@ PrLIvVA

DRUG PRODUCT
JITKAPCEKHIT 34CIE

Aclive ingredient
Asntugnuit inapedicm

Baich number
Havep cepit

Batch size
Pozuip cepit

Release quantity
B unyIena Riasricms

Date of manufacture
Hame aupobuuymen

Expiry date
llpudammii oo

Specification
Creyudpivayin

Primary and secondary packaging,
batch release site

Hepewnne, emopunne naryeannst ma
Qousin na eunyer cepir ]
Certificate of GMP compliance

Cepmudhicam eidnoeidnocmi GMP

Number of manufacturing license
Hoatep aupotnunol niyeusiy

Bulk manufacturing s1tc, quality
contro!

Bupobunymeo uepozhacosanoi
npOOVKYIL. KOMpOTs cepii

FDA Establishment Identifier
Ioenmuchicayiting xod
aupodnusol dlreinayi (FEI)

PLIVA Hrvaiska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zugreb, Croatia

IHHRA Xpaamera 9,0.0.

fpinaz Gapyna @irinoswua 25, 10000 3ozped. Xopeamis

CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCT!

Ne 2

NUVIGIL®, tablets 150 mg, Ne30 (3 blist. x 10 tabs.)"

HYBIDKHI®, mabremiu o 150 sz, N30 (3 Gnicm,

Armodafini{ 150 mg
Apnodacpinin 150 e

6384124
6384124

18 383 boxes
18 383 wopobox

18 383 Loxes
18 383 rapobox

08.2024
08.2024

08.2027
08.2027

Approved through procedure No. 0289.001
/

PLIVA Hrvatska d.o.o,
Pnlaz baruna Flhpowca 25, 10000 Zagreb Croatia

HJTIBA ,\puamam 2.0.0.
{Ipinaz 6apyna @ipinosuua 25, 10000 3azpes, X opeanis
530-10/23-07/06; 381-13-08/310-24-08 ‘

Ne UP/1-530-10/22-03/11; 381- 13- -08/243-22- 07 (prevxous)

330-10/23-07/06; 381-13-08/310-24-08

x 10 mag.)

Ne UP/I-530-10/22-03/11; 381-13- 08/243 22 07 (nonepeduiin)

e UP/1-530-01/13-03/08
Ne UP/I-330-01/13-03/08
Cephalon LLC

4745 Wiley Post Way, Salt Lake Clt}f, Utah (UT) 84116, USA

Ledhanon TOB

4745 Baitni Hocm Beti, Comm Jletix Cimi, IOma (UT) 84116, CLUIA

Ne 1000149927
Ne 1000149927

DUNS number Ne 021318345

Honep DUNS MNe 021318345
Marketing Authorization License Ne UA/17446/01/02
Pecempayiiine nocsiouenis Ne UAri7446/01/02
Importing Country Ukraine
Kpaina ivinopmep Yepaina

TESTS REQUIREMENTS RESULTS
BHIIPOEYBAHHA BHMOIH PE3VJIBTATH
‘Appearance ’ Oval, white to off-white tablet, debossed with K@] on Satisfactory
150 mg one side and "215" on the other side
Onire Oganonl, eI Glwozo Qo maiivce  Ginoze  xosvopy | Bidnosioue
150 m2 nabnemsu 3 mucnennam G z ndnozo Bory ma «215» 3
o oo Bory
Crop. 132

/DX MM
296
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Identification by IR Comparable to the reference spectrum ' Satisfactory
ldennmufiixaiin (14) Bidnogidac crexmpy nopiguanns Bidnogidae
Assay by HPLC 83.5- 106.5% of label claim™ - 98.9 %
Kinvricie eusiauenns (BEPX) 93,5 — 106,53 % 6id 3ansnenoi xinorocmi 98,9 %

Organic impurities by HPLC
Opzanivuni doaiwu (BEPX)

Acid (CEP-1641) NMT 0.5% not detected
\ Sulfone (CEP- 6239) NMT 0.5% 0.1%
0,
! Sulfide amide (CEP- 9419) NMT 0.3% 0.1%
| Any unspecified impurity NMT 0.2% HeHAErCtEn
Kuenoma (CEP-1641) He 6invuee 0,5 % HE BUAGTEHO
Cymoghon (CEP-6239) He Bimne 0,5 % 0,1%
Cyavipio arrid (CEP-9419) He Ginvue 0,3 % 0.1%
Byde ara neidenmuchivosana He 6invwie 0,2 % He GuAGHENo
doMinxa |
Total Impurities NMT 1.0% - 02% ‘
Cyata dosiior He Gipowe 1,0 % 0.2 %
i Chirality by HPLC NLT 96% (R)-Isomer. | 98 %.
| Xipansuicmn (BEPX) He menute 96 % (R)-izomepy 98 %
| Dissolution Meets USP requirements; Q=80% of label claim in 30 97 % O
! minutes o ] Booapw )
| Posuunennsn Bidnosidae sumozant thapar. CLUA; Q=80 % i 97 %
' 3esgnenol Kinokocni 3a 30 xaunun.
Uniformity ofTDEs_;El_gé Units Complies with USP <805> o Satisfactory 7
Oduopidnicme dosogatnx odunn Bidnosidae sumoaan apa. CLIA <905>. B:;()nom'dae
Microbiology* : ‘ : ' N
- Total Acrobic Microbial Count Not tested Not tested
- Total Combined Yeasts and Molds Not tested Not tested
- Escherichia Coli Not tested Not tested
Staphylococcus aureus Not tested Not tested
Pseudomonas aeruginosa Not tested Not tested
Salmonella Not tested Not tested
Mirpodionozin*
- .?’a.?aﬂbllfl ;{.irfbfricmb aepodnux He nposodunmnen He nposodumses
ANKPOURIANIZAIIG
- 3azanvna Kinvricmo Opincdacosux ma He npogodumuen He npogodumbes

rricenesux epubia

- Escherichia Coli
Stapliylococecus aureus
Pseudomonas aernginosa
Salmonelia

He nposodumscn
He npogodumson
He npusodumubca
He npoeodumven

He nposodumuest
He nposodumecs
He nposodumobes
He nposodunmsen

* Microbiologic testing is performed on stability at the initial and yearly time points for one representative batch annually
* Mirpobionoziune sunpoyseanna nposodams npu sucuenni cmabitenocni na nowamicosoMy emani i wopiunoe Gna gdnict

ntorazogol cepil

Certification statement: 1 hereby certify that the above int'qrmatioh is authentic and accurate. This batch of product has been
fabricated / manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP

requirements of the local Regulatory Authority and with the specificationsin the Marketing Authorisation of the imporiing country.

The batch processing, packaging and analysis records were reviewed and found to be in comnpliance with GMP,

3anea npo cepmudpivaniio: Hitiemu a zameepdacyo, wo nasedena euwye inchopmania € docmosipioio ma mownow. Ln cepia
npodykmy fyaa eupobiend, eKNOMAIONY NAKYSRNIA/MAPKYEANIA A KOUMPONb AKOCHE N suuje exasquiii dinvunyl (dinvuuysx) o
noeuiit eidnogionocmi oo eungz GMP, w0 scmanogreni sicyesum peaynamopnio: opzaiiom, ma cheyugiixayili Pecempaniinozo
nacgiduenns kpainu-ismopmepa. fpomoronu supouuymaa, RAKYBQItHA | anarizy cepii Gyno nepegipens u @uznanoe MAKUAIN, 10

gidnosidarons GMP

Date: 06.04, 225
Jama: /\
Approved by: G & Q,UIK)O a
Jamgepdacena: \a ¢
FLITA CROATIA Lia
Quality Zagreh
Qualitfed Persos
Vanja S#3jié

Crop. 232
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AEPIKABHA CJIYIKBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJACTI

npos. Caitimuurol Hanil, 3, m.Kuir, 02099, Ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog CAPTIOV 37078774

BUCHOBOK
PO SIKICTh BBE3eHOT0 B YKpainy nikapeskoro 3acofy

22.05.2025 Ne 23385/25/10

HYBIIAWI®

{maitMenynania AiKAPCLKOTO 23ac00Y 3TINHO 3 peccTpaLititinns NOCBIIeIIIEM)
TaGaericn mo 150 mr, no 10 Tabaerok y Gaicrepi, no 3 Gaicrepu y xopotui

(thopwia BumycKy, DO3yBaNTA, BHI NAKYBAHHA JIKAPCHKOTO 3ac06y)
Howmep pecerpauiiinoro nocsinmenns UA/17446/01/02 crpox aii pecerpauiitnoro nocsiguenns 01.01.2099
Cepist sixapcsxoro saco6y Ne 6384124 KinbxieTs sBeseioro mikapeskoro sacoby 18383

Bupobunx TITIBA Xpsarcka 2.0.0., XopsaTis

(iaitmenypanng BipofHiKa JKapebkoro 3acofy, Kpalia NoXomrenis)

Breseno s Yipainy Tosapuerso 3 o0mesxernioro pignosiganenicrio " Tepa Yrpaina', inenr.
xon: 34770471

(maiivenysannsg Ta xop 3a CAPTIOY ropugnuzol ocobk afio npissHuie, in's, no batbkori disuuna)
ocofu - manpueas, i sicue npoxmsanus Ta pecerpawiinnii HoMep oBMKOBO! KapTKH AT
nopaTkis abo cepis Ta HOMEp Nacnopra)

TIpoToxod eisyaninoro xourpomo sig 16.05.2025 N 1513/16.

32 pesynbTaTaMy AEPWABHOTO KOHTPONIO BCTAHOBAGHO, WO JiKapeskuit 3aciG Beeseno B VYipainy 3
AOTPHUMAHIAM ruMOr 3aKOHOUABCTEA MIOAG 3a6e3nieueHHs AkocT] NIKAPCHRUK 3acobis.

iTk KO
‘R&a Wi TP‘%

Onera EPLOMEHRKO

mjﬁaﬁﬁor KOHTPONIO) (niznwme) {imuiami Ta npiaskie)

TIB "":r..- *

xauiRHN

rudd
R 3477047
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