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JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npoB. Ceitinusoi Hanit, 3, m.Kuis, 02099, Tes/¢pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOro B YKpainy JIKapCLKOro 3acody

26.03.2024 Ne 8404/24/10

ATOMOKCHH®

(HalfiMeHyBaHHS JiKapchKOro 3aco6y 3riHo 3 PEECTpALlIiHUM [1OCBIAYEHHAM)
Kancy/u Teepai, mo 25 mr no 7 kaneyn y OuicTepi; o 2 Gaicrepu B KapTOHHIH maviyi

(bopma Bumycky, 103yBaHus, Bug NaKyBaHHs JUKapChKOro 3aco6y)
Homep peectpauiitroro nocrinuenns UA/18978/01/03 CTpPOK Ali peectpauiitioro noceiguenns 07.10.2026

Cepis nikapcbkoro 3aco6y Ne 1400580 Kinekicre BE€3€HOTO Tikapcskoro 3aco6y 3468

Bupobuuxk DPAPMATEH IHTEPHEILLIHJI C.A., I'pentis

(HaliMenyBanHs BUPOGHMKA NIKapChkoro 3acoby, kpaina MOXO VKEHHA)

Beeseno B Vkpainy ToBapuCcTBO 3 06MEKEHOIO BiAnoBinaabHicTio "ACIHO YKPAIHA",
inenr. xon: 42274733

(HalimenyBauus Ta kox 3a €JJPIIOY Iopui4HO1 0cobu abo npizsume, iM's, 10 6ATEKOB] ¢13uuHO]
0cobu - mianpuemus, i Micie TMPOXHMBAHHA Ta pEECTPailiHui HOMEp 061iKOBOT KAPTKU MIaTHMKA
noaatkie abo cepis ta Homep racropra)

lporoxon Bisyanshoro kourposmio sin 04.03.2024 Ne 0288/7.

JIabopaTopHuit anani3 skocTi JIKapChKOro 3acoby 3iicHeHHMII:

A1 "LlenTpansua nlabopartopis 3 aHai3y SKoCTi JIKAPCHKUX 3aC00iB i MeaAMyHOI npoaykii"”
(M.Kui, Byn. Kynpsieceka 10r M.Kuis, Byn. Kynpssceka 8B Kuiscbka obmacrs, c¢. Hogi ITetpis,
ByJl. IBana ®panka, 19)

(HaliMEHYBAHHS Ta MiCLE3HAXOHKEHHS n1abopartopii, 1o nposena 1abopaTopHUil aHani3 SIKOCT )

BUCHOBOK LI0ZI0 SKOCTI MiKapCEKOro 3acoby, Bumanuit naGoparopiero Big 20.03.2024 No 05 57

Pesyneratn na6oparoproro aHaNi3y AKOCTI MKapchKOTO 3aC00Y 3a mepeBipeHHMHU NMOKA3HHUKAMHE BIINIOBIAAI0TH
BHMOTraM METOJ(IB KOHTPOJIIO AKOCTI (aHaNTiTHYHO-HOpMATHBHOT JOKYyMEHTALIiT).

32 pesylbTaTaMH  Jep)KaBHOTO KOHTPOJIIO  BCTAHOBJIEHO, IO JTKAapCHKHMI 3aci6 BBe3seHO B YKpainy 3

AOTPHMAHHSM BHMOT 3aKOHONABCTBA 10710 3a0€3NEUEHHA AKOCT] JIIKapChKUX 3aCO06iR.
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ma‘then Code: CoAQMODIATOM25_ ACINO UA

e + Version: 001
Innovation inspired by life Date: 01/02/2074

Batch Release Certificate / Ceprudixar Bunymenoi Cepi
Certificate of GMP Compliance / Ceprudikar sianorizuocti GMP

| 1. | Name of product / | Atemoxin hard capsules of 25 mg Ne 14 (7x2) in blisters
| Haiimenysanns npopykuis | ATOMOKCHH®, kancysmu teepai, nio 25 mr Ne 14 (7x2)
o | y baicTepax
2. | Country of the manufacturer (full cyele) / Greece / I'peuis

Jepxasa-Bupobuuk (nosuui L{MKIT )

3. | Registration certificate number in Ukraine / UA/18978/01/03
| Hosmep peecrpauitiHoro noceiguenus & Ykpaiui

4. | Strength / Cuna nii/axrusHicTs " 1 tablet contains atomoxetine hydrochloride 28.57 mg,
equivalent to 25 mg of atomoxetine /
| Tabnerka micTurs 28,57 mr ATOMOKCETHHY TiAPOXJIOPHAY.

IO €KBIBANECHTHO 25 MT ATOMOKCCTHHY

3. | Pharmaceutical form / Jikapcbra dopma ’ capsules, hard 25 mg /
_ __ .| Kancys TBepai, mo 25 Mr
6. | Size and type of the package / . 7 capsules in blister; 2 blisters in carton box /
Posmip Ta T1n naxysanus ) e 1 M0 7 Kancyn y Gaicrepi; no 2 Gaicrepu B KAPTOHHIN nauy]
7. | Batch number / Homep cepit - 1400580
Batch size (in packs) / Posmip cepil (8 yn.) | 3 468 packs / ynakosok
8 Product code / Kon MPONYKTY 2112269
. 9. | Manufacturing date / Hara Bupobuuirrsa 11.10.2623
10, | Expiry date /

Hata 3axivuenuy CTPOKY HPHAATHOCT] 10.2026

11 | Name, address and manufacturing license | PHARMATHEN INTERNATIONAL S.A.
| number for site, responsible for hatch release | Industrial Park Sapes, Rodopi Prefectu re,

I / Block N5, Rodopi 69300, Greece /
| Hatimenyeanus, anpeca ta HOMED JiiLIeH3I] DAPMATEH IHTEPHEILIHI C A
i ALUTbHHL 3 BUPOBHUUTRA BIATIOBiIANLHOT 34 - Inpacrpian Napk Canec, lpedexrypa
| BMYCK ¢epif Pononi, 6iok Ne 5, Pononi 69300, I'peuis
ML Ne / Jiveusis Ne: 0000007311/23/2

; ' PHARMATHEN S.A.
’ ; Dervenakion 6, Pallini Attiki, 15351, Greece /

_ 't DAPMATEH C.A.
f Hepsenakion 6, [annini Arruka, 15351, Ipenis
. N h ML Ne / Jlinensist No: 0000006501/22/1

Certification Statement: / 3assa npo ceprudikariio:

I hereby certify that the above information is authentic and accurate. This batch of preduct has been
manufactured, including packaging/labeling 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
Authorization of the im porting country or product specification file for Investigational Medicinal Products, The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP, / [l
MATBEPIGKYIO, 1110 puecacHa BuIe ingopMauis e JOCTOBIPHOIO | TOYHOIO, Hana cepisn BUIOTOB’ICHA, BKAIOYAIOYNH
AKXy BAHHA/MAPKYBAHHA Ta KOHTPO/L SKOCT Ha BULICBKA3AHIA MINBHULI Y 1OBHIH BinmosinHoceT = BUMOramy GMP
AorasHuX KonTposnowunx opranuis, a Takok 3i creurgikaiismu Pecerpauitinoro Hocwe kpainu-imnoprepa ago Hocke
AOCALILKYBAHOIO  NKAPCLKOrO 3acoby. Ilporokonu BUPOCHHHTBA, YNAKOBKM Ta aHallisip Oyam neperysmyTi |
BCTanosiieHa Bianosianicts GMP.

EIRINI KABADAI

Qualified Person Signature / { 5 o ~_Control Products
Mianue Ynosaosaxkenol Ocobu ‘f) { / = /'j' _ for Export Superviser / QP&
Date of Signature / Jlata [ianucy ace for wet stamp

In the event of any discrepancies or doubt between English &
shall prevail. / ¥V pa3i 6yab-saxux posbixnocteit abo cymuipin
CHAY Ma€ BepCia anIviiiicbKoI0 MOBOLO.

Pharmathen nternations] S A

Headquaners-Manufacturing site’ Sapes Industrial Area, 8. Block 5, Perfecture W (PN ST SO0 312380,
f4+30 25520 31571 \

negistered seai 4 Dervenakion sir., 153 51 Fallini, Athens, Greece, 1 +30 210 6604 W ' ( ,;qf//
www. phamathen com Prepared by: Eleni Kamnam + * % AL A ﬂ

= fjous, the English language version
P YRPardCh KO MOBaMy ACpeBakHy
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innovation inspired by life

Name of the Product: /
HafiMeHyBanrHS ApOHYKTY:

n

Version: 001
Date: 01/02/2024

Certificate of analysis / Ceprudixar aHam3zy

Atomoxin hard capsoles of 25 mg Ne 14 (7x2) in biisters
ATOMOKCHH®, xancynu Tsepai, no 25 mMr Ne 14 (7x2) y Gnicrepax

Code: COAQMOD1ATOMZ25_ ACING _UA

Batch Number Finished Product: / 1440580 Batch size (in packs): / 3 468
Hosep Cepif Fotosoro Mpoayxry: Poamip Cepil (B ynakoskax):
Expiry Date: / Tepmin npuaarsocri: 10.2026 Manufacturing Date: / 11.10.2023
Hara BupoGunirraa:
| Characteristics / Requirements / Results /
Hativenypaius nokasunka | Bumorn MKS _ - | Pesyapratu N
- Appearance / White powder in a hard gelatin capsule of size No 3, Opaque | Complies /
Oruc - Blue cap imprinted with 25’ and Opaque White body | Bianosinae
imprinted with ‘mg’/ ITopowok 6inoro konwopy y Teepaiii -
KERATHHOBINA Kancyni posmipoM Ne 3, HENPO30PHI KOBNA4OK
OJIAKHTHOIO KONBOPY 3 HamucoM «25» i HEMPO30pHH Kopnyc |
o ) GUIOro KOJIbOPY 3 HAHCOM «MmE» - _ |
Average mass/ 87,5 mg + 5%/ - 90.1 mg / mr
Cepenus Maca BMICTY 87,5 mr + 5% '
_____ Kallcy/in .. . s | " s
Mass Uniformity / Not more than 2 of the individual masses deviate from Complies /
- Oanopianicts Mmacn smicty | the average mass by more than 10% and none deviates by | Bianosinac

f Kancy.

more than 20%. / He 6insure 2-x THAMBIAYaBEHUX MAC MOKYT
MaTH BIAXMJICHHS Bill Cepeansoi MacH Giiblue Hisk Ha 10 % i
ROAHA HE NOBUHHA MATH BIIXMIICHHS Glabiie vk Ha 20 %.

Loss On Drying /
Brpara B wmaci
BHCYILYB&II

MnpH

Min: 86.2mg / mr
Max: 94.0mg / mr
Conforms

NMT 7.0 % /
He &iaswe qix 7.0 %

Disintegration /
| Posmananns

e ————— e

4.7 %

NMT 15 min. /

. He dinnine vk 15 xs.

“ldentification HPLC /
[nenTudixauis BEPX

Identification IR /
lnentudikauis 14

- 01°40° - 02°49 min
{ / XB.

Conforms to Positive Identification

- Retention time (RT) of Atomoxetine peak in the sample
- solution in relation to fhe reference solution should be + 0.5

- min. / Yac yrpuMmysanus (RT) nixa aromoxceruny vy

BUTIPOOYBaHOMY PO3UMHI 1HOHO PO3YUHY NOPIBHIHHA TOBUHEH
CTAHOBHTH % (0,5 xB,

Spectrum of sample corresponds to spectrum of standard /
Criektp 3paska Bignosinae CTIEKTPY CTaHmapTy.

Positive /
IMozuTusuuii

Positive / ’
Hosurrsnaii

Assay HPLC / Kinbkiche
Bi3Hauenns BEPX

95.0 - 105.0 % of the stated amount of Atomoxectine /
95,0 - 105,0% gin sagspienoi KITLKOCTI ATOMOKCETHHY

¢ ——— .1

101.4%

_Related substances HPLC' / Cynposiani

noMiuky BEPX

Impurity A / Jlomimka A

. Any Unknown / By ne-sxa
. HEBIZTOMA HOMiUIKA

Total/ Cyma nOMIMIOK

A T AL, e

NMT 0.3% / He 6inbuic Hic (0,3%

NMT 0.2% / He Ginbuie nis 0,2%

Fharmathen internztionz! S.A

Headquarters-Manufaciuring site: Sapes indusirial Area. Sir. Block 5, Perfeciure NP < o

f+30 25520 31571

Reagistered seatl: 4 Dervenakijon sir., 153 51

wwhy. pharmathen.con

Not detected (Limit
of detection=0.03%)
/ He Buasneno (Mexka
BUsiBJIeHHS=(0,03%)

Not detected (Limit
of detection=0.04%)
/ He Busienenc (Mexa
BUABNEHHS=(0,04%)

- 0.0% |

Pallini, Athens, Greece. t +30 210 3‘.--;.~__1v“ 21U
Prepared by: Eleni Kamilari - *

& e ——




Name of the Product: /
Hafinenyrauus nponykry:

?harmathe

Innovation inspired by life

N

Version: 001
Date: 01/02/2024

Certificate of analysis / Ceptudixar aHanizy

Atomoxin hard capsules of 25 mg Ne 14 (7x2) in blisters
ATOMOKCHH®, kancynu teepai, no 25 mr Ne 14 (7X2) y 6aictepax

Code: COAQMUOTATOMZS_ ACINO_UA

Bateh Number Finished Product: / 1440580 Batch size (in packs): / 3 468
Howmep Cepii N'otosoro [ponykry: Posmip Cepif (B ynakoskax):
Expiry Date: / Tepmin npupathocTi; 10,2026 Manufacturing Date: / 11.19.2023
Hata Bupobunursa:
" Characteristics / ] Requirements / Results / I

HaitMenveauus noxasuuka f Byumorn MKH Peszyvnurary
Isomeric purity HPLC / [3oMmepna uncrora BEPX
Impurity B/ Novimga B ] NMT 0.5% 7 He Ginbume rin 3% | | | Below quantitation  hmit

| (Limit of

i
:

fmipurity D/ Dosmimxa D

Any Unknown / Byan-sxa ueninoma
AOMIHKA

Total / Cyma noarimor

NMT 0.15% / He Guuure e 0.15%

NMT 0.2% / He G1apire 1ok 0.2%

NMT 2.0% / He Gisomre Hivi 2.0%

i
i

1
|

————— i

* Unifurr;ity of Dosage units /

: iﬁﬁuﬁiﬂulagical Contaminafion / M

Dissolution HPLC /
Posuunenng BEPX

. Comply with Ph. Eur. current edition (iftrdﬁﬁéiﬁg S1, S2, 53)
| 81 level: % Dissolved of each unit is not less than Q+5% at 15 min

- (BKimouaoun 81, 82, 83 pissi) Pirenn S PO3YHHEHHS KOXKHOY MM

. BHIHAMCHHANA

quantitition=0.015%) !
Huskue  send xinekicsono
{nMexa
KINLRICHOTQ
Bii3HaueHnn=0,01 $%)

Not detected {Limit of
detection=0.005%) f He
BIABACHO {ME3A
BUABACHHA=0,005%)

Below quantitation limit
' {Limit af
| quantitation=0.023%) /

Hiogae  sewi  xinbkichoro

BHIHAUCHHS (Mo

KiALKICHOTO

BHIHAUEHHAE=.(J25%)

(%o

!

(Q=85%) / Bianosizac sumoram €8p. QapMm. 1iI0YOrO BHIAHHN

HE MEHWe HiX Q+5 % 32 15 xu. (Q=85 %)

Complies / Bianorinac
97%

Min: 96%

Max: 99%

|

OABOPINHICTL I030BAHYX ORMHMIEL

Comply with Ph. Eur. current edition (introducing LI, L2)

Complies / Binnoniac

' {TAMC) /

Total Aerobic Microbial Count

3arankHe YHCIO aepODHHY
MIKpoOprauiimis {TAMO)
Total combined yeast and
moulds (TYMC) /

3araibHe YHCAO APULRIKOBIX Ta
njHeeHeBHX rpudis( TYMC)

k. Coli/ Escherichia coli

2
' NMT 10 Cru/g /

LI level: Acceptance Value NMT 15.0% / Biariosinae Busoranm €sp. | AV: 5.2
Dapu. 2il0uoro BUAAHKS (BKIIOYAIOUY L1, L2 pirni) '
L1 piseHs: kputepiil npHiNITHOCTI He Binbie His 15,0 % L .
ikpoGionoriuxa yyctToTa |
Not detected / He

NMT 10’ Cfu/g /
He dinpme bk 10° KYO/r

He Gimewie wiwe 102 KVO/r

Absence/g / He nonycxaerncs

Released Date: / flara BHILYCKY !

Qualified Person /
YnosuoBaxkena ocoba

BHABIICHO

Not detected / He
BRUSBIEHO

Absence / BigcyThiii

31.01.2024 Stanip: /

IMTeyarka

Qualified Person signature does not include the verification of correct transiation info Ukrainian, /

YTORHOBAM(EHA 0COBA CROIM NiANHCOM He (iATBEPIKYE KOPEKTHICTS

In the eveat of any diserepancies or doubt between English and Russian language versions,
prevail, / Y pasi 6vab-akmx pozbixuocreli abo cymHinis

BEPCif aUINIACHKOIO MOBOIO,

FPharmathen international 8.A,
Headquaiters-Manufacluring site: Sapes
F4+30 25320 31571

Registered saai: 4 Dervenakion sif., 153
W pharmathen cam

Industrial Area, $ir. Block 5. Perfecture of Rodopi, Gresce, t +30 25320 31280,

51 Paliini, Athens, Greege, t +30 210 6604 300. f +30 210 6666 740

Prepared by: Eleni Kaimiiart

ICpEKNany TeKCTY Ha YKPATHCLKY MOBY,

EIRINI KABADA]

Control Products

fer Export Supervisor/ QP
Pharmathen internationat § A

the English language version shali
MEX BepcisMH aHrniitcLKoI0 Ta YKPalHChKOI0 MOBAMH NEPERAAHY CWITY Mac




