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AEPKABHA CJIYVXKFBA 3 JTIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUiBCBHKII OBJIACTI

npoB. Ceitnu4noi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon CJIPITIOY 37078774

BUCHOBOK

PO SIKICTH BBE3€HOT0 B YKpaiHy JIKAPCHLKOIo 3ac00y
23.02.2024

Ne 6554/24/10

HYBIDKII®

(HaliMeHyBaHHS JTiKapcskoro 3aco0y 3rifHo 3 peecTpauiiinmm IIOCBITYEHHAM )

TabJeTkn o 15( Mr; o 10 TadJeTok 'y ﬁﬂicTt_-‘:p_i, no3 6.JIiCTEpH y KopoOui
(dopma Bumycky, AO3YBAaHHS, BUJ IAKYBaHHS JIIKapChKOro 3acoby)

Homep peectpaniittoro noceizuenns UA/17446/01/ 02 crpok nii peectpaniittoro noceiguenns 29.05.2024

Cepis nikapcrkoro 3aco6y Ne 2553113

KinexicTe BBe3eHOrO JTiKapCHKOro 3acoby 27010
Bupobuuk

IIJIIBA XpBarcka 1.0.0., XopBaris

(HaliMeHyBaHHA BHpPOGHHKA NKapChKoro 3acoby,

KpaiHa MIOXO/IKEHH )
Beeseno B Vkpainy

ToBapucrBo 3 06MexeHOIO BIINOBigabHICcTIO ""Tera Ykpaina", igenr.
kom: 34770471

(HaliMeHyBaHHS Ta koJ 32 CAPTIOY opux
0cobu - mignpueMis, i Micie MPOYKUBAHH

UMHOT 0coGu a6o npisBuiLe, iM's, 110 GATLKOB] (hizuunoOT

A Ta peecTpauiftnuit Homep 06/iKOBOT KapTKH IJIaTHUKA
MozatkiB abo cepis Ta Homep nacrnopra)

Iporokon Bisyannnoro kouTpoio Bin 22.02.2024 N2 0145/10.

3a pesynbTatamu AEPHKABHOIO  KOHTPOJIIO

BCTAHOBNIEHO, MIO JIKApCEKHMIt 3aci6 BRe3eHO B YKpainy 3
AOTPHMAHHSAM Bumor 3aKOHO/IaBCTBA LIOAO0 3a0€3MEYCHHS SIKOCT] JKapChbKUX 3aco0iB.
‘ . Biktop CTE®KIBCBKU

(anc (iHiwiany ta npizsuine)




-~ PLIVA lirvatska d oo
<E§> gj E“ E V A Pritaz barana Filipoviea 23, 10000 Zapich, Crontis

Nois | HIRB A Xpesoawesa © oo,
Hpines Oapvine Dininosiens 25, 10000 Jaoped, Xopazuietiz

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCHKEIE 3ACTI

Active ingredient
Akmuanall inopedicum

CEPTHDIKAT JIKOCTT
No |

NUVIGIL®, tablets 150 mg, No30 (3 blist. x 10 tabs.)
HYBUDKHII®, matiaemxu no 150 ae, Nl (3 Oaicm. x 10 mab.)

Armodafinil 150 mg
Apsodadhinin 150

Batch number 2553113
Houep cepii 2553113

Batch size 27 010 boxes
Posseip copii 27 010 kapobox

Release quantity
Bunvigena vinnkicin.

27 010 boxes
27 010 kopobox

Date of manufacture 04.2023

Jama cupofiiigmea 04.2023

Expiry date (4.2026

Hpakamiuis oo 04,2026

specitication Approved through procedure No. 0789.001
Crenrfinarin /

Primary and scecondary packaging, PLIVA Hrvatska d.0.0.

bhatch release site

Hepounne, emopinne HURYEANIIE i
GO U GHHVOR CopiT
Certificiic of GMP compliance

Cepmuhivam sionosionocmi GMP

Number of manufacturing license
Hesiepr supotmmmor aigen iv

Bulk manufacturing site, quality
conirol

Buponnugmeo Iepostfacosanoi
HPOAVKIE, KOumipoas cepii

FDA Establishment Identifier
Iocnmughicayiioni koo
supObuaol Ofbaiyi (FIiT )

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

TLHHBA Xpsamwa d.0.0,

Hpinas Gapyua Ddiainosina 25, 1000 . e, Nopeantis
Ne UPA-530-10/22-03/1 1; 381-13-08/243-22-07

Ne UP/E-S30-10/19-03/12; 3R81-10-05/24 |- 19-07 (previous)

No UP/I-530-10/22-03/F1- 381-13 08/243-22. 007

N UP/L-530-10/19-03/12; 381- 1005741} G (nancpeonii)

Nee UP/1-530-01/13-03/08
No LIPE-330-01/F3-0.3/08
Cephalon 1L1LC

4745 Wiley Post Way, Salt Lake Cdy, Utah (UT) 841106, USA

[{echanon TOR

4745 Baiwi Hlocm Bedr, Conm leiu Cimni, HOma (UT) 84116, CHHIA

Ne 1000149927
No 10061499237

DUNS number No 021318345
Hosep IHINS Ne 021318345
Marketing Authorization License Ne UA/17446/01/402
Pecompattivine nuceivvcenns Ne LA/t 7446/01/02
Importing Country Ukraine
Kyt issriopmep Vepaina
TESTS REQUIREMENTS RESULTS |
BHIIPOEYBAIIESE BHMOrH PEIYIBTATH
e s s, T e . et LIy — PP
- Appearance Oval, white 1o off-white tablet, debossed with (&S] on Satisfactory
150 mg one side and "215" on the other sidc
 One Coannnl,  6id Ginoco  do  maftne  Gisooo Kol | Bionocioae
| 750 a [ matmemscn + mucaemsin &+ ooneso QOKY mir « 215y 4
S | frer o0 Gorcy . L .
Crop. 112

Pape | of 2

Y. G/ 2318 &P 97.09 gus _
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Identification by IR Comparable to the reference spectrum S:fti::-:fﬂu'tnry
| focumupriceanist (1Y) Bionosioac chexmypy: nopisnsnus - Bionogidue |
| Assay by [IPLC 93.5- 106.5% of label claim 98.1 % 5
Kinoxicne cumavenns (B FPY) 93,3 — 106, 5 % wio saseienor kinokoomi S, 1,
- Organic impuritics by 1PTC
COpeaniuni Oosincn (BIPYX) 4
Acid (CEP-1641) NMT 0.54, nol detected '
: . pRLY
Sulfone (C1- 6239) NM'T 0.5% :;;;r
: o
; Sulfide amide (CEP- 9419) NMT 0.3% } 1'“ dLl ol |
: G fa ; ik . 11 SIeCle
Any unspecificd impurity NMT 0.2%
Kucroma (CEP-1641) He Ginbuie 1.5 % He GUHBICH
Cyrodpon (CEP-6239) He Oinotee 0.5 % i.2 :i'!?
Cruehior amio (CEP-9419) He 6iwme 0.3 % 01 ? ""J §
: : 2 HE ehslGiei :
hyoe axa neidenmudikocana e Hinmnuee 0,2 % ’
annnx
Emllm“pa'inu - - NMT 1.0% 0.2 %
Cy vl dengineas He Ginvre [0 % P20, J
Chirality by HPLC NLT 96% (R)-isomer 98 %
Niparenioms (BEPX) He senwe 96 % ¢ R)-fr08epy U§ “a
.:ii.)l'ﬁ-‘il'*"l_ﬂaglpl llllllllllllllllllllll | Mets USP requirements; Q=80% of label claim in 30 37 Y ;
minufes . |
PPossnneys Bidnotiour cusmocum papas. CUHIA: O=80 % cio 97 %% g
Yananaenol Kinsroomi 2a 30 xeunun.
Uniformity of Dosage Units ) Complics with USP <905 Satistactory ;
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Microbictopy*
- Total Acrobic Microbial Count Not tested - Notested
- Total Combined Yeasts and Molds Not tested Not tested ‘
‘- Lischerichia Coli Not tested Not tested
Staphylococeus aureus Not tested Not tested
- Pseudomaonas acruginosa Not tested Not fested
- Salmonella Not tested Not tested
Mikpotiionocig™*
- dacansia sinnkicn tepodix He nposooumpes He nposodanm.cs
[ MIKPOOD Uil
= JACUALHA KINGKICD Opinedsicotx me {1e npocodumuos -
E 11T CORERRY Rf)ﬂf 7 ’ . n[ e ffe H!‘,”ﬂ”d?”}”,{ﬂ
- Escherichio (ol He nposodumscs He npocodumnes: |
l Stuphyviococens aurens He nposodumecs He npocodumnes =
| Pseudomonas aeruginosa | e npoeodumpes Ite nposodumsen
' Salmonclia He npocodumecs He npiosodunses

* Microbiologic testing is performed on stability at the initial and yearly time points for one representative batch annually
 Mikpobionosiyie GCHHPDOUY GG nposoosim, HiNe GUBHOHIE CIRGEEBROCHET He HONARIKGEOXIY Cmditl | mpopsiuse dan odiici
HOKW 601 Copil,

Certilication statement: 1 herchy certify that the above information is authentic and aceurate. Vhis baich of product has been

fabricated / manufactured, inchuding packaging and quality control at the above mentioned site(s) in full compliance with the GMP

requirciments of the local Regulatory Authority and with the specifications in the Marketing Authorisation of fhe importing coumlry.

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

Sanea npo cepmudpivanin: Hificaum s sameepdyeyn, Mo Haseoena sume inhopyayia docrtogipio ma momon. s o P

npm'i_twn{v Eg;esm fm,rh:rfi-'u.'m.r, GRAMIICIRN H{H{]NHIHHH/AHI}H{VH{IHHH IR KOHMPORS SKOCHN He GUNEC BRI dfﬂhmﬁﬂ { LJ;}mmufo) &

HOBITEN GIONOGIdROCIE 00 Giikos ( fAP, mo semanoeneni ALFCHCB M PUSVIRIROPHNM 0P, i chetiehicayin Pe CHIPen Lo

HOCEIRe i Kpar-innopmepa. Tpomoxos cHpobnugmea, nayeans AHQRESY COpit Ovao nepesipeno u awsnano HIGRHAMY, Hio

sinocickarnme GAIP | .

Note:The original issue date of CoA s [5.01.2024. The current date is the date of reissuing Z0o8

Opurioansng jura swaai CCPTHpIKaty 15.01.2024. [lorouma i :sé;z_i;;-za:;z%fﬂ:m;’tiﬁé_ljfiﬁ%’m
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