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BrLiva

DRUG PRODUCT
AIKAPCBHKHE 34CIE

Active ingredient
AKnuarui hiepedicum

Batch number
flosep cepii

Batch size
Poatip cepii

Release quantity
Bumnyena kinoxicme

Date of manufacture
Hama supobuuymea

Expiry date
Tepatin npucamniocm;

Specification
Cneyuthivayis

Primary and secondary packaging,
batch release site

HNepawnne, amopunne naxveanus ma
D361 14 GURYCK cepit
Certificate of GMP compliance

Cepmudhixam sidnosionocmi GMP

Number of manufacturing license
Hosep supobieor miyensiy

Bulk manufacturing site, quality
controd

Bupotuuymso wepospacosanoi
RPOOYKYIT, Konmpois cepii

FDA Establishment Identifier
Penmudhicayiiumi koo
aupOOUYOl dinbruyi (FEJ)
DUNS number

Homep DUNS

Marketing Authorization License
Peccmpayitne nocaiovenns

Importing Country
Kpaina ivnopmep

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

HHBA Xpaamexa d.o.0
llpinas Gapyna Dizincauna 23, 10060 Jacped. Xopsamis

CERTIFICATE OF CONFORMANCE

CEPTH®IKAT SKOCT]
Ne 2

NUVIGIL®, tablets 150 mg, Na30 (3 blist. x 10 tabs,)
HYBIDKHII®, mataemiu no 1 30 a2, Ne30 (3 Gaiem. x 10 mab. )

Armodafinil
Apmodachinin

8543060
8543060

23 955 boxes
23 955 kopobox

23 955 boxes
23 955 kopobok

11.2019
11.2019

11.2022
11,2022

Approved through procedure No. 0289.001
/

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

[I/IIBA Xpeamexa 0.0, 0.
lIpinas 6apyna Dininosuwa 25, 10000 3azpet, Xopsamis
Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07

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

Cephalon Inc.

4745 Wiley Post Way, Salt Lake City, Utah (UT) 84116, United States of America
Hehanon I,

4745 Baimi ocm Ben, Conm [eiix Cimi, fOma (UT) 84116, Croayyen! Ulmamuy
Avepuru

Ne 1000149927

Ne 1000149927

Ne 021318345
Ne 021318345

Ne UA/17446/01/02
Ao UAZI 7446701102

Ukraine
Yepaiva

' TESTS REQUIREMENTS RESULTS
HAIBA ITOKAIHITKA BHMOIH PEIVIIBTATH
T Appearance Oval, white to off-white tablet, debossed with &) on satisfactory
150 mg one side and "215" on the other side
Onue Osaneni, 6id 6Ginozo oo  saiince binoza  koasopy coomgememayem
150 vo mabnemu 3 mucnennav (& 3 oonozo boky ma «215» 3

B od. 199% By

iHUL020 Boky ,
1. of dogy (ot




[ Tdentification by IR Comparable to the reference spectrum satisfactory

foenmughixayis (1Y) Bionosioae cnexmpy nopisnanns coomasemcmeayem

Assay by HPLC 1 93.5- 106.5% of label claim 99.2 %

Kinvricne suznavenns (BEPX} | 93,5 - 108,35 % aid sanenenol kinvkocmi 99,2 %

Organic impurities by HPLC

Opeanivni dosiucu (BEPX)

Acid (CEP-1641) NMT 0.5% 0.0 %

Sulfone (CEP- 6239) NMT 0.5% 0.2%

Sulfide amide (CEP- 9419) NMT 0.3% 0.1%

Any unspecified impurity NMT 0.2% 0.0 %

Kucioma (CEP-1641) He Binbwe 0.5 % 0,0 %

Cyangpon (CEP-6239) | He Girswe 0,5 % 0.2 %

Cyanghio amio (CEP-9419) {: He binvwe 0,3 % 0,1 %

Byde axa neidenmugpixosana domiwka C He binbwe 0,2 % 2,0 %

1

Total Impurities NMT 1.0% 0.2 % |

Cyva dosiinor He 6inowe 1,0 % 0.2 %

Chirality by HPLC [ NLT 96% (R)-Isomer " 98 %

Xiparonicme (BEPX) | He mewwe 95 % (R)-izomepy | 982

: : | o] e |

Dissolution Meets USP requirements; Q=80% of label claim in 30  989% |
/ minutes

Pozvunenns Bionogioac seustozam hapm. CLUA: 0=80 % gio 98 %
i 3aserenol kinekoemi 3a 30 xaurun,

Uniformity of Dosage Units Complies with USP <905> satisfactory -

dnopiduicme dozosanux o0tnuye

Bidnosidac aussoeam hapy. CILIA <905>.

coanmaememayem

Wicrobiology*

- Total Aerobic Microbial Count

- Total Combined Yeasts and Molds
- Escherichia Coli

Staphylococcns aurens
Pseudomonas aeruginosa
Salmonella

Mikpotiionocin*

- Jucanbna xitekicme aepobuux
MIKpOCPeaiimie

- Jacanvna kinskicmy dpixcoxcosux ma
niicenesux spubia

- Escherichia Colj

Staphyiococeus aureus
Pseudomonas aeruginosa
Salmonella

Not tested
Not tested
Not tested
Not tested
Not tested
Not tested

He nposodumscs

He nposadumacs

He nposodumeca

! He nposodumecs
| He nposodumeca

He npogodumuci

Not tested
Not tested
Not tested
Not tested
Not tested
Not tested

He nposodumescs
He npogodumnes

He nposodumscs
He nposodumeacs
He nposodumecs
He nposodumecs

* Microbiologic testing is performed on stability at the initial and yearly time points for one represen
* Mikpodionoziyne BUAPOGYEAHKA RposodAmE npu gueyerni cmabitenocmi wa ROYAMKOGOMY e

HOKQ30601 cepil.

Certification statement; I hereby certify that the above info
fabricated/manufactured, including packaging/labelling and

country. The batch processing, packaging and analysis records were reviewed an
Sasea npo cepmudpixauin: Lum s 3acaidy)
N0 aupofiaeno, srIOYAIOYY RAKYEaHHA/M
noGitite eignogionecmi 0o sumos GMP, ecmaniosneny Micyesum peyaamopy
Pecempayitinozo nocsiovenns Kpaitiu-imn

suziaH0 aidnosionicms do GMP,

Date: ho3 Lleto.
Aama:

Approved by:
Samueponceno:

/
A?'a«ae{ 4 aua;\'(/

W0, W0 Haeedena auuje ingpopmayia ¢ docmogipno ma moynow.
AKOCMI HA quujesaznayeitii dlnbnuyr (dibuuisx) ¥
uM opearoM, { y sidnogioncemi oo creyuiikayit
RAKYBAUHA ma ananizia cepii Gyao poseasnymo ma

APKYGANHA ma nposedeno konmpoas i

opmepa. fIpomokoru eupobuuymea,

PLIVA CROATIA L.,
Quality Zagreh
Qualified Person
Vania Qakliiz

quality control at the above mentioned site(s)

tative batch annually

mani { wopivio dan oduici

rmation is authentic and accurate. This batch of product has been

in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing

d found to be in compliance with GMP.
Aany cepiny npodyrkmy
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JIEPYXJTIIKCITYXBA
AEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIA OBJACTI

npocniext Banepia Jlo6anoscekoro, 51, M. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Ko €JIPTIOY 37078774

BHCHOBOK
PO AKICTHL BBE3€HOro B YKpaiHy JiKkapchKoro 3acoby

30.08.2019 Ne 53924/19/10

HYBIDKHI®
(waltMeHyBaHHA JiKAPCHKOro 3acoby 3rimHO 3 peecTpaLifHAM NOCBITICHHAM)
TabxeTkn 1o 150 mr 10 Tabaerok y 6uicrepi, mo 3 Gicrepn y Kopooui
(bopma BuTIyCKY, 203yBAHHS, BUI NAKYBAHHA nikapcekoro 3acoby)

Howmep peecrpanilinoro noceimaenns UA/17446/01/02 crpox aii peectpaniitroro nocsimaenns 29.05.2024
Cepia nmikapchkoro 3aco6y Ne 5988069 KimskicTs BBe3eHOrO JNikapcbkoro 3acoby 20455

Brpo6HuK IUTIBA XpBarcka 1.0.0., X0opBaTis

(maitMenysanns BHpoGHUKa Nikaperkoro 3acoy, kpaina NOXOMXCHHA)

Baesero B Vkpainy Torapucrso 3 o6mesxxenoro BinnosizasmicTio "Tera Yipaina', ixenr.
kon: 34770471

(wafiMeryBarus Ta kox 3a €JIPIIOY ropumiaHOi 0co6H a6o npizsume, iM's, 1o 6arekosi dizuwarol
0c06H - minmpuemus, if Micue NpOXMBaHHS Ta peccTpaLiHRIii HoMep o6nikOBOI KAPTKH [IaTHHKA
nonarkis abo cepia a HoMep nacriopra)

IIpoTokon BizyansHoro xonTpomo eix 20.08.2019 M 3076/1.

3a pesymBTaTaMH  JAEpXaBHOTO KOHTPOMIO ~ BCTAHOBNEHO, IO Jikapcbkui 3aci6 BBeseHo B Vipainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA MO0 3a6e3NeYeH s AKOCTI JKapChKUX 3ac06iB.
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@PLIVA

PLIVA Hrvatska d.o.o.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia /j
[1J11BA Xpeamcka 0.0.0.
TlIpinaz 6apyna @ininosuna 25, 10000 3azpeb, Xopsamin

CERTIFICATE OF CONFORMANCE

DRUG PRODUCT
JIIKAPCBKHH 34CI5

Active ingredient
Akmusnuit inepedicnm

Batch number
Homep cepii

Batch size
Poswuip cepii

Release quantity
Bunywjenu kivoxicme

Date of manufacture
Lama supobnuymea

Expiry date
Tepsin npudamnocmi

Specification
Cneyudpicayin

Primary and secondary packaging,
batch release site

Tepaunne, smopunne naxyeannst ma
A036i1 na gunyck cepii
Certificate of GMP compliance

Cepmudpicam eionogionocmi GMP

Number of manufacturing license
Hovep eupobnuuoi niyensii

Bulk manufacturing site, quality
control

Bupotnuymso neposgpacosanor
ApoeOyKyii, koumpons cepii

FDA Establishment Identifier
[Oenmudpikayitnuit koo
BUpobHuNOI Oinbhuyi (FEI)
DUNS number

Hovep DUNS

Marketing Authorization License
Pecempuyitine nocgidvenns

Importing Country
Kpaina ivinopmep

CEPTH®DIKAT AKOCTI
Nel

NUVIGIL®, tablets 150 mg, Ne30 (3 blist. x 10 tabs.)
HYBIJPKHII®, mabnemxu no 150 me, Ne30 (3 6nicm. x 10 ma6.)

Armodafinil
Apmooaghinin

5988069
5988069

20 455 boxes
20 455 kopobok

20 455 boxes
20 455 kopobox

01.2019
01.2019

01.2022
01.2022

Approved through procedure No. 0289.001
/

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

T1J11BA Xpeamcka o.0.o0.
Tlpinas 6apyna ®ininosuua 25, 10000 3azpeb, Xopeamin
Ne UP/1-530-10/16-03/04; 381-10-05/241-16-11

Ne UP/I-530-10/16-03/04, 381-10-05/241-16-11

Ne 381-10-05/241-16-51
Ne 381-10-05/241-16-51

Cephalon Inc.

4745 Wiley Post Way, Salt Lake City, Utah (UT) 84116, United States of America
Uecpanon Iux.

47435 Baiini lTocm Beii, Conm Jeiix Cimi, FOma (UT) 84116, Cnonayueni LiImamu
Amepuru

Ne 1000149927

Ne 1000149927

Ne 021318345
Ne 021318345

Ne UA/17446/01/02
Ne UA/17446/01/02

Ukraine
Ykpaina

S

PE3V/IBTATH

BHMOTH

TESTS
HA3BA TOKA3HUKA
Appearance
150 mg
Onuc
150 me

Oval, white to off-white tablet, debossed with [&G] on
one side and "215" on the other side
Osanvni, @i0 6inozo 0o maiizce 6inozo Konbopy ?'z)noeiaae

Satisfactory

mabnemxu 3 MUCHEHHAM (] 3 00HO20 boKy ma «215y/3

inut 00 6oky ﬁ

ﬁ/ prt o (540 Z% o8 09./9 . e

Crop. 132
Page 1 of 2



Identification by IR Comparable to the reference spectrum Sfltisfac;tory
loenmudpixayis (14) Bidnosidae cnexmpy nopiansanns 8idnogidae
Assay by HPLC 93.5- 106.5% of label claim 100.4 %
Kimbricite susnavenns (BEPX) 93,5 — 106,5 % aio 3asanenol kinbkocmi 100,4 %
Organic impurities by HPLC
Opeanivini Oomiuiku (BEPX)

Acid (CEP-1641) NMT 0.5% 0.0 %

Sulfone (CEP- 6239) NMT 0.5% 02%

Sulfide amide (CEP- 9419) NMT 0.3% 0.0 %

Any unspecified impurity NMT 0.2% 0.0%

Kucioma (CEP-1641) He 6invwe 0.5 % 0.0%

Cynocpon (CEP-6239) He 6invwie 0.5 % 0.2 %

Cyoghio avio (CEP-9419) He binvwe 0,3 % 0,0%

Byos sika neioenmudpixosana He Ginvuwe 0,2 % 0,0 %

domiutka
Total Impurities NMT 1.0% 0.2%
Cyma Oomiucok He binvwe 1,0 % 02 %
Chirality by HPLC NLT 96% (R)-Isomer 98 %
Xipauicme (BEPX) He menwe 96 % (R)-izomepy 98 %
Dissolution Meets USP requirements; Q=80% of label claim in 30 95 %

minutes
Po3yunenns Bionosidae sumozayv hapm. CLLIA; Q=80 % gid 95 %
sanenenol kinekocmi 3a 30 xeunun.

Uniformity of Dosage Units Complies with USP <905> Satisfactory
Oonopionicme doz08anux 00unuye Bionogidae sumocam ghapm. CLIIA <905>. gionogioae
Microbiology*
- 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 aeruginosa Not tested Not tested
Salmonella Not tested Not tested
Mikpodsionoain*
- 3aeansiia kitbkicms aepobrux He npogodumscs He nposodumsbca
MIKpoopeanizvis
- 3acanena Kinekicms Opincoxcosux ma He npogooumuvca He nposooumscs
nuicenegux epudia
- Escherichia Coli He npogodumsca He nposooumbcs
Staphylococcus aureus He nposodumscs He nposooumecs
Pseudomonas aeruginosa He npogooumecs He npoeodumscs
Salmonella He nposadumbca He nposodumbcs

* Microbiologic testing is performed on stability at the initial and yearly time points for one representative batch annually
¥ Mikpo6iotociune sunpobysanns npoeodsmv npu eusuenni cmabinenocmi na nouamxkoeoMy emani i WopiyHo Ona OOHIET
noKkazoeor cepii.

Certification statement: T 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
SMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
sountry. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.,

axea npo cepmudpivayito: Llum 5 3aceiovyio, wo nasedena guue ingpopmayis € docmosipnoo ma mounoro. Jany cepito npodyxmy
VA0 BUPOBIEHO, BKIHO4AIOYU NAKYBUNNA/MADKYGAHHA MA NPOBEAEH0 KOHmponb If AKocmi HA 6uwye3asnaveniil Oinonuyi (OinbHuysx) y
ogHii gidnosionocmi 0o eunos GMP, scmanoenenux micyeeum PECYNAMOPHUM Opeanom, i y eidnogioHocmi 00 cneyugixayii
‘eccmpayiunoco noceidvenns kpainu-ivnopmepa. lMpomokonu eupobruymaa, NAKyB8anHa ma ananisig cepii 6yno poszisanymo ma
usHano sionosionicms 0o GMP.
)ate:

Tummas 20.07.20/19 PLIVA CROATIA Ltd
Quality Zagreb
' ' Qualified Person
\pproved by: ! 27(/4 Sanja Pcters Ptitek
‘ameepodcero: Q| he

Crop. 232
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