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PLIVA

DRUG PRODUCT
HIKAPCHKEH 34CIE

Agtive ingredient
Armusnii mepedicin
Batch number

Hosep cepi

Batch size

Poutip cepii
Release quantity
Bunvurend KitbriCHb
Date of manufacture.
Aarna Gupobiuipita
Fxpey date:
Hpudamnug 0o
Specification
Crnenugbicoyin
Primary and secondary packaging,
baich release site

Hepaunie, smopunue narysanis nd
3ORBLT HA BURVCK Cepil
Certificate of GMP compliance

Cepmudiizan ¢idnogionocmi GMP

Number of manofaciuring licénse
Hoxiep supotuuuol Jigensiy

Bulk manufacturing site, quality
coniral

Bupobruyman neposhacosanol.
HPOOYEYIT, KOHMPOAL cepii

FDA Establishment Identifier
Adennmmupicayiunui koo
supobnuvol Olresuyi (FET)

PLIVA Hivatska d.oo. g g

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
TLHEA Xpaamona 0.0, 5.

Hpiris Bapyia Qirinoeuna 235, 10006 3acped, Aopoami

CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI
Ne'l

NUVIGIL®, tablets 150 mg, No7 (1 blist. x 7 tabs.)

Armodafinil 150 mg

Apmogadifnii 150 .we

2541113
2341113

39-860 boxes
39860 ropobor.
39860 xopubor
04.2Q023
04,2023

04,2026
04:2026

HYBILKHIR, mabremxino 150 xmz, N7 (1 Gaicor. x 7 md&)

Approved through procedure No. 0289.001
7

o

PLIVA Hrvatska d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

HITBA Xpeamera 0. 0.0.

Hpinasz 6apyna Pirinoeuda 23, 10000 3acped, Xopsamis
No UP/1-530-10/22-03/11, 381-13-08/243-22-07

Ne UP/I-530-10/19-03/12; 381-10-05/241-19-07 (previcus)
Noe UP/F-330-10/22-03/1 - 381-13-08/243-22-07

Ne UP/1-530-01/13-03/08

No UP/H-5330-01/13-03/08

Cephalon LLC

Ne UP/I-5330-10/19-03712; 381-10-05/241-19-07( ??{J}ie;)ﬁ'(?rf’-f'fff,z'

4745 Wiley Post Way; Salt Lake City, Utah (UT) 84116, USA-

Heparon TOB

4745 Baitai floem Bea, -Coam Jeix Cimi, Kma (UT) 84116, CLIA

Ne 1000149927
N A0 T49927

DUNS number No 021318345 QUM
Homep DUNS Mo (071318345
Marketing Authorization License Ne 1JA/17446/01/02 o, B
Pecempayitine noceiduennst No UA/17446:01/02 R
Iinporting Country Ukraine Gas %
Kpatua innopmep Vipaina e
e e N 0409-0%C S
TESTS REQUIREMENTS T RESULTS 7
BHIIPOBYBAHH BHMOUH | PEIVALTATH |
~ Appearance Jval, white to off-white tablat, debossed with (=] Satistactory

150 mg
LD

one side and "215" on the other side

Qsaisui, 60 61020 00 maitxce Biroco kKOABOPY Mabiemxu
3 WMUCHEHHAM €2 5 vonozo Boxy ma «215» 3 inwozo HoKy

Bionogidac

Crop: 132
Page | of 2
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-'_f;-'Orgamc nnpurme‘a b}f HPLC
U Opeaniuni doviwiru (BEPX)

e st wg

— - - .

| Identification by IR -Comparable to the reference spectrum Satisfactory
1 fdenmuefrivauisn (1Y) | Bidnogidac cnesmypny HOpIBHAHHI BI{){’{QBJ@&L
| Assay by HPLC 93.5- 106.5% of label claim 98.19
+ Kinoricie susicauenns (BEPX) 1 93,5 — 106,35 % 6id 2anarenol Kitekocmi 98,1

Acid (CEP-1641) 1 NMT 0.5% | not detected
Sultone (CEP-.6239) | NMT 0.5% 0.2 %
Sulfide amide (CEP- 9419) | NMT 0.3% 0.1%
Any unspecified impurity I NMT 0.2% not-detected

Kucaoma (CEP-1641)
Cyvarsthon (CEP-6239)
Cvandghio-awio (CEP-9419)
Fyao axa neldenmugbivosarnd

He Giaouee 0.5 %
He Giavine 0,3 %
Hea divuee 0,3 %
He blrouie 0,2 Y%

| e grssneHo
1 0.2%
0,1 %%

He QUGN

QR
Total Impurities NMT 1.0% o G 2 %
(vsra dosbuok He Givwe 1,0 % (1.2 %
“Chirality by HPLC NLT 96% (R)-Tsomet 98¢ a
AXipassuioms (BEFPX) He menuie 96 % (R)-izomepy 98 %o

Dissolution Meets USPF requirements; Q“RO%fﬁ.ﬁ Jabel claim in 30 97 %
| minutes L o
- Poswunenns Bidnosioac sumoeart chapm. CLIA; - Q=80 % sio 97 %

3aRgAeHO! kKitbkocmi.aa 30 xeuaun.

il e

e —

Lmﬁ:-nmty of Dosage Units Complies with USP <905> Satisfactory

O.:i*m:rpmmcmb a0: OGN né)uuzqu Bionoeidae eumozav grapar. CLTA <905, Ridnogidae

?%fi:{,mb;-:}}{wv*

_ - Total Acrobic Microbial Count Not tested Not tested

+ « Total Combined Yeasis and Molds . Nottested | I\fﬂt tested

i - Escherichia Coli Not tested l .P\'Ul WSFEd

- Staphvlococcus aureus : Not tested i E\fot. tested
Pseudomonas aeruginosa Not tested E hot.tesijed
Salmonella Not tested Not tested

Mikpodiorocin®
- Zapainna KDBKICNS agpooni
mikpeapeaitisvig
1= Ui HE KEA6KICHE OpiNCOMCO8UX ma
| nuiceresux spuiis
-~ Escherichio Colt
- Staphylococcus aureus
. Pseudomaonas aeruginosu
| -Safmone!fa

He nposodumses He nposodunises

I1e npogooumecs He npogodunescs
He nposodumocs
e npogodutises
He npogooumses
FHe nposodumspes.

He npeaoduniscs
He nposodunmoes
He npogodumeca
He nposodumecs: .

O I Cenboden R = ! ERSEAE -k Fuirg Ml

* Micr obminvm teatmg S peﬂormed on siablhty at the mmai dnd veaﬂy time pomza for one representanve batch annually

* Mixpobioioaiie GURDOBYGANHA HPOGEOaMe NpU. GUEHCHHT CMADITbHOCHE HA HouamKosoMy emani i wopiine dig odnici

RORAROE01 cepil.

Certification statement: 1 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 requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the.importing country. The baich
‘processing; packaging and analysis records were reviewed and found to be in compliance with GMP.
3aaen npﬂ-cepmadﬁmui}o: Liucnuam s gamﬁepé;w:y}a, U{O HAGEOESH U BUNIE qupr.-wmgiﬁ & aoc:rm}gfpfmm ma mevisok, L cepfﬁf. ﬂpn(}};}{” L
Dvaa supotiIena, GRNOHMONY RAKYEAHAS/MAPDKYEGHHA A KOHMPOIL AKGCMS HA guuje Sxaianill Olibiuiyl (Glrbnuysax} ¢ Hoanii
givnoeiduocmi 0o sumoe GMP, 1o ecmanoeieni MicHesitm peyasmopHid OPeanoM, e CHEWUPIRARIT Peccmpayilinoco nocsiduenia
Kpainu-ivnopmepa. Hpomoxon supod DHUYMBA, JAVEHNA T aHatisy ce it vt o siomosiomm
GMP o |
Date: BT
Rap:

Approved by /YN
Fanigepdrcenal )

Crap. 232
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