPecTonogibHOK pUCKoto.

Diametr approx 7mm/ Jiametp: ~ 7 MM

Identity / lnenTudikadis.
- Warfarin sodium/ BapgapuHy
1 HaTpio

by HPLC 7/ BEPX.

——— e

The retention time of the main peak of the warfarin
sodium in the chromatogram of the test solution must
comply the retention time of the main peak of the
warfarin sodium in the chromatogram of the standard
solution / Hac yTpUMyBaRHA OCHOBHOIO nika BapdapuHy
HaTPi0 Ha XpoMaTorpami BUNpoOysarorc poadnHy nosmHEN
BIANOBIAATH Yacy YTPUMYBaHHS OCHOBHOIO nika
BapapyHy HATPIIO HA XPOMATpaMi CTaHAapTHOTO PO3YHY

by UV Y Y®-cnektpogoTomerpis 1)
UV absorption spectrum of the test solution has a

“maximum absorption at 308 nm/ Y®-cnektp formRaHH\

BUNPOOYBAHOMO POIUMHY NOBUHEH MATIA MAKCUMYM

orNKUHaHKA npn 308 Hm

Complies f Bignosigac

r______; L I e i DT . s

| -Complies / Binnosipac

Not performed on this batch
.1 He npoBogvrcs s paHHo#
cepuin -




ORIFARM Manufacturing Poland Sp. z 0.0.

Ul Ksiestwa towickiego 12 (‘\ OR’ F A R M
99-420 tyszkowice i
Polska

Page 2 of 3
CTop. 2.i3 3

Batch Quality Certificate for Medical Product /
CeptudikaT AkoCTi cepil nikapcbkoro sacody
Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottie in carton box /|
Hassa npoaykty: BAPOAPUH HIKOMEQL, tabnertikn no-2.5 M, no 100 tabneTox y PRakoHi; No-1 pnakowy y

KAPTOHHIA KopoBdui

Manufacturing date / Jara supoSruursa: 10.04.2023 Batch number / Cepin: 103414
Expiry date / Tepmin npuparHocTi: 12.2027 Batch size / Posmip cepii: 98110

Parameters / [10xaaHuKm Speciﬁcatiqn ! Crewndikayis
Assays I KinbkicHe ausHavyenHs
- ‘Warfarin sodium / Bapdapuny Hatpito | 2.38 — 2.63 mg/tabl average mass {AM) / 12,51 mg/tabt /
12,38 - 2,63 mriTabn. cepeausoi macu (AM) 2.51 mr/tabn
- Compiies with Ph. Eur. /
| [osuni Bignosinatk sumoram Eep dapm: .

" Results / Peaynotaty

—_— e —————— e — ——— —_— —_——————— [P N —

e s

" Uniformity of confent/
- OpHopipHice BMiCTY
Purity | BusnayeHHs uicToTu.

| Compiies i Bianosina

4-hydroxycoumarin / - Not performed on this batch /
4-riAPOKCAKY MADUH : <0.1% M He npoBoauTcs ARS AaHHOM
cepui
Eenzyh_denacemﬁ; | £0.1 %M Not performed on this batch !
EH3NNIAEHALETOH | He npoBoanTest AMs AaHHON
| ) o | | CepUM |
Warfarin related Compound A/ - £0.2%W Not performed on this batch /
BapdapwH cnopigrena cnonyka A He npoacanMTcs Ans naxHoNR
Cepum |
Any unspecified degradation o Not performed on this batch /
- product/ byae-aka iHwa He- 0.2 %M He NPOBOOUTCH ANA AaHHON
© ileHTWPIKoBaHA QOMiLLKA | Cepuu
| . o - | Not performed on this batch /
Total degradation products./ |
Soeieey Hon produc £1.0% M | He npoBoawTcs ans gaHHon
CyMa BCiX JOMILLOK. cepun
- Average mass / Cepé,q'Hh Maca B 108 — 132 mgq / 108 - 132 mr T 120 ﬁig ! mr
“Disintegration / Poananants <15min/<15 xa T4 min / xs B
. Dissolution | PosunHersst > 80 % dissolved in 30 minutes (Q=75%)'/ | Not performed on this bateh 7
280 % uvepes 30 xB (Q =75 %)* He npoBOANMTCH ANS AAHHOK

Cepuu




CRIFARM.Manufacturing Poland Sp. z 0.0 | s | |
Ul. Ksiestwa towickiego 12 (‘) ORIFARM
99-420 tyszkowice

Potska

Batch Quality Certificate for Medical Product / Page 3 of 3
CepTudikaTt AKOCTI cepii nikapcbkoro 3acoby Ctop 3ia 3

Name of prodiuct: WARFARIN NYCOMED, tablets 2.5 mg; 100 tablets in bottle; 1 bottle incarton box J
Hasea npoaykty: BAP®APUH HIKOMES, tabnetku no 2,5 Mr, no 100 rabnetox y hnakoHi; no 1 cnakcHy y
KAPTOHHIA KOPODL
Manufacturing date / [lara snpaSruytea: 10.01.2023 Batch number/ Cepia: 103414
Expiry date / Tepmin npugatHocti: 12.2027 Batch size / Posmip cepii: 98110

! Parameters / MoxasHuiu

R Speciﬁpatiunpﬁ_Cheuuqai rcau',inq R'éhﬁg_fts / PeaynpraTi

Microbiological purity ° / | TAMC- 3aranbha KinbKicTo aepobHmx

'MiHDC}ﬁiDﬂOrIL{HaHHCTDTE] 1 MIKDOOPTaHI3MIB (TAMC).

;_ K

_f £ 10° CFUIg 1 KYO/r Not performed on this batchi / -

: He npesoanTes ANs NaHHCH
TYMC- 3aransHa KinbKicTs APUKIDKE T2 NACHABUX cepum

rpudie (TYMCY Not performed on this batch /

_ _— e He nposoanTcs fhs faHHOR
S 102CFUIg/ KYO'r cepin
Escherichia coli - Absentin 1 'gf*émcymicm B 101 { Not performed on this batch /
He nposonurea pna gaHHon

L e _ ; . Ceprin

' The frequency of testing is based on a systematic review of the production process, the test.is conducted.
on one series per year by the method of sample control /! MepioguuHicTb NposeaerHs eunpoByearnna 6asyeTsca
Ha CUCTEMATUUHOMY riepernani BUPOSHUYOro Npouecy, BunpobyBaHHs NPOBOAMTHCA HA OAHIA-Cepil Ha pik 3a

METOAOM BUBIPKOBOIO KOHTPONHD |
Name and position/title of person authorizing the Qualified Person |
quality control / Iv'a Ta nocana ocobu, sika snaana YnosHoBaxeHa ocoba;
-A038IN Ha BANYCK cepii:

(signature)

Date of signature / Jara nignucy:




