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JAEPKABHA CJIYIKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KMIBCHKIHN OBJIACTI

mpos. Ceitnuunoi Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
IPO SKICTH BBE3eHOr0 B YKpaiHy JIiKapchbKoro 3acody

15.03.2024 Ne 10634/24/10

HYBIUKII®

(HalMeHyBaHHA JTIKAapCHKOTO 3ac00y 3TiAHO 3 peecTpamifHUM IIOCBIYCHHAM)
Tadaerku o 150 mr; no 7 Tabaerok y 6Jicrepi, o 1 6aicrepy y kopooui;

(bopma BunycKY, N03yBaHHs, BHI NAKYBAHHS JiKAPCEKOTO 3acoBy)

Homep peectpauiitnoro nocsiguenns UA/17446/01/02 crpox nii peecrpauiiinoro noceixgenns 29.05.2024

Cepis nikapcskoro sacoby Ne 2541113 KineKicTh BRe3eHOTO Tikapcekoro 3acoby 39860
Bupobuux TIJIIBA Xprarcka 1.0.0., X0pBaTis
(majiMenyBanns BupoGHMKa miKapcbKOro 3aco0y, KpaiHa MOXOMKEHH)
Baeseno B Ykpainy ToBapucTBO 3 00MeKeHOI0 BiTnoBinansHicTio "Tepa Ykpaina'", inenr.
won: 34770471

(nafimenyBanns ta koj 3a €JIPTIOY ropuauunoi ocobu abo npiseuie, iM's, no HGarbkoBi QizuuHOT
0ocobu - mianpueMIs, i Miclie IPOXKUBAHHS Ta peccTpauiiHuii HoMep 00IIKOBOT KAPTKY NaTHHKA
noAaTkis abo cepis Ta HOMEp NacropTa)

IIpoTokoa Bisyansnoroe konrpomio Bin 15.03.2024 N: 0444/5.

3a pesynsTaTaMH JIEP)KARHOTO KOHTPOJIO BCTAHOBIGHO, MO JIikapchKWH 3aci6 BBeseHo B YkpaiHy 3

AOTPHUMAHHAM BUMOT 32KOHOAABCTEA MO0 3abesnedeH s AKOCTI IKapChKHUX 3acobiB.
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@ PLIVA

DRUG PROBUCT
JIKAPCHEEI 34CIHE

Active ingredient
Armuenut inzpedienm
Batch number

Honep cepif

Batch size
Powatip cepii

Release quantity
Bunviueng kitesicnis
Date of munulacture
Aarmia cupobiynsa
Expiry date
Hpudanuiit: do
Specification
Cretpuebiconin

Primary and sgcondary packaging,
hatch release site

Hlepaunie, BMopUHHE RARYEAHHE Md
da3eit na sunvek cepit
Certificate of GMP compliance

Cepmudbicam eidnogidnocmi GMP

Number of manufaciuring leense
Hoxtep supofnuol piyensit

Bulk manufacturing site, quality
contral

Bupodnuymao nepozghacosanol
HpoGyrRyll, KOHMpPOaL cepii

FDA Establishment Identifier
Idenmudhicayifingi koo
supobHuvol dlaenuyi (FEID)

PLIVA Hivatska d.ow. g g

Pritaz baruna Filipovica 25, 10000 Yagreb, Croatia

B A Xpgamena d.¢.2.
Hipirc Gapyna Disinoeuna 23, 10004 3acped, Xopeamiy

CERTIFICATE OF QUALITY

CEPTHGIKAT AKOCTIT
Nel

NUVIGIL®, tablets 150 mg, No7 (1 blist. x 7 tabs.)
HYBULKETR, matnenmar no 150 me, N7 (1 6riem. x 7 mabd.)

Armodafinil 150 mg
Apyodaghinin 150 me

2341113
2541113

39 860 boxes
39 860 xopodox
39 860 boxes
39 860 ropubox

04.2023
04,2023

04,2026
04.2026

Approved through procedure No. 0289.001
’

y

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TIVHBA Xpeamera d.0.0.

Hpiraz 6apyra @iainosuia 23, 10000 Jaeped, Xopeamia

Mo UP/1-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07 (previcus)

Ao UP/E-530-10/22-03/8 1 381-13-08/243-22-07

Ne UPA-530-10/19-03/12; 381-10-05/241-{9-07 (nanepedniiy
No UP/1-530-01/13-03/08

N UPA-530-01713-03/08

Cephalon LLC

4745 Wiley Post Way, Salt Lake City, Utah (UT) 84116, USA
Hedhaaon TOB

4745 Baiini NHoem Bed, Coxm Slefiz Cind, FoOma (UT) 84170, CLUHA

Ne 1000149927
AN 1000149927

DUNS number Ne 021318345
Hosep DUNS M 021318345
Marketing Authorization License Ne UUA/17446/01702
Pecempenyiiine nocalduenns No UA/E7446/01/02
Importing Country Ukraine
Kpaina innopinep Vupaiva
! TESTS REQUIREMENTS RESULTS
: BIIPOEYBAHHS BHMOIH PE3YIBTATH
| Appearance Oval, white to off-white tablet, debossed with 6] on | Satisfactory
;150 mg one side and "215" on the other side 5
T Onuc Osazeni, 8i0 6lanzo do malixce Blaveo korsopy maebiemiu | Bionosioae
156 vz F HIUCI EHIEM K@ 3 001020 Boky ma «2 1 3» 3 inioze Doy
Crop. 132
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| Identification by IR Comparable to the reference spect‘;um Satisfactory

L fdenmupianis (1Y) Bidnogidae cnekmpy nopigHANNA Bidnogidue
Assay by HPLC 93.5. 106.5% of label claim 98.1 %
i Kizoxicue ensicenna (BEPX) 03,5 — 106, 5 % 6id 3anarenol KEsROCMT 98,1 %5

] i o - ———— e = E—
© QOrganic impurities by HPLC
U Opeaniaet doviun (BEPX)

Acid (CEP-1641) NMT 0.5% not detected
Sulfone (CEP- 6239) NMT 0.5% 0.2%
Sulfide amide (CEP- 9419) NMT 0.3% 2 lt c’; eted
e 1 , < 10
Any unspecified impurity NMT 0.2% !
Kucromn (CEP-1641) He Gineuee 0,5 % He BUAGTENO
Cvirsipon (CEP-6239) He izvme 0,5 % 0.2 2/0
Cvrodio awio (CEP-9419) He Ginbute 0,3 % 0,1 %
by : : . € AUARTCHO
Bydw sixa neidenmudbixesana He Ginvuie 0,2 % #
_ oouiuig
Total Impurities NMT 1.6% T 0.2 %
Cryare dovhuox He Blawwe [0 % 2%
Chirality by HPLC NLT 96% (R)-Tsomet T 198%
Kipasoniome (BEFX) He menme 90 % (Rj-fsomepy o8 %
Dissolution Meets USP rcquirements;riQ;S(ﬁ%‘&'Iabel claim in 30 97 %
minutes
Powyuncitns Bidnogidac guniocar hapa, CLUA; =80 24 io 97 %%
sargnenol kivbrocm! 3a 36 xeuaun,
:‘mﬁhifoﬁnity of Dosage Units Complies with USP <905> - i Satisfactory
Cduapiduiciie dozosany 0duntys Bidnosioae aumoeav gaps, CLUIA <9052, Rionosidac
. Microbiology*
. - Total Aercbic Microbiai Count Not tested Not tested
¢ - Total Combined Yeasts and Molds Not tested Nm tested
- Escherichia Coli Mot tested Not 165§6d
Staphyiccoccus aureus Not tested I\tOt tested
Pseudomonas aeruginosa Not tested Not tested
Salmonelia Not tested Not tested
Mikpodioosin®
- Basarnia Kiekioms aepodiux He aposodumses He rpagodumcs
L mikpoapediiizvie
o= B Ha KieRICHE OpInNcOXcngux ma Ile nposedumsca He nposodimses
L naiceiiesuy 2pubis
ﬁsc-iwrr’c!’n‘a Celi He nposodumscs He nposudumues
. Staphylecoceus aureus He nposodumben He npogodumvcs
. Pseudomonas aeruginosa He npagodumbes He npoaor)umb -
~ Salmonella Fe vposodumaca He nposodumycs

* Microbiologic testing is performed on stability at the initial and vearly time points for one representative tatch annually
* MixpoBiciosivine sURDOBYSaNHS RpOGEORME Npu GUSHLHNT CRQDITBHOCME HA ROuUamEossMY cmani i wophine o odnict
HORA30601 cepill

Certification statement: [ hereby certify that the above information is authentic and accurate. This batch of product has been fabricated
! manufaceured, including packaging and quality control at the above mentioned site(s) in full compliance with the GMP reguirements
of the local Repulatory Authority and with the specifications in the Marketing Authorisation of the.itnporting country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

3anea npo cepmudirauin: Jilicnum 1 2ameepoxcII0, uo Racedend swwe indopvayin € docmosipror ma mosunow. Lix cepis npadyiniy
VA GUBQEIEHA, BRVOUEONY RAKYEAHAS/MAPKYSUNNA 10 KONMPOIL FKOCME HG @ume skgianili dinemuyl (Biavnuwsx) ¢ nosmii
gionoeidnocri Jo sumoe GMP, 1o ecimanoeieni Micestm peayaamopHItM OPZanoM, g cneyudixayii Peccmpayitngeo nocsionenii
kpainw-ivnopmepa. Hpomoxont supobiuymea, nakyeanus | anaaisy cepil 6yao nepesipeno o GU3HAHD MAKWMN, o BIOROGIDWOHY
GMP

Date: (teif, fo bl i

Aama: y i
i bty o

Approved by: fe ’Ji ]\:'*

Jameepdaceno: S g

Crop. 2132
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@ PLIVA

DRUG PRODUCT
JHUKAPCHKHH 3ACIE

Active ingredient
Axmugnuiy inzpedienn

Batch number
Hoxep cepii

Batch size

Posntip cepit
Release quantity
Brmngena xinericms

Date of manufacwre
Heamea supotinuymea

Expiry date
lpudanmmui do

Specification
Creyubivayin

Primary and secondary packaging,
batch release site

llepaunne, emopunne nakyeanns ma
Qo36in Ha guRyCcE cepil
Certificate of GMP compliance

Cepmughivam sidnogionacmi GMP

Number of manufacturing license
Hostep supobnuaol niyensii

Bulk manufacturing site, quality
control

Bupobwuymeo neposchacosanof
npodykyii, Kenmpois cepii

FDA Establishment Identifier
leenmudhivayifinui koo
supolnunol dinsinagi (FED)

PLIVA Hrvatska d.o,o.
Prilaz barung Filipovica 25, [0000 Zagreb, Croatia

HAIBA Xpaamera d.0.0.
liptnas Gapyna Mininaanya 25, 10000 3acped, Xopsumin

CERTIFICATE OF QUALITY

CEPTHQIKAT AKOCTI
Nel

NUVIGIL®, tablets 150 mg, No7 (1 blist. x 7 tabs.)
HYBIDPKHII®, mabnemxu no 150 yme, Ne7 (1 Guicm. x 7 mab,)

Armodafinil 150 mg
Apsodaghinin 130 a2

6386124
6386124

13 000 boxes
13 000 kopobox

13 000 boxcs
13 000 kopodox

08.2024
08.2024

08.2027
08.2027

Approved through procedure No. 0289.001
/

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 23, 10000 Zagreb, Croatia

ITHIBA Xpsamexa d.0.0.

Tipinaz bapyna Pininoeuna 23, 10000 3azpes, Xopaamisn
530-10/23-07/06; 381-13-08/310-24-08

Ne UP/E-530-10/22-03/11; 381-13-08/243-22-07 {previous)
530-10/23-07/06; 381-13-08/310-24-08

MNe UP/I-530-10/22-03/11; 381-13-08/243-22-07 (nonepeduiit)
Ne UP/1-530-01/13-03/08

Ne UP/I-530-01/13-03/08

Cephalon LLC

4745 Wiley Post Way, Salt Lake City, Utah (UT) 84116, USA
Lechanon TOB

4745 Baini Hocn Beii, Conm feiwe Cimi, 10Oma (UT) 84116, CLIIA

Ne 1000149927
MNe 1000149927

Crop. 1132

/6'3( W /ﬂ?ﬁ] Y Page 1 of 2

28.05. 2%

DUNS number Ne 021318345
Hoxep DUNS M (21318345
Marketing Authorization License Ne UA/17446/01/02
Pecempayiiie nocgiduenns Ne UA/17446/01/02
Imperting Couniry Ukraine
Kpaina ixxnopmep Vupaina
T TESTS REQUIREMENTS RESULTS |
: BHITPOLYBAHHA BHMOIH PEIVABTATH *‘
T S S Uy A —_—
' Appearanice Oval, white to off-white tablet, debossed with & on Satisfactory ‘
1 50 mg one side and "215" on the other side
" Onue Oganeni, 8id 6ino2o do saatisice Binozo xonvopy mabpemey | Bidnosidae
150 Ao 3 mucneunss K& 3 0dnozo Bory ma «215» 3 inutozo boxy




" Identification by IR Comparable to the reference spectrum Satisfactory
 Permuivayin (74) Bidnosidae cnermpy nopigusis Bidnogidae _
Assay by HPLC 93.5- 106.5% of label claim 98.9%
Kinbricne guznauennn (BEPX) 93,5 — 106,35 % aio 3usenenol kinbkocmi 98.9 %
Organic impurities by HPLC
Operaniani Qoxtiuru (BEPX)

Acid (CEP-1641) NMT 0.5% not detected
Sulfone (CEP- 6239) NMT 0.5% 01 g
 Sulfide amids (CEP- 9419) NMT 0.3% 0.1 (f' ;

Any unspecified impurity NMT 0.2% Hptigetect
| Kucnoma (CEP-1641) He dinviee 0,5 % HE GUAGREHO
| Cynothon (CEP-6239) He Ginswe 0,5 % 0.1%

0.1 %

| Cysinghio avia (CEP-9419)
1 Bydo axa neidenmugpixogana
dorinrg

He Ginouee 0,3 %
He Ginve 0,2 %

HE BUABReNHO

Total Impurities NMT 1.0% 0.2%

Cypma doatitok He Ginvwe 1,0 % 0.2%
" Chirality by HPLC NLT 96% (R)-lsomer 98 %

Xiparericoms (BEPX) He vemue 96 % (R)-isomepy 98 %
‘Dissolution Meets USP requirements; Q=80% of label claim in 30 | 97 % N
_ minutes

Posunnenns Bidnogidae auntozay papa. CLUA; O=80 % eid 97 %

saserenol kirexocmi 3a 30 xeunui.
‘_Gﬁ_ifémlity of Do-sﬁgé Units Complies with USP <905> "Ea_tisfactory
- Cegopidnicms dozoganux oQuitigs Bidnosioae sustozant hapar. CLIA <905>, Bionogidae
- Microbiology* o

- Total Aerobic 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 geruginosa Not tested Not tested
_ Salmonella Not tested Not tested
. Mixpabioaozin®

- arctibia RiFeRICML aepohtux
L Mikpoopzanizvie
- Suzanvra xinoiicns OpincOucoguy ma
 naicenegux epubis
- Escherichia Coli
+ Staphylococeus aureus
| Pseudomonas aeruginosa
s Salmonella

He nposodumsca
He npogodumsca

He npogodumses
He npogodumecs
He npogodumvcn
He nposodumoen

He nposodumncs
He npogodumsacs

He nposodumeca
He nposodumeen
He npogodunmscs
He npogodiuisea

* Micrabiologic testing is perforined on stability at the initial and yearly time points for one representative batch annually

* Minpobioroeivne sunpobysanns nposodams Apu cuedenni cmabinenocni na nouamiogoymy emani i wopiune o1s oodwici

norazeeol cepil.

Certification statement: [ hereby certify that the above information 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 specifications in the Marketing Authorisation of the importing country. The batch
processing, packaging and analysig records were reviewed and found to be in compliance with GMP.
Jassa npo ceprmuighirayiio: Qittician 2 3ameepdsxcyio, o nagedena sunge inghapatayin € docmogipnoio ma mounoio. La cepix npodykmy
fiyra gupoiitena, GrUONAIOYN NAKYEQNHL/AAPKYGAHHS MO KOMIRPOAL AKOCHE Ha sule rasauiii dinoitayi (dinsruysax) @ noguiit
gionesidnacmi 0v eunoe GMP, wo gomancaneni Micyesns peayramopty opzanom, ma eneyugbivayiii Pecempayitinozo nocaiduenns
kpainu-innopmepa. lpomoronu supobriuymea, naxysannsi | ananizy cepii Gyro repegipeno 1 su3NaNC MAKUAY, WO GIOReGIOAIOMs

GMP -

Date: :')'I-C! Jdao g.s-

Hama: /

foda Aoy

Approved by: (Wi -

3ameepoacenn:
FLITA CROATIA Lus
{Juality Zagreh
Qualified Persna

Yanis Sebijié

Crop.232
Page2 of 2
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AEPKABHA CIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCBXII OBJACTI

ripor, Ceitnuynoi Haail, 3, M.Kuie, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo sIKICTHL BBE3ENoro B Yxpainy nikapcokoro 3acody

22.05.2025 Ne 23386/25/10

HYBIDKNJI®

(mafisenysaHua NikapcbKoro 3acoGy 3TLIHO 3 peecTpaifiHuM IOCBITYCHIIAM)
Tabnercu 1o 150 mr; mo 7 Tadaerok y 6sicrepi, o 1 6iicrepy y copoGui

((hopMa BHAYCKY, ZO3YBANHA, BUA NAKyBaiis TiKapehkoro 3acoby)

Howmep peccrpaniiinoro nocsinuenns UA/17446/01/02 crpox aii pecerpauiiinoro nocsiguenns 01.01.2099

Cepis nixapeskoro 3acofy Ne 6386124 Kubkicts Baesenoro nikapeskoro 3acoby 13000
Bupo6ix ITJIIBA XpraTcka 71.0.0., XopBaris
(uaitmenymanig srpoBixa nikapeskoro sacoby, kpaiia moxomxemis)
Breseno B Yxpainy Tosapucrso 3 o0mexenoro Bignosigansnicrio "Tepa Yrpaina", inenr.
xoy: 34770471

(afmMenysanns ta ko 3a €APTIOY opuanyunol ocobH aGo npissuie, iM', 10 BaTLKORL (M3HYEO]
ocobit - nignpueMua, i Miclte NpoXHBANKEA T2 peccTpauiiintii noMep 0OAIKOBOT KAPTKY MAIATIHEA
noxarkin aGo cepit Ta Homep nacriopTa)

Tporoxkou sizyannioro konrposmo sin 16.05.2025 N 1513/17.

3a peayneTaTaMM  JIGRKABHOO KOHTPOSIG BCTAHOBNEGHO, WO Jikapcexuit 3aci6  seescHo B Yxpaiy

w

JOTPHMANHAM BHMOT 3aKOHOLABCTBA OO 3a6e3NeUeHIs SKOCTL NIkaPCEKHX 3ac061B.

T K PZ F
5 1A Koprs
'@‘?‘2\%\“ HH x‘fri?é:}

Onera EPBOMEHKO

KOHTPORIO) (ninnme) {ininiame ta npizouue)
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