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_' 2. | .C(.}ll!!‘ltl‘}’ of the manufactarer '(-fz'til! cyclé) 7 Greece / 'peuis

Al

arimathen Code: CoAQMOOTATOMAO_ ACING_UA

R Rch t | Version: 001
Innovatiorrinspired by life Date: 017/02/2024

Batch Release Certificate / Ceprudixar Bunymenot Cepii -
. Certificate of GMP Compliance / Ceptudixar pignosizuocti GMP

-y bnicrepax

“1. | Name of product / ' Atemoxin hard capsules of 40 mg Ne 14 (7x2) in blisters
. H‘ﬁﬁhl@i‘i}"BaﬂHﬂ ;-Ip-o,-ﬂ}’i{{ii-;« 1 ATOMOKCHH‘@, KancyJiu TB&D}Ii,-HO 40 mr }\rglnf_l(']ﬂ)

------ - T i e,

| Heprasa-supobHux (nosanil nuk)

3. Registration certificate number in Ukraine/ | UA/18978/01/04
_Howmep peectpaniiinoro noceinuenns B Yipaiui

4. | Strength / Cuna aiVaxktusticTs 1 tablet contains atomoxetine ﬁ}ftl_"rochlﬁride 45.71 mg,
‘equivalent to 40 mg of atomoxetine /
- 1 rabnerka micTuts 45,71 Mr aTomoxceTHry FIAPOXJIOPHAY,

S | Wwo ekBiBaNEHTHO 40 M aTOMOKCETHHY
5. | Pharmaceutical form / JI irgapbﬁuﬁqé_(ﬁapma capsules, hard 40 mg /
- | kancysid feepal, no 40 mr B
6. | Size and type of the package / 7 capsules in blister; 2 blisters in carton box / |
Po3aip Ta Tun nakysasus - 1o 7 kancyn y 6nicrepi; nio 2 Gaiictepu B xaprounif mauuj |
7. | Batch number / Homep cepii 1400579
Batch size (in packs) / Posmip cepii (Byn) 6072 packs/ymakosox e
8 | Produet eode / Kon npoxnykry | 2112210 |
9. | Manufacturing date / Jlata BMPOOHHLTBA 11.12.2023
- 10. | Expiry date/ 12.2026
ZlaTa 3aKigteHHs CTPOKY NPHAATHOCT o o |
11 | Name, address and manufacturing license PHARMATHEN INTERNATIONAL S.A.

i number for site, responsible for batch release | Industrial Park Sapes, Rodopi Prefecture,

/ Block Ne5, Rodopi 69300, Greece /

| Halyvenyzanag, anpeca ta nomep ninennis DAPMATEH IHTEPHEIHII C A,

- JIBHMAUL 3 BUPOSHULITRA BIANOBIAANLHOT 32 ~Iupacrpian Mapx Canec, IlpedexTypa

BHITYCK cepil - Pononi, 6sok Ne 5, Pogoni 69300, I'peuiisi

" ML Ne / JTiuensis No: 000000731 1/2372
 PHARMATHEN S.A.

| Dervenakion 6, Pallini A ttiki, 15351, Greece /
-< - OAPMATEH C.A. |

1 Aepsenakion 6, INannini Arruka, 15351, Ipeuis
Lw ) e o ML.NEJ’ﬂiuﬁﬂi?;iﬂ"ﬂa:l00@_0{}06_50]1/22/’1_

-— -

Certification Statement: / 3assa nipo ceprudixalio:
I hereby certify that the above information is authentic and accurate. This batch of product 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 importing country or product specification file for Investigational Medicinal Products. The
‘batch processing, packaging and analysis records were reviewed and foiind to be in compliance with GMP. / L{um
MATBEPKYIO, Q. NpyBeACHA BUINE IH(pOpMals € JOCTOBIPHOIO | TOYHOIO. Hada cepis BHIOTOBMICHA, BKNIOUANOYH .
HaKyBavHA/MAPKYBaHHA Ta KOHTPOJTH AKOCTI Ha BUlCBKA3aHIA AiNsHULi y moBHIH BignosinHocti 3 BuMoravun GMP
JIORAILEUX KOHTpontorounx oprais, 4 TAKoxK 3i cneuddikanismu Peectpanitinoro Jocne Kpalnn-imnoprepa abo Jocwe
JIOCAUDKYBAHOTO  AIKAPChKOro 3aco6y. llporoxonu BupoGHuLTEA, YHAKOBKM Ta aHanists Oynw nepersiaMyTi |
BCTAHOBIEHA BIATTOBIAHICTL. GMP.,

” Sionatus , EIRINI KABADAI
Q}l&l!iim(f Persnn-blgm.l_lure,} | -Q(i) tf't?"/U Q’.)-g'a';?jf — Control Products
Hiumce Ynosnosaskenof Ocobn - Ry N\ _forExportSupervisor/ QP
Date of Signature / Bata [Tinmvicy 10.02.20 . -’Phaﬁmn%}WﬂgiMﬁt SA:

------- sy eMions, the English language version
DEF L YKPATHCHKOI0 MOBaMHi MENEBAKHY

Pharmathen intemnational 8.4 | | R \ V- - ot
Headquarters-Manufaciuring site: Sapes Indusirial Area, Str. Biosk 5, Perfecture S AT Dy 0 Covl S 00 O
F+30 25320 31871 »

Registered seal: 4 Darvenakion sir., 153'51 Pallini. Athens, Greece, t +30 210 m_m e E Zikd 5 S
weny.phanviathen . com Prepared by Elent Kapmerers




Code: CoOAQMODTATOMA0  ACINO_UA
innovation inspired by life Version: 001

Date: 01/02/2024
Certificate of analysis / Ceprudixar aHaNI3y
Name of the Product: / Atomoxin hard capsules of 40 mg Ne 14 (7x2) in blisters
Haimenyganus mpoxyxry: ATOMOKCHH®, karncynu tsepai, 110 40 mr Ne. 14 (7x2) y Gmicrepax

Bateh Number Finished Product: / 1400579 Batch size (in packs): / 6072

Homep Cepii "oTosoro Fponykry: Poamip Cepii (8. ynakoskax):

Expiry Date: / Tepmin npnaaraocti: 12.2026 Manufacturing Date: / £1.12.2023

[Mara BupoBuuLTsa:

- Characteristics / " Requirements / { Results / !
- Haitseirysanns noxasunka | Bustory MK o e PesyabTaTH
| Appearance / ' [ White powder in a hard gelatin capsule of size No 3, Opaque | Complies /
T Onuc " Blue cap imprinted with *40° and Opaque Blue body | Bianosinae

imprinted with ‘mg’/ Hopowoxk Ginoro KOJMLOPY Y TBepAiil ’

| enaTuHOBIH Kancyai posmipom Ne 3, Henpo3opui KOBNAUOK |
GnaxurHoro Koabopy 3 HanucoMm «40y i HEMPOo30PHA KopnyC
e L. . . | GNSKHMTHOI'C KOABODY 3 HAMHCOM «mgy» o o
Average mass/ | 140.0 mg + 5%/ 141.2 mg / mr ]
Cepeans  maca . BMICTY | 140,0 Mr+ 5% .
_Kancyam o e L e e e
Mass Uniformity / Not more than 2 of the individual masses deviate from Complies / '
Oanopizwicts macu BMicTy the average mass by more than 10% and none deviates by | Bianosinac
L Rancy: more than 20%. / He Sixznwe 2-x IHIHBILYAAEHUX MEC MOXYThL | Min: 136.0mg 7 pmyr
MaTu BIAXUNEHHS Bin CepeaHsol Macu Binbure Hix sa 10 % i Max: 146,9mg / mr
S o | KOJIHA HE NOBHHHA MATH BiNXuAEHHS Ollbe HDK Ha 20 %. Conforms
Loss On Drying / NMT 7.0 % / 5.0%
Brpara B MACl  NpH | He Ginbwe uik 7.0 % |
LBHCYiyBany L o N
| Disintegration/ NMT 15 min. / 1 01°327° < 02°39” min
1 Posnananus __| He 6inbure nine 15 x5, o - Axs.
+ Identification HPLC/ . Conforms to Positive Identification Positive /
| IrenTudicauis BEPX | Retention. time (RT) of Atomoxetine peak in theé sample | [MosurusHui
* solution in relation to the reference solution should be £0.5 |
| min. / Yac yrpumysanns (RT) nixa ATOMOKCETUHY Y !
BHITPODYBAHOMY PO3UKHI H010 po3umiy NOPIBHAHHA NOBUHEH
| CTanoBHTH :+ 0,5 8.
Weritification TR / Spectrum of sample corresponds to spectrum of standard / | Positive /
Inentndikauis (1 'C”eﬁ_TP 3paska Bi,unnsi,uae;-cnempy LTadaapry. ) ’ Mozurusunii ‘!
" Assay HPLC / Kinnricue 95.0 - 105.0 % of the stated amount of Atomoxetine / | 98.7% -
. Busnadenus BEPX 95,0+ 105,0% sin sassnernof KUILKOCT] aTOMOKCETHITY L o
Related substances HPLC / Cynposiani somiwku BEPX o o ]
Impurity A / Jlomimika A NMT 0.3% / He Ginnue ik 0.3% ] Not detected (Limit
| - of detection=0.03%) '
-/ He BusgBneHo (mexa
’ | BusBRenna=0,03%) |

| oy mknown ByRbAa NMT 0.2% / He Ginnide i 0.2% Jp— Not deteeted (Limit |
}

HEBIAOMA AOMIillKa | ) | .

of detection=0.04%) |
-/ He pugsneno (mema
i BUABeHHA=0,04%) ’

4

|
| Total/ CyMa oMiinok . NMT 1.0% / He Ginpiie i \g |

0.0%

Pharmathen Infernational S.A. \" " A
Headquaners-Manufacturing site: Sapes Industrial Area. Str. Block 5: Perfecture\Qripc .-_-z St
{+30 26320 231571 W Ny 2 & -
Hegistered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Greeoe, t +30 210 6604 »*»,M* oGt
wwy pharmathen.com Prepared by: Eleni Kamitgrr - *




Name of the Product: /
Haitmenysanus npooyry:

Innovation insnired by life

Version: 001
Date: 01/02/2024

Certificate of analysis / Ceprudixar ananizy

Atomoxin hard capsules of 40 mg Ne 14 (7x2) in blisters o
ATOMOKCHH®, kancynu reepai, no 40 Mr Ne 14.(7x2) y Onicrepax

Code: CoAQMODTATOMA0_ ACING _UA

Batch Namber Finished Product: / 1400579 Batch size (in packs): / 6072
Homep Cepii INotosoro [Npoayxry: Posmip Cepii (8 ynaxoskax): o
Expiry Date:/ Tepmin npunaruocri: 12.2026 Manulacturing Date: / 11.12.2023
Jarta supoduniiTsa:
I Characteristics / Requirements / Results /
1 HaiiMenyBaRrus nioka3Huka Bymorn MKA Peaynprats B
. Isomeric purity HPLC / 13omepra uncrora BEPX

3 [mpurit}' Bfﬂt)h'[iﬂlﬁﬂ B

Tm'ptl'rif}*‘ B / Josiitiiica 1

JOMINIKS

- Total / Cysa aonsitnox

1 NMT 0.15% 7 He Siniiite nix 0,15%

FNMT 0.5% / He Ginsiic Hik 0.5%

P NMT 0.2% 7 He Gibwe nok 0.2%

NMT 2.0% / He Sinbiuc 1 2,0%

CKIBKICHOTO

. Below |
{Limi¥ of |

i BH3HaYCHHA
. KiBLKICHOrO:

Befow quantitation limif |

| (Limit of
. quantitation=0.15%) ?
CHinkae  sewxi kinexicnory i

BEVAGYEIHS EMEHR I

BHIHAuCHHA=( (] $%4) .
I.

| Noti detctted'(lﬁmitaf
© deteetion=0.005%) / He '

BHABIEHO (MeKa i

BHRBIIEHRI=(,005%) :

quantitation  limit

quantitation=0.625%) /
Hikue  smewi ginvkiciioro
{MUIKA

BH3HAYCUHA0.025%)

0.0%

PosuniHedns BEPX
i

Dissolution HPLG /7

' Comply with Ph. Eur, current cdition (introducing S1, $2, 83)
51 level: % Pissolved of each unit is not less than Q4+5% at 15 min

(Q=85%) / Binmnosinae sumoram €ap. dapm. giouoro supanus.

1 {(prmoyaroun 81, S2, $3 pirui) Pisenn Si: PO3YHHEHHS KOXHOT OANHELI

He Menwie HiK Q+35 % 3a 15 xB, (Q=85 %)

Compiies / Bianonigac

'97(’/{1_

Min: 96% :

Max: 98%% N

!

i
1

+ Uniformity of Dosage units /
| Onuopianicrs nozosaunx onuArmUL

Comply with Ph. Eur, current edition (introducing L1, L.2)

'L1 level: Acceptance Value NMT 15.0% / Biznosinae pimoram €pp.
(Dapm. RitOYOro BUNAHHA (Blumouatoan L1, L2 piBhi}

L1 pisenn: kputepiil npnitustHocTi He Ginbue Hive 15,0 %

Complies / Bigiiesinac |
AV: 4.4 ]

LMicrobiologica! Contamination / M

IKpOSioaoriysua wicToTa

~ Total Aerobic Microbial Count

' (TAMC) /
| 3aranbHe HHCHO aepoduux
- Mixpooprasizmis (TAMCO)
| Total combined yeast and
. moulds (TYMC)/

IticeneBHX rpudis(TYMO)
. Coli/ Escherichia coli

| NMT 10 Cusg /

3aranbHe UHCAO APIKIHKOBUX T4

T

NMT 10" Cfu/g /
He 6inswe nix 103 KVO/T

He Sinpwe vk 102 KYO/r

Released Date: / Jara sunycxy;

Qualified Person /
YTOBHOBAXKECHA 0CO0A

~Absence/g / He aonyeckaerios ! "

Not detected /7  Fle |
BHABICHO

Not detected / He :
BHABJICHO |

Absence / Bincyraii

05.02.2024 % AN y

Qualified Person signiaturé does not include the verification of carrect transiation into Ukeainian. /

YhoBHOBaKEHA 0COB2 CBOIM. NI AMUCOM HE MINTRE

In the event of any discrepancies or doubt between En
prevail. / Y pasi §yas-aknx posbbkHocTel abo cy
Bepeis anrmiichror Mosolo.

'Pharmaihan International S.A.

'I—Ieadquartermﬂanufacturing sitel Sapes industrial Area, 5tr. Block 5, Perfecturé of Redopi, Greece: £ +3025320 31280,

+30 25320 31571

Registered seat: 4 Dervenakion str., 153 81 Pallini. Athens. Greece. t +30 210 G504 300, f+30 210 6686 749

wyav. pharmathen . com

Propared by: Eleni Kamilari

PAKYE KOPEKTHICTh NEPEKAANY TEKCTY Ha YKPatHCBKY MOBY.

— ——

EIRINI KABADAI

Control Products
for Exporl Superviser / QP

Pharmathen International .4

glish and Russian language versions, the Enghish’ Fanguage version shall
MHIBIB MiX< BEpcifimH AHFNTACBKOIO T YKPATHCLKOIO MOBAMH ICPCBAKAY CUIY MAac.




