)
JEPHCITIKCITYKEA -
AEPIKABHA CJIYKBA 3 IKAPCEKUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHKAMM ¥V KUIBCBHKII OBJIACTI
nipocrexT Banepis JloGaHoBebkoro, 51, M. Kuig, 03110, ten/daxe: (044) 363-06-50
E-miail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPITOY 37078774

BUCHOBOK

23.02.2023 Ne 7626/23/10

B (ﬁaﬁhiﬂﬂyﬁaﬁﬂﬂ AIKAPCEKOTO 3aC00Y 3TIAHO 3 peceTpaniiaum MOCBIAYCHHAM )
TADJIETKH HPOTOHr oBanoi ail, no 150 Mr, mo 10 Tabaerox y Gaicrepi; mo 6 Oalcrepis B
KapToHHid mauni -

(ilmpm-a BUIYCKY, A03YBARHS, BHA IAKYBaHHA ni}caﬁcar{t}m 3ac06y)
Howmep peectpaniitaoro nmocsiguenns A/ 8040/01/02 crpox it peectpanifiaore noceixaenny 23.04.2025

Cepix sikapcskoro 2acoby Ne 1211297 KinskicTs BBe3eHOro nmixapchbkoro saco6y 2688

BHpOGHIK PAPMATEH IHTEPHEIUHJL CA, Tpetiis

(HaliMeHyBaHIUT BAPOGHIKA JHKAPCHKOTO 3ac06Y, Kpairia moxozkenHs)

‘Breserno B Yipadiny ToBapHCTBO 3 00MEKREHOIO BiAnoBigansuaictio "ACIHO
_YKPAITHA", inenr. roxn: 42274733 o
(_I~Iﬂﬁhiﬁli}’]3'clHHH'Ta._ ko 3a CUPTIOV ropymuuroy 'ﬂﬂ{}ﬁn--aﬁdnpisgﬁmm M8, 110 DaTEKOBI
izerasol ocobu « i Anpreniza, 1 Micte fipousain Ta peectpauiifnmit nomep obaikopof
KapTKy TITaTHAKE TIORATKIR 460 cepin Ta HOMED TacTiopTa)

Hporoxon sisyaseroro kourpoao siz 23.02.2023 Ne 0514/3.

34 PEIYAETATAMY ACPIKABHGIO  KOHTPONK  BCTAHOBAGHO, LI NIKAPCERIMIT 3a¢i6 Brezens. B '.Y;cp'am'y* 3
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< Pharmathen

Inniovaticn inspired by life

“_J

Code:CoCQMO01QUET 50No60_ACINOUA
Version: 001
Date: 30/0772020

Batch Release Certificate / Cepridikar Bunywenoi Cepii B
Certificate of GMP Compliance / Ceptudixar sinnosingocti GMP

1. Name of product / Quetiron XR Acino, prolonged-release tablets of
Haitmenysanns nponyxiii 150 mg Ne 60 (10x6) in blisters
KBETHMPOH® XR ACIHO, ta6jericu
IponoHroBaxoi Ail, mo 150 mMr Ne 60 (10x6) y
. o baictepax
2. Country of the manufacturer (full Greece /
cycle) / I'penis
| Aepxasa-BHpoGHuK (NOBHHH LHKT) |
3. Registration certificate number in UA/18040/01/02
Ukraine /
Homep peecrpauiiinoro noceinuensns »
| Ykpaimi _ o L
1 4. Strength / potency / 1 tablet contains quetiapine fumarate 172.68 mg,
Chna aif / aktHBHICTS equivalent to 150 mg of quetiapine /
| 1 rabaerka micTuts 172,68 Mr KBeTianiny
o ‘bypamary, mo exsiBaneHTHO 150 mr KBETIaMmiHy
5. | Dosage form / prolonged-release tablets of 150 mg /
Jlikapceka dopma TabJIETKH IIPOSIORTOBAHO] il o 150 Mr
1 6, Size and type of the package / 10 tablets in blister; 6 blisters in carton box /
| Po3mip Ta Tuo nakysanus no 10 Tabnerok y brrictepi; no O OnicTepis B
| | | KapTOHHIN naviyi
7. Batch Number Finished Product / 1211297
‘Homep Cepii I'orosoro Ilponyxry
| Batch size (in packs) / 4.935 packs / ynakosox
1| Posmip cepif (8 ynakoBkax)
8 Product code / 2200700
| Kon npogyxry
9, Manufacturing date / 22.11.2022
lata BupoGunnrea
10. | Expiry date / 11.2025
| TepMiH npupaTHOCTI
11 | Name, address and manufacturing PHARMATHEN INTERNATIONAL S.A.
| license number for site, responsible for | Industrial Park Sapes, Rodopi Prefecture, Block
batch release / NeS, Rodopi 69300, Greece /
Haitmenysanns, agpeca Ta HoMep inensii | DAPMATEH IHTEPHELIHT C.A.
AIBRUL] 3 BHPOOHHUIITBA BiANOBI NaNbHO] Iunacrpian [Mapk Canec, [Tpedekrypa Pojyomi, 6mox
| 38 BHIyCK Cepil Ne 5, Poponi 69300, T'penis
ML Ne/ Jlinensia Ne: 0000007311/19/1 (valid in UA)

3,
L g F - e/
Pharmathen International $.A. ;“ ;f - PEIEAES j,’fi

Headquarters-Manufacturing site; SRR
+30 25320 31571 S-S
Registered seat: 4 Dervenakion str. 12
‘Www.pharmather.com

RV
S

' __ / lock §, Perfecture of Rodopi, Greece, t +30 25320 31280 {
, FGreace, t +30 210 6604 300, f +30 210 6666 749

Prépared by: Kyriaki Efkarpidou

A




‘ P harma.th en Code:CoCQMO01QUE150N060_ACINOUA

Innovation inspired_by_ life EZ{Z'??; %’J,zm

_ Batch Release Certificate / Ceprugikar Bunymeroi Cepii
Certificate of GMP Compliance / Ceprugixar BIAMOBiTHOCTI GMP

Name of the Product: / Quetiron XR Acino, prolonged-release tablets of 150 mg Ne 60 (10x6) in blisters
Haitmenysatius NpeaykTy:  KBETHPOH® XR ACIHO, tabnerku FIpoRoHroBanol mii, 1o 150 mr Ne 60 (10x6) y

Ouictepax
Batch Number Finished Product: / 1211297 Batch size (in packs): / 4,935
Homep Cepii otosoro [pogykry; Posmip Cepif {B ynaxopxax): B
-Expiry Date: / Tepmiu npugarnocti: 11,2025 ‘Manufacturing Date: / 22.11.2022

Hata BupoGruLTEA:;
Certification Statement: / 3agra 1po ceprudikauio:

I hereby certify that the above information is authentic and accurate. This batch of product has been
'manufactured,_ .inciuding._ packaging/labeling and quality control at the abﬁ?e-menﬁoneﬂ_”_site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the

with GMP. / [{um NINTBEPIDKYIO, WO NpUBeseHa BUILIE IHGopMaLin ¢ ROCTORIPHOI i TowHo0. [lama cepist.
BUrOTOBAEHA, BKIMOYAIOYY YTIaKOBKY/MapKyBaHHs | KOHTPONE AKOCT Ha BHUWCBKA3AHIA AiNbHUUI y noBHij
BLANOBIZHOCTI 3 BHMOramu GMP NIoKajnbnnx Kontpomorouux opranis, a TaKkoX 31 ceumbikalismu Peectpauiiinoro
Hocre kKpaiHu-iMnoprepa aGo Jocke JAOCHIKYBaHOro JIKAPCLKOTO 3acoBy. Iporokonu sBupoGruuTEA, YHNaKORKH Ta
AHANI3IB Bynu nepernauyTi i BeTaHoBNeHE BiAMOBinHicTs GMP. EIRINI KABADA|

Control Products
for Export Superyisor - QP

Qualiﬁed'Pemnn'Signa'ture--f' g Pharmathen international S.A.
[Tianuc YnosuoBaxenoi Ocobyu: —

Date of Signature: / lata Hinnucy. g f (2 (_30.3 1

Place for wet stamp

In the évent of any dis’crépa'nt:iés‘: or doubt bﬁtwe’e'n'ii'hg'lish"a'nrl Russian language versions, the English danguage version shall prevail. /
Y pa3i §yap-sknx Po30ikHOCTEH a0 cymuipis Miw BEPCIAMM aHTIHCLKOIO Ta YKPalRCLKOK MOBAMK ICPCBAXKHY CHILY Ma¢ BepCiA aNraificLk010

Pharmathen International S A - | - -
Headg varters-Manufacturing site: Sapes Industrial Area, Str. Biock 5, Parecturs of Rodopi, Greece; t 430 25320 31 280, f
+30 25320 31571 |

Hegistered seat: 4 Dervenakion str., 1583 &1 Pallini, Athens, Greece, t-+30 210 6604 300, { +30 210 6666 749
www.pharmathen.com Prepared by: Kyriaki Efkarpidou




< Pharmathen

Innavation inspired by life Version: 001

Date: 30/07/2020

Certificate of analysis / Ceprugixar aHanizy

Code:CoAQMOO1QUE150N06 0 _ACINGUA

Pharmathen International S A.
jHeadquartersManufacturEng site:
+30 25320 31571

Redgistered seat: 4 Dervenakion str.,
www.pharmathen.com

15351 Pallini, Athens, Greece, t+30'210 6604 300, f +30 5N X P

Prepared by: Kyriaki Efkarpidou

Name of the Product:/  Quetiron XR Acino, prolonged-release tablets of 150 mg Ne 60 ( 10x6) in blisters
Halimenyeamns npogykry: KBETHUPOH® XR ACIHO, Ta61eTkn NIponoHrosanof zif, no 150 mr Ne 60 (10x6) y
GnicTepax
Batch Number Finished Product: /p 1211297 Batch size (in packs): / 4.935
Homep Cepii F'otosoro Hponyxry: Paamip Cepii (8 ynakoskax): o
Expiry Date: / Tepmin npuaatsocri: 11.2025 Manufacturing Date: / 22.11.2022
Aata BupoGuuLTEa:
| Characteristics / Requirements / Results /
HaitmenyBanns noxasuuxa | Bumors MK | Pesynrraru
Appearance / White to off white, oblong biconvex tablets engraved | Complies/
Onuc with “150” on one side. / RBixj abo maitxe 6ini | Bignosigac
MPONOBIyBaTI ABOONYKII TabBleTky 7 FpaBipyBaHHIM
| «150» 3 onnoro oxy. .
Average mass / A95.2mg/Mr+3% 395.6 mg / mr
1 Cepennsn maca (383.3-407.1 mg / Mr)
Uniformity of mass / Not more than 2 tablets deviate in Mmass more than 5% | Complies /
OnHopinHicTE Mack of the reported average mass obtained. No tablet Bianosinae
deviates in mass more than 10% of the average mass | Min: 393.6 mg/ mr
obtained. / He 6inpme 2-x i3 20 TabneToK MOXYTh MaTy | Max: 398.9 mg / r
| BIAXHAEHHS, Mo MEPEBUINYE + 5 % i >xomma iz 20
! TabNeToK He NOBHEHA MaTH BIIXWUICHHS 110 nepeBunIye +
| 10 % Bix cepenunoi macy. S
Loss On Drying / NMT 5.0 % / 2,3 %
Brpata & ~Macl  1pH | He 6inpme HIX 5.0%
BHCYIIYBAHH] | |
{ Hardness / NLT 40N-220N/ Complies /
CTifikicTs Tabnetok o 40 H-220H Binnosigae
1 O3/1aBJIFOBAHHA | - o IS4 N/H
| Identification HPL.C / Conforms to Positive Identification
Inenrndikanis BEPX The retention time of Quetiapine peak in the samples | Positive /
solutions in relation to the Reference Solution is | [TosurnBuui
RRT=1.0 + 0.1. / Ya¢ YTPHMYBAHHY NIKy KBeTianiny Ha
XpOMarorpami  BHpo6OBYBaHOro PO3YMHY  nio
{ BIAHOLIEHHIO O 4acy yTPHMYBAHHA ITiKa KBETIAIIIHY Ha
| XPOMATOrpaMi pO3YHHY NOpiBHAHHS IIOBHHEH MATH |
| 3Ha4YeHHa RRT=1,0 + 0,1 |
Identification UV / The Amax of sample corresponds to Amax of standard / | Positive / o
Inentudikauis VP Amax BHNPOGOBYBAHOIG PO3YHHY MOBHHHA BigmoBiaTy | | JO3UTHBHUI
AMax po3UMHY NOPiBHAHHS
| Assay HPLC / 95.0 - 105.0 % of the stated amount of Quetiapine /| 100.4%
Kinskicue BU3HAYCHHSA 195,0-105,0% sin 3AABICHO! KiJIBKOCTI KBETialliHy f_
BEPX tabnetni VA NN




B S Pharmathen

Innovation inspired by life

Code:CoAQMO01QUET 50No60_ACINOUA
Version: 001
Date: 30/07/2020

Certificate of analysis / Ceprudikar ananizy

Any Individual Unknown /

NMT 0.20% / He 6intsiwe iix 0,20%
| 'Byﬂb_gl{ao]{peh&a HEBiHDMH'

‘Name of the Product: / Quetiron XR Acino, prolonged-release tablets of 150 mg Ne 60 (10x6) in blisters
Halimenypanna npoaykry: KBETHUPOH® XR ACIHO, Tabnerku MPOOHrOBaHOY 1iY, o 150 Mr Ne 60 (10x6) y
| ~ Gnicrepax | |
Batch Number Finished Product: /1211297 Batch size (in packs): / 4.935
Howmep Cepit I'otosoro Mponykry: Poamip Cepif (8 ynakoskax): |
Expiry Date: / Tepmin npuaatHocti: 11,2025 Manufacturing Date: / 22.11.2022
Hata BupoGuuurea:
| Characteristics / Requirements / Results /
| Halimenyauns nokasnaxa | Busors MK Pesyneratn
Related substances HPLC
/
Cynporigni aomimku
BEPX
1 | L S Not detected (Limit of
Impurity G N NMT 0.20% / He Oinbie Wik 0,20% detection=0.01%) / He
(Lactam compound) / BHABJCHO (Mexa.
| HoMimxka G (cionyxa 1 BuaABnenHa= 0,01%)
naKTamy)
Impurity H/ | NMT 0.20% / He Ginsue nisc 0.20% Below detection limit
Aomimka H (Limit of detection
=0.02%) / Hukue mexi.
BHABJICHHS (MexXa |
BHABNEHHA= (,02%)
In‘i'pl..mty S { NMT 0.20% /' He Ginswe uix 0,20% { detection =0.1§1 %)/
HomMimka S He Bunsnerio (Mexa

BHABJIeHHA= 0,01 %)

Below quanititation
limit (Limit of

| _ | quaatitation=0.04%) 7
AOMILIKA | Himkae mexi
KIbKICHOTO
| BH3HAuEHHS (Mexa
KITEKICHOTO |
‘Total / BH3HaueHHA= 0,04 %)
CyMa fominrox NMT 0.4 % / He 6inniie i 0,4% 0.1%
Uniformity of Dosage units / Comply with Ph. Eur. current edition (introducing L1, Complies /
| OauopinHicTs 1030BaNNY L2) / Bianosinae Bumoram CBp. Qapm. aitoyoro BunanuR Biamnosimae
OAUHUIL (BKMovarouy L1, L2) AV:1.2

Dissolution /
PosunHenng

(introducing L1, 1.2, L3} / Bianosinae BHMOTam €Bp. Dapm.

% Dissolved Comply with Ph. Eur. current edition

AIIOMOrO BHIAHHS (BKMOYatOuM L], L2,1.3)

Paddles App 1 100rpm / [Mpwnan II Jionati, 100 06/xs
10-30 % in hour 1/ 10-30% yepes 1 roguxy

40-60% in hour 4/ 40-60% uepes 4 TofUHK

>80% in hour 12/ >80% uepes 12 ronuu

Pharmathen Internationa SA N o - LA
Heachuarters-Manufacturing site: Sapes Industrial Area, Str, Block 5, Perfecturs of Hodopi, Sediahe b

+30 25320 31571

o Ty

% 4

i

Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Gregce, 1 +30 210 6804 300, {+30 27 i’*-‘:?-a-’

‘www.pharmathen.com

Prepared by: Kyriaki Efkarpidou




’ Pharm a-then . Code:CoAQMO01QUE150Nc60_ACINOUA

C . | Version: 001
Innovation Inspired by life Date: 30/07/2020

Certificate of analysis / Ceprupixar anajiiiy

Name of the Prodiict: / Quetiron XR Acino, prolonged-release tablets of 150 mg Ne 60 (10%6) in blisters
Haitmenysarug nponyxry: KBETHPOH® XR ACIHQ, Tabnetkn nponoKroBauoi Aii, no 150 Mr Ne 60 (10x6) y

‘Onicrepax
Batch Number Finished Product: /1211297 Batch size (in packs): / 4.935
Howmep Cepii [orosoro Mpoayicty: Posmip Cepii (B ymakoskax): -
Expiry Date: / Tepmin npumatsocri: 112025 Manufacturing Date: / 22,11.2022
Hara BupoGuuursa:
| Characteristics / Req uirements / _Res ults /
HaliMenypanns noxasunka | Bumorn MKSI Pesynurarn
Residual solvents GC/ Complies /
3annmxosi posunrumen I'X _ Binnosigae |
EtOH / NMT 1976 pg/tab (5000ppm) / He Ginbiue Hixe 1976 133ug/tab / mxr/tabn
1| ETanon - MKI"!TﬂﬁJI (SOOOPPHI) . ) o 334_291']

Micrebiological
‘Contamination* /
| Mixpob6ionoriuua yncrora*

Total Aerobic Microbial
Count (TAMC) / 3aransne
UHCIIO 2epo0HHX

| MiKpooraHizmis (TAMC)

Not detected /

NMT 10 Cfu /g / He Sinbwe i 10 KYO/r He BusBicHo

Total combined yeast and __ | Not detected /
moulds (TYMCQC) / NMT 10°Cfu /g / He 6inbwe nisk 102KYO/r He Bussneno
JaranbHe wicno |

APDKIKOBHX TA MIICCHEBUX

1 TpubiB (TYMC)

. Ssatioolin Tl vrvemi e e 4 Absernce/

| - Coli/ Escherichia coli | Absence/g / He nonyckaerscsis 1 1 | BigcyTniit
Tightnéss of blister / Air and water (ight after 30 sec. inhlm%”ﬁiéthjrllene' Complies-f |
I'epMeTuynicry Oraicrepa blue solution, 160 mmHg pressure / Bnicrep nosunen Bianosijae

SATHLIATUCH TePMETHYHHMM michsg 30 o Y 1 % posuuni
METHICHOBOT) CHHEOTO, It THCKOM 160 My DT. CT.

* The test Is not routine and may not be ipffasetys Cepiean of analysis. Test performed every. tenth bagchh, f Tecm ne

Pymunnui ma moxce ymu gioCymei Cepndihi L \unpobysanns nposodsme na Koxicri 10-1 cepir

Released Date: / Hara lanrryt:'x'y:
Qualified Person / Y0,
Ynosuopaxena ocoba ; ECDHE{%I Pr'ad?cts e
R, 8 0B e, - _For Export Supervisor - QP
Pharmathen International S.A.

Qualified Person signature does not include the verification of coriect translation inte Ukrainian. / YROBHOBDKEHA 0C06a CBOIM NILNHCOM
HE ITUITBEPIKYE KOPCKTHICTE NIEpeKnany TEKCTY Ha YKpainchKy MOBY.

Signature: / J1jnnuc Stamp: / ITeuarka

EIRINI KABADAI

In the event of any discrepancies or doubt between English and Russidan language versions, the English language version shall prevail. /-
¥ pasi Synb-skux posbixuoctel abo CYMHIBIB MIX BEPCiaMU aHTIiHCEKOIO Ta YXpalHCBKOIO MOBaAMK MCPLBAKHY CHNy MaE BEpCia aHTAIChKOIO.
MOBOIO.

Pharmathen International 8.4, | | | |
.Headquaners-hﬂanufacturing site: Sapes Industrial Aréa, Str. Block 5, Perfesture of Rodopi, Greecs, t +30 2532031 280, t
+30 25320 31571

Registered seat: 4 Dervenakion str., 153 51 Fallini, Athens, Greece, t +30 210 8604 300, f +30°210 66686 749
‘Www.pharmathen.com Prepared by: Kyriaki Efkarpidouy




