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JAEPKABHA CJIIYKBA 3 JIIKAPCEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCBHKIN OBJIACTI

npos. Ceitinmunoi Hagii, 3, m.Kuis, 02099, Tel/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3€HOT0 B YKpaiHy JIKapCHKOro 3acoly

30.10.2023 Ne 52524/23/10

ATOMOKCHH®

(HaliMeHyBaHHA TiKapCEKOro 3ac0GY 3TigHO 3 peecTpaLiiiHuM IOCBITYEHHAM)
KancyJim TBepai, no 18 mr, no 7 KarmncyJ y 6aicrepi; mo 2 OJicTepu B KapTOHHIH maviri

(dbopma Bumycky, no3yBanns, Bux NaKyBaHHS JiKapCEKOro 3aco6y)
Homep peectpauiiinoro nmoceiguenus UA/18978/01/02 CTPOK Aii peecTpauiiinoro noceimuenus 07.10.2026

Cepis nikapcekoro 3acofy Ne 1307887 Kinekicte BBE3EHOrO NMiKapcrkoro 3acoby 282 1

Bupo6Huk PAPMATEH IHTEPHEILIHJI C.A., I'penis

(HaliMEHyBaHHS BHPOOGHUKa NIKapCcBKOro 3acofy, kpaiHa ITOXOJIKEHHS )

BeeseHo B Vkpainy ToBapHuCcTBO 3 06MeEKEHOIO BiANOBiZaabHIicTIO "ACIHO YKPAIHA",
inenT. xon: 42274733

(naliMenyBsauHs Ta kox 3a CHAPIIOY ropuamnyHoi ocodu abo NPI3BUIIE, iM'S, O 6aTEKOR] (GizugnHOl
0co0M - mianpuemn, i Miclle NpoXuBaHHS Ta peecTpariiinuii Homep 061iKOBOI KAPTKM ITATHHKA
nojaTkis abo cepis Ta HOMep Imacropra)

ITporokon Bisyansroro xourpomo iz 27.10.2023 N 3368/10.

JlaGoparopHwuii aHani3 skocTi JIIKApCHKOro 3acoby 3aiiicHenmis:

JII "LlenTpansHa naboparopis 3 aHaNi3y AKOCTI JTIKAPCHKUX 3aCOGiB i MEAMYHOI NpoaAyKIil"
(M.KuiB, Byn1. Kyapseceka 10r M.KwuiB, Byn. Kyapseceka 8B Kuirchka obmacts, ¢. Hogi [TetpiB,
ByJl. IBana ®panka, 19)

(HaliMEHyBaHHA Ta MiCle3HAXOWKEHHS maboparopii, wo nposena nabopaTopHuil aHani3 AKocTi)

BrenoBok mozo sikocri nikapcskoro 3acoby, piyanuii naboparopiero Bixg 30.10.2023 Ne 2005

PesynbraTn naGoparoproro aHani3y AKOCTI MKapChKOTo 3aC00Y 3a MepeBipeHHMH MOKA3HIUKAMM BIINOBIAAI0TH
BHMOTraM METO/I1iB KOHTPOJIIO SKOCTI (aHaNi THYHO-HOPMAaTHBHOT JOKyMEHTALlil).

3a pesynaeTaTaMu  Jep)KaBHOTO KOHTPOMIO  BCTAHOBJEHO, II0 JHKAPCBKMII 3aci6 BRezeHo B Ykpainy 3
AOTPUMAHHSM BUMOT 3aKOHONABCTBA HIOAO 33663 eH s SAKOCTI JIIKapChKHX 3aC00iB.
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Code: CoAQMOBTATOMI8_ ACINO UA
Yersion: 001
Date: 21/09/2023

Batch Release Certificate / Ceprudikar Banyurenoi Cepii |
Certificate of GMP Compliance / Ceprudixar sianmonignocti GMP

1. | Name of product / | Atomoxin hard capsules of 18 mg Ne 14 (7x2) in blisters
HaliMeryBanna npoayxuiy ATOMOKCHH®, kancyau tTepai, no 18 Mr Ne 14 (7x2)
y dricTepax
2. | Country of the manufacturer (full cycle) / Greece / I'penist
Hepxana-supoOHHK (NOBHUH 1K) |
3. | Registration certificate number in Ukraine/ | UA/18978/01/02
Howep peectpauiiioro nocsimuenss 8 Yipaiui |
4, | Strength / Cuna nii/axrusnicTs 1 tablet contains atomoxetine hydrochloride 20.57 mg,
equivalent to 18 mg of atomoxetine /
| raGreTxa MicTHTE 20,57 MI ATOMOKCETHRY FMAPOXAOpHAY,
o eKBiBanenTHO |8 Mr atoMokceTHHY
S. | Pharmaceutical form / Jlikapeoka thopma capsules, hard 18 mg /
KANCYJIM TBEepAi, o 18 Mr
6. | Size and type of the package / -7 capsules in blister; 2 blisters in carton box /
Po3mip Ta THI NakyBants no 7 kancyn y Saicrepi; mo 2 bmicrepu 8 KAPTOHHIN TIaviy
7. | Batch number / Homep cepii | 1307887
Batch size (in packs) / Posmip cepii (B yn.) 2 821 packs / ynaxoBok i
8 | Product code / Koa npoayxry 2112208
9. | Manufacturing date / Hata pupo6uuursa 04.08.2023
10. | Expiry d‘ate / ' 08.2026
Alara 3axkinvennsn CTPOKY NPHAATHOCTI | | y
L1 | Name, address and manofacturing license PHARMATHEN INTERNATIONAL S.A.
number for site, responsible for batch release | Industrial Park Sapes, Rodopi Prefecture,
/ Block Ne5, Rodopi 69300, Greece /
HaliMenynauus, azpeca ta Homep miuensiy GAPMATEH IHTEPHELIHII C.A.
HiIALHULE 3 BUPOOHULITBA BiNOBIAANLHOT 20 Inpacrpian ITapk Canec, Ipedektypa
BUNyCK cepil Pogoni, 6nok Ne 5, Pononi 69300, [ 'perris
N ML Na / Jlisensis Ne: 009007311/23/2
Cernification Statement: / 3assa npo ceprudixamiio:

I bereby certify that the above information is authentic and accurate. This
manufactured, including packaging/labeling and quality control at
compliance with the GMP requirements
Marketing Authorization of the importin
Products. The batch processing,

with

GMP. / UpM niarsepmxyio,

batch of product has been
the above-mentioned site(s) in full

of the Jocal Regulatory Authority and with the specifications in the
g country or product specification file for Investigational Medicinal
packaging and analysis records were reviewed and found to be in compliance
HIO MpHBCACHA BAMIE IHQOPMALIA € AOCTOBIPHOW i Tounow. Jama cepis

BHTOTORJIENA, BKIIIOYAIOMH TIAKYBAHHS/MAPKYBAHHA Ta KOHTPOJIL SKOCTI Ha BHILEBKAZAHIH JINLHKI Yy NOBHIMN

BLANQ

Hocee kpaiun-imnoprepa afo Jlocse gocaim

BIAHOCTI 3 sMoramMu GMP noxaiisHmx

KonTpomorounx opranis, a Takox 3i eneuudikauismy Peccrpauifitioro
KYBAHOTO JHKAPCLKOro 3acoby.

tiporoikonn BupoGumLTEa, YIaKOBKY Ta

aHAM3IE OyAH NepernanyTi | BCTaHORIEHA BiANOBIAHICTL GMP,

Qualified Person Signature /
Hianuc YViosunosaxkenol Ocobu

Date of Signature / Hara [Tianucy

In the event of any disercpancies or doubt between En
shall prevail. /'Y pasi Gyzb-saxux posGixyseTal ag

Pharmathen International $.A.
Headquarters-Manufacturing site:
f+30 25320 31571

Registerad seal: 4 Dervenakion str,\
www._pharmathen.com
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Control Products
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glish and Russian language versions, the English language version
HIBIR MiX BEpCIAMEL aHrIiichiOI0 T4 YEPATHCHKOIO MOBaMY TEPERAKHY

) Block &, Perfecture of Rodopi, Greece, t +30 25320 31280,

PRORINIE, Greece, {430 210 6604 300, 7+30 210 6666 749

Prepared by: Eleni Kamliiari
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Code: CoAQMOD1ATOMIS ACINO_UA

fr-1at1 ath e Version: 001

Innovation inspired by life Date: 21/09/2023

Certificate of analysis / Ceprudikar ananisy

Nante of the Praduct: / Atomoxin hard capsules of 18 mg Ne 14 (7x2) in blisters
Hatvenynania npogyxry: ATOMOKCHH®, xancy:u TBEPAl, o 18 mr Ne 14 (7x2) v Gricrepax
Batch Number Finished Product: / 1307887 Batch size (in packs): / 2821
Homep Cepii l'otosaro Hpoayxry: Posmip Cepit (8 ynaxoniax);
Expiry Date: / Tepmin HPUAATHOCTI; 08.202¢6 Manufacturing Date; / 04.08.2023
Jlata sapoOuunTsa;
Characteristics / Reguirements / Results /
. Halimenysauus noxasunxa BrumMorn MKS] Pesynbrars
Appearance / White powder in a hard gelatin capsule of size No 3, Opague | Complies /
Onsic Rich yellow cap imprinted with “18° and Opaque White body | Bianosiae

imprinted with ‘mg?/ Mopowok Ginoro KONBOPY. y TBEpaiit
HEnaruHoBiH kancyni posmipom Ne 3, Henposopu# KOBNAUOK
TCMHO-KOBTOrO KONEOPY 3 Hanmueos <« 18y 3 HEMpo3opui kopyc
GLI0r0 KOMLOPY 3 HANMEOM «MIs

Average mass/ 63.0 mg 3= 5%/ 63.5 mg/ mr
(-epemms  wmaca  emicry 63,0 L 5%

KANcynu

Mass Uniformity / Not more than 2 of the individual masses deviate from Complies /
OnHopigricts  macy BMICTY | the average mass by more than 10% and none deviates by | Binnosinae
KanCcyn more than 20%. / He 6insime 2-x IHHBIAY anE X MAc-MOKyTh | Min: 61.1mg / M

MaTH BIAXMAEHHS Bij Cepenntol MacH Ginbing Rix #ga 10 % i | Max: 67.8mg / mr
KONHA HE NOBUHHA MATH BLIXHITCHHS Oinsite aiw pa 20 %.

Loss On Drying / NMT 7.0 %/ 3.1 %

Brpata B wmaci  npu | ye Oinbiue mik 7.0 %

BUCYLNYBAHKI

Disintegration / NMT 15 min. / 01°63” - 02°10” min
Posnananng He Ginblue wix 15 xs, / XB.

Identification HPLC / Conforms to Positive Identification Positive /
Iaenrudixanis BEPX Retention time (RT) of Atomoxetine peak in the sample | [Tosurusuui

; solution in relation top the reference solution should be % 0.5
min. / Yac yrpumysanns (RT) nmika ATOMOKCETHHY Y

RUIPOGYBAHOMY pO3UMHI L0z0 PO3YMHY MOpPiBHAHHS NHoBHHeH
CTaHOBHTH % 0,5 XB.

Identification IR / Spectrum of sample corresponds to spectrum of standard / Positive /
LaenThdikanis 14 Cnekrp spaska ianorinae CHEKTpy CTanaapTy. | Ho3urusnnii
Assay HPLC / Kinnkicre 93.0 -~ 105.0 % of the stated amount of Afomoxetine / 98.8%
BH3Ha4YCHAs BEPX 93,0 - 105,0% min 3assnenoi kin LKOCT] aTOMOKCETHHY

Related substances HPLC/ C npoBinHi AoMiumu BEPX

Impurity A / Jomiwka A NMT 0.3% / He 6inbime aix 0,3% ND(LOD=0.03%) /
Ie BusBnewo (mewxa

BHABNECHHA=(,03%)

Any Unknown / Byjs-saka NMT 0.2% / He Ginniue uix 0

ND(LOD=0.04%)
HEeRINOMA noMilnka

He susenewo (mexka
RUABNCHHS=(0,04%)

Total / Cyma noMitnok NMT 1.0% 7/ He 6imsme i 1,0% ’ (L.8%

Pnarmathen international S.A.
Hﬁ*adquarfers-Manuf‘acturing site: Sapes Industrial Area, Str. Block o, Perfecture of Rodopi, Greece, t +30 25320 31 280,
f+30 25320 31571 |

Registered seat: 4 Dervenakion str., 163 51 Pallinl, Athens, Greege, t +30 210 6604 300, T+30 210 6666 749

www . pharmathen.com Prepared by: Elenl Kamilari




athen Code: CoAQMOOTATOMIS_ ACINO UA

Innovation inspired by life Date: 21/09/2023

Certificate of analysis / Ceprudikar ananisy

Name of the Product: / Atomoxin hard capsules of 18 mg Ne 14 (7x2) in blisters

Halivernypanns nposyxry: ATOMOKCHH®, kancynu TRepat, no 18 mr Ne 14 (7x2) y 6aicrepax

Batch Number Finished Product: / 1307887 Bateh size (in packs): / 2 821

Howmep Cepif Torororo Hpoayxry: Posamip Cepit (B yoakopxax);

Expiry Date: / Tepmin npunataocti:  08.2026 Manufacturing Date: / 04.08.2023

Hata Bupobuuirea:

Characteristics / Requirements / Results /

HalMEHYVRINES NOKa3nmKa Bumoru MK Pesyanrari

Isomeric purity HPLC / IzoMepua yucrota BEPX

Impuarity B/ Jomitka B NMT 0.5% / He 6insime ik 0,5% BOL(LOQ=0.015%)
Hipxae MO
KHTBKICHIOrO
BH3IHaueHYH (Mewa

KITBKiCHOD

BH3HaYeHHA=(,015%)

Tmpurity 1./ Jlomimka D NMT 0.15% / He Ginbime s 0,15% 0.0%
Any Unknown / Bynp-axa NMT 0.2% / He Ginsine win 0,2% NI{LOD=0.64%)
HeBlIOMa foMimika He pumsaeno (mexa

BsBIenHA=0,04%)

| Total / Cyma aoMimox NMT 2.0% / He Ginsue uix 2,0% 0.0%
Dissolution HPLC / Comply with Ph. Eur. current edition (introducing S1, 82, 83) Complies / Binnosiae
: Posuuueuns BEPX ST fevel: % Dissolved of each unit is not less than Q+8% at 15

min (Q=85%) / Biznopinac -suMoram €sp. Pap™m. nirouoro | 97%
RUTAHAA (BroTIOyaroun S1, $2, S3 piBri) Piens S1: posunnenns | Min: 96%

| ROKHOT OARHULI He MeHme mik Q+5% 3a 15 x5, (Q=85 %) Max: 98%,
Uniformity of Dosage units / Comply with Ph. Eur. current edition (introducing L1, 1.2) Complies / Binnosiaae
OanoepiasicTs nozosanmx L1 level: Acceptance Value NMT 15.0% / Bimnoinae pumoram | AV: 6.5
OOHHHUb €8p. Vapm. aiouoro suganxg {rxmouaoun L1, L2 piBHI)

L1 pisens: kpatepiit mpuitustHoeTi ge Gin bltie Hixg 15,0 %

Microbiological Contamination / MikpoGionoriyna uucrora

Total Aerobic Microbial Count NMT 10° Clu/g /

(TAMCJ / ._ | He ﬁié‘ih{ﬂﬁ Hiﬁ{ 103 KYO)’T‘ ND Cfufg I KYO/r
3aransHe yueno aepobuix

MIKpooprauizmiz (TAMC) I

Total combined yeast and NMT 10 Ctu/g/ ND Cfulg / KYO/r
moulds (TYMC) / He Sinswe wir 102KVO/r

3aranbHe YUCAO APIKIKOBHEX Ta T
IVBCCHEBIMX mbie(TYMCQC) (4 E,gpw r"'
O

- | VA A Absence/ BizcyTwriii
E. Coli/ Escherichia coli Absence/g / He nomycxacrses » L m@,"‘.

L '
(eo/ ¢

Released Date: / Hara sunycry: 21.09,2023 Sign
ITinrgh@ ‘i

7
-
-
L
.

Qualified Persop signature does not include the verification of correctvPmnslation into Ukrainian. /
Y10BHOBAXEHA 0C06A CBOIM IILATTICOM He MATBEPIUKYE KOPEKTEHICTL NEPEKIIaNy TCKCTY Ha yKpalHCLKY MoBy.

SRMD: £ 10 INT KABADA!
!'leua’n«g Gontrol Producis
for Export Supervisor / QP

Qualified Person / Pharmathen international S .4

Ynonnopaxkens ocoby

In the event of any discrepancies or.doubt between English and Russian language versions, the English language version
shall prevail. / V pasi 6yas-nkux poabixHocTell a6o cymuinin MDK BepGiaMy anmilicskoro T2 YKPATHCHKOIO MOBAMH NEPEBAKHY
CHIlY Mae BepCin agrmiHChKOK MOROIO,

Pharmathen International S A,

Headquarf%ra-h&amfacturing site: Sapes industrial Area, Str. Block 3, Perfecture of Rodopi, Greece, t +30 25320 31280,
f+30 25320 31571

Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens. Greece, t +30 210 6804 300, {+30 210 5666 749
www.pharmathen com Prepared by: Eleni Kamilari




