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BATCIH CERTIFTCATE OF ANALYSIS OF METHCTVAL PROLUCT
CETHMIEAT HROCTT CEPTT ITRAPCHEONG JACOBY

QUETIXOL X 400 g porinnagel-release o coomed

cahlels, 19 ablets por bilsles 3 gy por carks pack wilh
the Zahelling muwde b Claainian !

KHETHRCOD XL slasiea, v F TEORKORDS
OBCTOETCR), MEreHrEee il wo 400 wr, o J e
¥ OUICTEp;, 0 3 Soderepn vonsanl i KapTroRy F wdhiy BRI

FHELTH LS SH ) K IR

CTame ol poodoet ¢ Tlanse
Ny RTY

[Ateaeth, Angags o,
packaze slze an.
Ly e A LT, JLSCAPRCRES
hopmi,  poemlp D TER
CSTIRLO RN

Activz zubetapnc: ;0 THCTA

DEHUEW R

o T pa

zarh melengudrelvese Aho-conmed tablet enmain: guelispine
fineowzte ectivalent to qnetiamme 400 sy, !

Porif i, uspEeE TR a0 ABGInI KRG, IR C LT
AL AL s n iy AT CRHIRLNSE RO KT

kizontacring
¥ROTI0 MO IHEE 3
A vumher ¢ Horep PTT

IZFIILI'ITI'_'r'

Saich pumhbes  and osee
Clnsdop T askIn o

Cicomzny S Hime s

My TUAN FG49001505

40545 )
3285 paclis £ vlendsal

: e ot paateeniaes J flama | 05 2025
Lizapoi L TITTT.

Sxpiy hte Crramk | A0 20AR
[T IETEOET )

e, adiress andl
Luthangzalion  aunioes l}fl relenge:

mwarufaclrimz sils S Tlasoa,
HIUMECH 1 [ToMEp  JCIEHEIT
JHEANIOT BIED T

bederckiles Tkl L £3zrmany
OratAreo- Shaee 3, Donantsl Glal Bades-Wnemlsmher.
BAOTY, Cerregy s

Ruaayeie_ceHl, K00 PPONL AROETL. NENRRIHE Tk JSTOPIIRLC |
. DATCVRAFIHL
depnme [ge, Hivemneg

Tpade fpkn-l [raacee 5. Mowsaeric .
Eroomenficor, HI78, Hirewse
Mnculoetnring mlorization  JTensn He pdo0SIETETn

YLM,  Bagrer- |

NE G 01 MA 2075 CUS1 |

Pag ¥4

=1

s

-
L



snieaber J 1loscsm

vniiliaation /

il

In

grefiEiTe £ Naeancin

Specificntien S TemmpEamie

esnlt PE'-I-EI-.:THT

.-i[.'pmra nee ¢ Chnae

White vl choped bicooavex f21m-
ceeled lubles debugsad weitke (4007
el bRe cne side & Cafrc i ozaneand
|..|'L|'.'li'|'|..'. J ALY i l:C‘IJL':_l.\JJEl'Li.
TH[HTL T 1 BRI SErCIIE D
CLIOre  SoInapy, 31 TACDRICT
DM 2 o oy,

crrredui Ranie

vigai o eeyils T2
.

T} Az L

: uiike? ! Dauepdioieis

1
LLLE

SHUELIEIX A THHIMIT,

v

* LIk s o Lhosgipse

earnmalagnn ol the  lesf soludoo
obleinzd 1o the “Aduny™ wecticn abotd
bz comeardenl with the prizcipal oo
TeLe-Lon me < Che eheormeleetu: o)
thie  standard saladoan ©00 THa
X OAIATOT) ML BUTAOE0IY IALATC
DistHMELy,  ALISDELUFOID ¥ 1R
UL SE IEEATSHIS 2o
YIPIHMYREHH CHIHD ARY WEe
CHIRTHTATA 3 C1ZCOM PIOEMYRLHHN
ACACRHITA TEY  Ah XDOMATGIE
TORIERY IO EHARHA

1 ghgortion spechinig of the et
aoluiion  aorained  in the  TAzsny”
gection aonld 2e concandent wie Te
IV ebacipiinn spoclrum of e
Stacdand  Fvuticn 0 YiR-enenT
HsHJTHHAH Fd HHII]'Il::Iﬁ-i'I H-;-'I-.-E.HI:II"::I
POIRHY., CACAANQTR ¥ j:um_rr'Tri
R T) A Tes T NI I (XS
STLG D0 1 W crencrpen:
LI JLHI L ILEL ]1!."!.1" LI lII.ZI].'.ZiH-li.i!JJJJ.H

Aacraeae-red calone sl appasr !
Elec 2'ssivrnin QOoiseoo Seopogpe
SaIEIAPE N S H

Prnuapul ook veleelion lune on ta

Sluulé .r;umpl;-' with Phliur, 2040 7
Telice: 12 b oMt e ki £ 2.0 .40,

Cinmamines !
Biu. i

Corplies !
E:mropiaan

Cormnmhic
Bignositas

Crmnnlics £
ILIRTIIR LIEa S

Cemrlios
Bismaniree

= pa
S

Pages 7 74



e e e i Rt

Dissclintion ¢ Poscmmenmy Mol usre Jur (5 % in ane h{m- : ; T
i ]-I-: Bletrs: 15 % 50 1 rac :
T e A Do €3 Y A lows S : 2d T
PThiT ) ee 65 % sa O orom .
!
™o iomg then 800 0 Ed hows i LY
Lo picsmme 310 20 A 24 g, :
Relaned yubstancey ¢
Cyaposino
oniii ki i
- CuaTapine B-ovids ! Mat o than 0.2 0 iR
AT Sy 1la @lnsnme 0.2 %,
Sty & S aoninma i)
i R W SN L
- guoiiapine M-oxids Mol more than 0.2 %4 :
ERFTIATIT f-nven T He @k 2 %5 ;
limpnete H Y qoedmiea by

: = P : ‘- A0 T
+ bz bz pine Féct mac chen 1.2 4 S i,

MM LT IR He Sy 11,2 0
(icspLits 43 F GoMicTng ()

. - . . ' . s 1 A
- ooy neidend’Ued api ity £ | Mot ezeps than DU % =1l Y

L h-nwe Fe Gimnice 02 Y
A marTad KaRama
oKk
- o] Tnzpumlivs S Gy Mo, cnors a5 Y <00
Anpgiinge He i e 0,5 %
C il jeenbiplogical parite 237 | Totl - gerobie mierolivi - uownd
Mirenofiieorinma 3 Tahf - pon el shan HIOG CFUE !
amprora & U Bmewrese  spoinc aspoirm w0 Oy
Mikpoopradizaie AN i e
Uit LO0D 1050
Talal reasteimonide comt § T - < 10 CF i ¢
net mose a0 PR T
: Jaramee SIE AT APl s T
: macAsaE: rpefin (T AC) 15

Glroms 100 Kk
'" anlf ;=|_'|.'|:'-tEt|lT in 1 2 Absont ! Bigyms
Eiaoy sy e £ocoife 1o

Asuny / Kinriene | Trom 53,0 1o 103.0 % of thee wpsuilied
11 CAHAYLHT H iin tae "Coampmizon” weclion B 108§ o

E

5.0 %0 30 1034 3 w0 saiFnEECIO Y | _
TIEJLENL CK'[*I,.I': i _.J

B L e N |'.'|.|'.|.?.3I. i oy gnph S e ot 8 Srnar s L PRI ﬂ.'l?:'l|:|.'|lﬁ-_'.-'l'ln.7|'|'rl'.|.' ] g St B LR ERTREL
AL Apcssd jﬂ-. VPR I GRS e nad o o




< T fan g pevfoemed el e gecl TS fuaeh ae o lasr pve Lok vt £ 8d ol sen g G eadn Me kil
Ao dogeeay [0 oas etie ur.m.::-..'.wes...us D LTS s 50

DIl oSt iF padornag owbe dv R DEGUIMME ong i ofe g of SRt S Gfeahe S e aofagna
AACACIRYE i CTER s s Ketide 7 2 BT Ve SR NURAHRL WRETNAZIE THOMIWE TIid i |

TN tae g ol patformas gevipe gnednl B g o Juier soacifoetfan ar fhe dng O gnaline oeatg
chottHe SRl iE S pAReEieReRe ma Rpgeadan 9 dooailoeianay eandfinn sanl o BT ellnpeiiay
CrER I R Genl LA AR e T T ISl o e o

- Dvg: o 2 qucsiapiae S-oeclde 5 aakchors £ xoenlaria 3-aseun
G b M olpn e Meoande S acaina 1T g v o e
i Tprsivy O vopenzohinzepinors f gominiz 0 gAGe o azsliTG

Tac hawh wests the wequicements of QOCR for A Mo, TIASRGGIAE 5 Tonie
Eimmorimas soesora M ao PIT Ma [T a0 3.

T4 preleiae, lahellivg ard sxpicy dase carraspend =0 he requitemests of Q0. 7 Y arenx,
MALKYEANAT T T2 o [PEIATELSTL BRI rTH BRMOTEM BEMA,

Atorapc: Starc jp *he oigioal sackazing, oo peastet from moisters. This mediceal aeedust
rhos Dol l'u.:l'irP a1y Fsciol tamaersture sharna s e ifions, Sccp ong ar tha gkt acd wask
of shildr:a. *Eepnu:mm dfeniraTd o OpRITIOROEL YIakeold DOG JINHCTY 203 DomoL.
J‘]}-.LI.."-\.-_-]':HL-' J-E‘I.'L'll." JLE 115 1'|:|I:|_‘-'- L l..]l:'.nJ,ld.JblLll"". i ".:I'.Lli‘.-|.i'\al '-"FILJ]-l:{ Wil LR JGk- i Fil.hu, qL""L-["I. A LH
HIZ, I_-.II_-I'I'r hl Hi_'l.‘nj_ﬁ.- JLINFE .J.] _I_-..,.-I-I _'l.'l_n_l..r[].

T herelry cerlify [ha, the dhaove mlimnaon s aalkes e and sccezaee, This catele ol prodocl
s hoes manafectuced, incholng saclzinglabelloze and qualitr cochal ar ths abweve-
menfiaped 3t in ol corplangs with the FL- GRE requiremants assigood o che ol
n:'rl_lsct'-r;-.' sthorizy and alsa witl speoificationa of ropistrsiaon Waawer apnoeved im0 Tz
lon iovasdcatinnal med-einal prodne. e masuietenmg ceeords, ey weell wy, packaging and
anetlysis : weomds, were Teviovaed and frund i he in complizmee with GRTE regoerecness wnd
wer sipmed by ot ororpomahooosoosong of che Abosee-miesaoned] manelaeieree, © 1w
T I-ACRAETT, T WARSISTE AR irdapeeattis o aocTomipoom 18 moorma s eoaca
TpoiFEUl OFRR RHCOTOLISMD, DELOYSIOUE DALYIAMDL, MAPEYLEOL 18 O HCDEmEi
RO T MEUST el AdSTHRSEA GHROOHREE  NLIHHIE ¢ Jiid s s e
Fergaranadt Lill 2, asTABaT o EELEC M CGEHR oY ORI oAt O ﬁ}:n:-:r:c L K05 S
S0 CNSIEOIEAITIF, 100 Wit ed T peos TPALiIGyyY J0cae, JArsspees Ty I Y Kac 50
Joc i Aanarn apcwrory oy, Elporokoi® wsprluuniun,  nseyasied v
CICTIRCEIINA Gl GV I0L UEPSEIDSS], BUTEEOHLELD SLUIUBLALLG I Dasd) s a2

T TTEATN R AEDIAAMLIEE R Gerdaem ]'.iiif:ll:“ﬁ].'l:ﬂ:['iﬂ.

Laened o f Baoano;
Canlifizd Pezasn '._I-Lmda-: WAlla ! ‘»ﬁ/
YirodnoemEeH oeoba 'I. Wiﬂ'-" {ﬁ]r

| | |'

1

Diese ! flata, 05632035

3
[

-

Fape 4 al =



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII JIIKAPCBKOT'O 3ACOBY

Name of product / Hmna

NIPORYKTY
(strength, dosage form,
package size and
type/posyBanns, nikapchka
dopMa, poaMip i THHO
YIAKOBKH)

QUETIXOL XR 400 mg prolonged-release film-coated
tablets, 10 tablets per blister; 3 blisters per carton pack with
the labelling made in Ukrainian /

KBETHKCOJI XR, TabneTkd, BXpHTI IIIBKOBOIO
o6omonxroro, nponornrosanoi gii, mo 400 mr, ro 10 TaGnerox
y biictepi; mo 3 BuicTepn y naqm 3 KaPTOHY 3 MADPKYBAHHENM
YEPaiHCEKOI0 MOBOIO

Active substance / ;uxoqa
Pe0BHHA

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 400 mg /

1 TaGnerka, BKpHTa IIiBKOBOK 060I0HK0I0, IIPOIORTOBAHOT
Al MicTHTE KBeTianiny $yMapaTr ekBiBaleHTHO KBeTianmiHy
400 MT

' Manufacturing

manufacturing site / Hazba,
agpeca i HoMep jinmeHsii
BUpodEMIO] JINEHUNT .

country /| Germany / Himewwmixa
XpaliHa-BHpOOHIK :
MA number / Homep PIT Ne UA/19569/01/05
Batch number and size /|40746
Homep Ta poamip cepii 4448 packs / ynakosok
Date of manufacture / I[a'ra 09.2025
BHpOOHANTBA ;
Expiry Date / Crpox | 08.2028
NPHIAATHOCTI _ '
Name, address and | Quality control, primarv and secondary packaging, batch
‘authorization number of | release: '

Merckle GmbH, Gerthany =
Graf-Arco- Strasse 3. Donautal, Ulm, Baden-Wuerttemberg,

89079, Germany /

| Banyck cepii, KORTpOaL SIKOCTi, NEPBAHEE TA BTOPHHHE

NaKYBAHANA: _
Me xe Iy Hinveyuvna

-Aprxo-Illrpacece 3 OH
Broprembepr, 89079, HiMewuuna
Manufacturing authorization / Jlinernsia va srpoGauTBo

VM JeH-

" | DE_BW_01_MIA_2025_0051

CHOMn 1'?

r——

g

_ LI
10}\\ VEHTIB

Page 1 of 4




Indicator / oxasunk

Specification / Cnemndixargin

Result / Peaynbrar

Appearance / Onuc

White oval shaped biconvex film-
coated tablets debossed with “Q400”
on the one side / Ta6netky oBamHOL
tbopml 3 ABOOTYKIIOK) MOBEPXHEIO,
BKDHTI ITBKOBOIO  OGOIIOHKOIO
Giloro xomsopy, 3  TUCHEHHSM
«Q400» 3 oaxoro Boky,

Complies /
Bianosinae

Tdentification /
ImenTudixanis

quetiapine / kaemianin

titanium dioxide ' / -
mumany dioxcud

Principal peak retention time on the
chromatogram of the test solution
obtained in the “Assay” section should
be concordant with the principal peak
retention time on the chromatogram of
the. standard solution / Ha
XpoMaTorpaMi BHIpoGoBYBaHOrO
po3dmMy, OAepHKAaHOrO Yy  po3mim
wKUTBKiCHE BM3HAYCHHEA", qaC
YTpHMYBaHHZ OCHOBROTC IHKY Ma¢
cOiBOajiaTy 3 YacoM YTPHUMYBaHHA
OCHOBHOTO NIKy Ha XpoMarorpami
POSYHHEY NOPIBHAHHA

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV absorption spectrum of the
standard . solution / VY®-chexrp
TIOTTHHAHESL BANpPo60BYBaHOTO
POSUMHY, OAECMKAHOIO Y  pO3AL
»Kinsxicne BU3HAYCHHA". MaE
CITiBN2aaTH 3 Y®@-cnextpoM

.| HOTIIMHAHHSA PO3UHHY IIOPIRHAHHA

An orange-red colour should appear /
Mae 3'sBaSTHCA OPAHKEBO HCpBOHe
3abapBrieHAs.

Complies /
Bianosigae

Complies /
Binmosigace

Complies /
Bignosinae

Uni .ormi of dosage
units* / OpmopiapicTn
A030BANAX oAWAMMY ¢

Should comply with Ph.Eur. 2.9.40 /
Mae ni,uno_ni,uam suMorad €0 2.9.40,

Complies /
Bimnoginae
3%

i -
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Dissolution / Pozusmenns | Not more than 15 % in one hour / 6%
' He Giseme 15 % 3a | rox
From 40 % to 65 % in 6 hours / 50%
Bix 40 % no 65 % 7a 6 roa
Not less than 80 % in 24 howrs / 98%
_ He menme 80 % 3a 24 rox
Related substances / e
Cymposinmi
- quetiapine S-oxide /- Not more then 0.2 % / <0,10%
KBeTiamia S-oxcan ‘He 6inpme 0,2 %
(impurity S / gominmxa S) - ;
- quetiapine N-oxide / Not more than 0.2 %/ <0,10%
xBeriania N-okcaq He 6ineme 0,2 %
(impurity H / xomimga H) '
- dibenzothiazepine / - Not more than 0.2 % / <0,10%
pubersoriasemin - | He Ginpme 0,2 %
(1mpur1ty G / nomiurka G)
- any umdentlﬁed 1mpur1ty / | Not more than 0.2 % / <0,1 %
Oyap-axa He 6ineime 0,2 %
HeifierTRGiKOBaRA -
JOMilxa :
- total unpuntles / cyma Not more than 0.5 % / <0,1%
ZoMilmoK He 6inewe 0,5 % :
Microbiological purity 3/ | Total ~ acrobic  microbial count _
MixpoGiosoriuaa (TAMC) not more than 1000 CFU/g
umcrora 23 - / 3aramsme wmonmo  aepobmmx | Mot conducted/ He
: mikpoopranismMis (TAMC) — e | FPOBOIHBCA
6imenre 1000 KYO/T. :
Total yeasts/moulds count (T YMC) -
not more than 100 CFU/g /
| 3aramsne  wmeno  mpimgmkiz  ta| DOt conducted/ He
| mcrseax  rpubis  (TYMO) g | TPOBOIHABCH
6insme 100 KYO/r.
E. coliabsentin1g / Not conducted/ He
Bincytricts E. coliz 1T, HpOBOJABCS
Assay / Kinekicre From.95.0 to 105.0 % of the Apacified
BH3HAYEHHA : in - the “Composition™ seflich
. ’ 95,0 % no 105,0 % Bix ::'-
poazim «Crnam '

T The test is perfarmed onfy on each 30™ batch or at least once
Oz xomcrol 30-1 cepil abo wonalimeniue odun pas na pix




? The test is performed only on each 10" baich or at least once per year / eunpobysanun nposodsms minviu
dng komenof 10-i cepit abe wonaiiMenue ocdun paz Ha pix

I The test is performed only at the beginning and at the end of studies during shelf-life / eunpobyeanuz
NpOBOARMTD MIRLKY HA NONGIMKY i 8 Kisyi NPU OOCRIONCEHNRX NPOMAZOM MEPMIKY NpUdamrocmi

! The test is not performed during stability studles. Must meet specification at the time of quality control
during shelf-life / eunpobysanna we nposodrmb € docaidmcennsx cmabimewocmi. Mae sidnoeidamu
eneughixayil nid wac HPOsedEHHR KONMPORIO RKOCMI NPOMAZOM MEPMiNY npudammocni,

- impurity S: quetiapine 8-oxide / nomixa S: kserianix S-okeug
- impurity H: quetiapine N-oxide / nomimza H: kserianin N-oxcun
- impurity G: dibenzothiazepinone / aomimxa G: auGexsoriaseninon

The batch meets the requirements of QCM for MA No. UA/19569/01/05. / Cepis
Biznosinae smoram MK no PIT Ne UA/19569/01/05.

The packing, labelling and expiry date cotrespond to the requirements of QCM. / Vriakosxa,
MapKyBaHHX T4 TEpMiH IPUIAaTHOCTI BizNoBinaloTs BUMoram MEKSI.

Storagg: Store in the original packaging to protect from moisture. This medicinal product
does not require any special temperature storage conditions. Keep out of the sight and reach
of children. / 36epiramns: 36epiraty B opurinANEHIH YIAKOBIi /IS 3aXUCTY Bij BOMOTH.
Jlikapcsxuii 3aci6 ne notpebye coemianbHuX TEMIepaTypHEX yMOB 36epirannd. 36epirata y
HENOCTYNHOMY ANA JiTei Micmi.

I hereby certify that the above information is authentic and accurate, This batch of products
has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
regulatory authority and also with specifications of registration dossier approved in Ukraine
for investigational medicinal product. The manufacturing records, as well as, packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and
were signed by the responsible persons of the above-mentioned manufacturer. / Ilam =
miATBEPDKYI0, INO HaBejeHa BuIme imopMauin € JocTORIpHOI Ta TouHow. g cepist
NpoAyKWii Oyna BHIOTOBIEHA, BKIIOYAIOYH MAKYBAHHS, MAPKYBaHHA Ta IIpOBEEHHA
KOHTpOHO 1i skocTi Ha 3a3HadveHilt BupoGmuyili ninAHm y moBwiM Bignosizsocti 3
sumoramu (GMP, BCTAHOBJICHUMM MICHCBHM DEryIsSTOPHMM OPTAHOM, & TaKoX BiTmOBiRHO
o cuenadixanili, mo MiCIATECE B peccTpamifHOMy HOCE, 3aTBEIKEHOMY B Ykpaini mis
ROCIIIKYBaHOro mikapchkoro - 3acofy. [Iporokomu BEpOGHMITTBZ, nakyBauHS Ta
NpoBe/cHAA aHatisi 6yiu nepemipeni, BcraHoBIeHO BimmoBimmicTh BuMoram GMP Ta
i JMCAHO BiAnoBiAaTsHMME 0c06aMH BHPOGHHKA.

Issued by / Bupano: ; /
Qualified Person Th Willy'/
YnosHOBaNCHA om?%

Bini:
Date / ara: 05.03.@2'6




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPIf IKAPCHEKOI'O 3ACOBY

Name of product / Hasga
IPOXYKTY

(strength, dosage form,
package size and
type/Ro3yBanHd, JiKapcska
dbopma, posmip 1 THN
YIAKOBKH)

QUETIXOL XR 400 mg prolonged-release film-~coated
tablets, 10 tablets per blister; 3 blisters per carton pack with
the labelling made in Ukrainian /

KBETHKCOJI XR, rafmerxm, BKpHTI IIIIBKOBOK
obonorkoro, npomorrosanci ail, no 400 mr, no 10 rabrerox
y Gaicrepi; o 3 GicTepH y nauni 3 KAPTOHY 3 MAPKYBaHHIM
YKpPalHCHRKOK MOEOIO

Active substance / niroga
PEYOBRHHA

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 400 mg /

1 TabneTka, BKpHT2 ENIBKOBOIO 0OONOHKO, NPONOHTOB2HOT
oI MICTHTH KBeTiamiHy (yMapaT eKBIBJICHTHO KBETialiHy
400 Mr

Manufacturing  country /| Germany / HiMewunna

Kpaina-sapol0HuK

MA number / Homep PIT Ne UA/19569/01/05

Batch number and size /| 40747

Homep 1a poamip cepil 6121 packs / ynakosox

Date of manufacture / Hara | 09.2025

BUpPOOHAIITBA

Expiry Date / Crpox | 08.2028

PYAATHOCTI

Name, address and | Quality control, primary and secondary packaging, batch
authorization number of | release:

manufacturing site / Hazsa, | Merckle GmbH. Germany

anpeca i Homep uinemaii | Graf-Arco- Strasse 3. Donautal, Ulm. Baden-Wuerttember
BUpODHITO1 NinEHAI 89079, Germany /

B CK_cepil, KOATPONL AKOCTI, TePBAHKHE TA BTODHHHE

MAKYBREH:
epkne I Himewuwnra

I'pad-Apxo-Ilitpacce 3 OHAyTalmb, YJabM, banen-

Bioprembepr, 89079, Himewquna

Manufacturing authorization / Jlinerzia Ha BEpoSHUITBO

DE BW 01 MIA 2025 0051 /
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Indicator / Ioxazuex

Specification / Creundgixanis

Result / Peayasrar

Appearance / Onmac

White oval shaped biconvex film-
coated tablets debossed with Q4007
on the one side / TabneTxky oBansHOT
GOpMHE 3 ZBOONYKIOK IOBEPXHEIO,
BKpHTI  IUTIBKOBOIO  ODONIOHKON
binoro KONBOPY, 3  THCHCHHAM
«Q400» 3 oxmoro Hoky.

Complies /
Binnosinae

Identification /
Inepradikanis

quetiapine / keemianin

titantum dioxide ** /
mumany dioxcud ¢

Principal peak retention time on the
chromatogram of the test solution
obtained in the “Assay” section should
be concordant with the principal peak
retention time on the chromatogram of
the standard solution / Ha

XpoMarorpami BHNpoGOBYBAHOTO
PO3UHHY, OJEPKaHOIo Yy po3fui
WKirpKicHe BU3HAYEHHSA", 4ac

YIPEMYBAHAS OCHOBHOIO WHIKY Mae
CIIENATATH 3 HACOM YTPUMYBRHHS
OCHOBHOTO @Ky HA XpoMarorpami
POIUMEY [IOPIBHIHAI

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV  absorption spectrum of the
standard solution / VY®@-cnekrp

TOITIMEAHHS BHIIPOOOBYBAHOIO
pPO3WHHY, OHSKAEOTO Yy posmul
HKIIEKICHE BH3HAYSHHA" Mae
CHiBNaNaTH 3 Yd-coexrpom

OOTJTAHAHHSA PO3YHHY ITOPIBHAHHS

An orange-red colour should appear /
Mae s’saiuarsca OpaHXeBO YepBOHE
3afiapaireHHs.

Cormplies /
Bianosinae

Complies /
Bimnorinae

Complies /
Bixnosinae

Uniformity of desage
units? / Opmopignicrs
[030BAHMX OJIHHHIE 4

Should comply with Ph.Eur. 2.9.40 /
Mae signosinaty saMoram € 2.9.40.

Complies /
Binnosimae
4%




Dissolution / Posunrerns | Not more than 15 % in one hour / 6%
He 6inptoe 15 % 32 1 ron
From 40 % to 65 % in 6 howrs / 51%
Bin 40 % no 65 % 3a 6 rox
Not less than 80 % in 24 hours / 99%
He merme 80 % 33 24 ron
Related substances /
Cvnposinsi
OMIIIKH
- quetiapine S-oxide / Not more than 0.2 %/ <0,10%
KBeTiamig S-oxcun He Simpre 0,2 %
(impurity S / nomimxa S)
- quetiapine N-oxide / Not more than 0.2 % / <0,10%
Keeriamig N-oxcu He Ginnme 0,2 %
(impurity H / nomimxa H)
- dibenzothiazepine / Not more than 0.2 % / <0,10%
InbeHz0Tiazeniy He Gineme 0,2 %
{impurity G / aomimka G)
- any unidentified impurity / | Not more than 0.2 % / <0,1 %
Oyms-axa He 6ineme 0,2 %
BeimenTadixosaga
IOMIIIKa
- total impurities / cyma Not more than 0.5 % / <01 %
JOMIIIOK He 6ineie 0,5 %
Microbiclogical purity >3/ | Total  aerobic  microbial count
MikpoGioaeriuna (TAMC) - not more than 1000 CFU/g &1
q@eroTa 23 /  3arameme wmeno  aepoGmmx | J\ot conducted/ He
mixpoopragismie  (TAMC) - ue | TPOBOMMBCH
6ineme 1000 KYO/r.
Total yeasts/moulds count (TYMC) -
not more than 100 CFU/g /
3arambhe  WMCNO  APDKIDKIE  Ta Not conducted/ He
npicEsBEX  pubis  (TYMC) — me| HPOBOIMBCA
Gimsime 100 KYO/T.
E coliabsentinl g/
BincyrmicTs E. colis 1
Assay / KuibkicHe From 95.0 to 105.0 %
BRHZHAYENHY in the “Composition 3- ti

95,0 % mo 105,0 % si
posALT « Crmam

1 The test is performed only on each 30® batch or at least once p m&ﬁs%

ons xoxenol 30-F cepit abo wonaimenite 00ux pas Ha pix

\\\ -~
/
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¥ The test is performed only on each 10 batch or at least once per year / sunpofiysaius npoecdame mirxu
onr xoxcrol 10-§ cepil abo wonaitveruié ooun pa3g Ha pix

3 The test is performed only at the beginning and at the end of studies during shelf-life / eunpobysawus
APOROOAMs MINbKU KA NOYAMKY § 8 Kyl RPU DOCHIONCENHAX NDOMAZOM MEPMIHY npudamnocmi

¥ The test is not performed during stability studies. Must meet specification at the time qf quality contral
during shelf-life / sunpobysawwa we nposodsms & OocRiONCeHnAx cmabinbwocmi. Mag sidnosidamy
cneyuginayil Rid wac rposedents KOHMPORIO KROCME NPOMAZOM MepMiy npudamuochii.

- impurity 8: quetiapine S-oxide / gomimka 8. xeerianin S-okcun
- impurity H: quetiapine N-oxide / aomimmia H: xserianis N-okeun
- impurity G: dibenzothiazepinone / moMimika G: mnbersotiasesninon

The batch meets the requirements of QCM for MA No. UA/19569/01/05. / Cepis
Bimmosizac samoram MISI no PIT Ne UA/19569/01/05.

The packing, labelling and expiry date correspond to the requirements of QCM. / Ynakosxka,
MapxyBaHHd Ta TEpMiH IpRIATHOCT] BiamoBinatoTs BaMoraM MICAH.

Storage: Store in the original packaging to protect from moisture. This medicinal product
does not require any special temperature storage conditions. Keep out of the sight and reach
of children. / 36epiranns: 36epiraty B opHriHaNbHIR ynakoBLi IJIA 3aXMCTy Bill BOJIOTH.
Tixapenbkwmit 3a¢i6 He moTpefye cHemiaATHUX TeMIEpaTypHUX yMoB 30epirauns. 30epirata y
HEZOCTYIHOMY JUIR aiTelt Micui.

1 hereby certify that the above information is authentic and accurate. This batch of products
has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
regulatory authority and also with specifications of registration dossier approved in Ukraine
for investigational medicinal product. The manufacturing records, as well as, packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and
were signed by the responsible persons of the above-mentioned manufacturer. / Hum 2
HifTBEP/UKYI0, WO HapejeHa BHme iH(poOpManis € JocToBipEOK Ta TowHowR. Ll cepin
nponyknii Oynia BATOTOBNEHA, BXEOYAIOMM [AKYBaHHA, MapKyBaHHZ T4 MPOBEACHHS
KOHTPOJEO 11 SKOCTi Ha 3asHaueHil BupoOmmuid aimauni y nopmil simmosimmocri 3
BuMoraMe GMP, BCTAHOREHUMEA MiCUSREM PEryASTOPHWM OpraHOM, a TAaKOX BiNIIOBIXHO
IO cHeIHIKanii, M0 MICTATECE B PEECTPALINHOMY OCHE, 3aTRepIUKEHOMY B YKpaini It
DOoCTmipKyRamoro Jikapeskoro zacofy. IlpoToxomi BHUpOOHMUTBA, NaKyBaHHA Ta
TIpOBC/ICHHS aHANi3iB OynW nepesipeHi, BCTaHOBICHO Bimrosimpicts suMoraM GMP Ta
NiINECaHo BiANTOBIAATLHHEME ocobaMK BUPOGHEKA.

Issued by / Buparo:
Qualified Person Thomas Wlffi /

VrnosrOBaKEHA 0C00a’ Tpmac;Bmm:
- j\ i r,f
!’ £ £

Date / Jlara: 05.03.2026
\\/‘f
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13 R LA
dipa M2



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPIf IKAPCHEKOI'O 3ACOBY

Name of product / Hasga
IPOXYKTY

(strength, dosage form,
package size and
type/Ro3yBanHd, JiKapcska
dbopma, posmip 1 THN
YIAKOBKH)

QUETIXOL XR 400 mg prolonged-release film-~coated
tablets, 10 tablets per blister; 3 blisters per carton pack with
the labelling made in Ukrainian /

KBETHKCOJI XR, rafmerxm, BKpHTI IIIIBKOBOK
obonorkoro, npomorrosanci ail, no 400 mr, no 10 rabrerox
y Gaicrepi; o 3 GicTepH y nauni 3 KAPTOHY 3 MAPKYBaHHIM
YKpPalHCHRKOK MOEOIO

Active substance / niroga
PEYOBRHHA

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 400 mg /

1 TabneTka, BKpHT2 ENIBKOBOIO 0OONOHKO, NPONOHTOB2HOT
oI MICTHTH KBeTiamiHy (yMapaT eKBIBJICHTHO KBETialiHy
400 Mr

Manufacturing  country /| Germany / HiMewunna
Kpaina-sapol0HuK

MA number / Homep PIT Ne UA/19569/01/05
Batch number and size /| 40747

Homep 1a poamip cepil 6121 packs / ynakosox
Date of manufacture / Hara | 09.2025
BUpPOOHAIITBA

Expiry Date / Crpox | 08.2028

TIPHAATHOCT

Name, address and | Quality control, primary and secondary packaging, batch
authorization number of | release:

manufacturing site / Hassa,
agpeca 1 HoOMep Iinemsii
BUpODHITO1 NinEHAI

Merckle GmbH. Germany
Graf-Arco- Strasse 3. Donautal, Ulm. Baden-Wuerttemberg,
89079, Germany /

Banvex cepil, KOATPONL AKOCTI, NEPBHAKE TA BTODHHHE

MAKYRREHN:
epkne I Himeuuywsa

I'pad-Apxo-Ilitpacce 3 OHayTams, YueM, Banesn-
Bioprembepr, 89079, Himewquna

Manufacturing authorization / Jlinerzia Ha BEpoSHUITBO

DE BW_01_MIA 2025 0051




Indicator / Ioxazuex

Specification / Creundgixanis

Result / Peayasrar

Appearance / Onmac

White oval shaped biconvex film-
coated tablets debossed with Q4007
on the one side / TabneTxky oBansHOT
GOpMHE 3 ZBOONYKIOK IOBEPXHEIO,
BKpHTI  IUTIBKOBOIO  ODONIOHKON
binoro KONBOPY, 3  THCHCHHAM
«Q400» 3 oxmoro Hoky.

Complies /
Binnosinae

Identification /
Inepradikanis

quetiapine / keemianin

titantum dioxide ** /
mumany dioxcud ¢

Principal peak retention time on the
chromatogram of the test solution
obtained in the “Assay” section should
be concordant with the principal peak
retention time on the chromatogram of
the standard solution / Ha
XpoMarorpami BHNpoGOBYBAHOTO
PO3UHHY, OJEPKaHOIo Yy po3fui
~KLIBKICHE BYU3HAYEHHA", 4ac
YIPEMYBAHAS OCHOBHOIO WHIKY Mae
CIIENATATH 3 HACOM YTPUMYBRHHS
OCHOBHOTO @Ky HA XpoMarorpami
POIUMEY [IOPIBHIHAI

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV  absorption spectrum of the
standard solution / VY®@-cnekrp
HOrTHEAHHSA BHIIpoOOBYBAHOTO
pPO3WHHY, OHSKAEOTO Yy posmul
HKIIEKICHE BH3HAYSHHA" Mae
CHiBNaNaTH 3 Yd-coexrpom
OOTJTAHAHHSA PO3YHHY ITOPIBHAHHS

An orange-red colour should appear /
Mae s’saiuarsca OpaHXeBO YepBOHE
3afiapaireHHs.

Cormplies /
Bianosinae

Complies /
Bimnorinae

Complies /
Bixnosinae

Uniformity of desage
units? / Opmopignicrs
[030BAHMX OJIHHHIE 4

Should comply with Ph.Eur. 2.9.40 /
Mae signosinaty saMoram € 2.9.40.

Complies /
Binnosimae

N
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Dissolution / Pozuyarerns | Not more than 15 % in one hour / 6%
He 6inptoe 15 % 32 1 ron
From 40 % to 65 % in 6 howrs / 51%
Bin 40 % no 65 % 3a 6 rox
Not less than 80 % in 24 hours / 99%
He merme 80 % 33 24 ron
Related substances /
Cvnposinsi
OMIIIKH
- quetiapine S-oxide / Not more than 0.2 %/ <0,10%
KBeTiamig S-oxcun He Simpre 0,2 %
(impurity S / nomimxa S)
- quetiapine N-oxide / Not more than 0.2 % / <0,10%
Keeriamig N-oxcu He Ginnme 0,2 %
(impurity H / nomimxa H)
- dibenzothiazepine / Not more than 0.2 % / <0,10%
InbeHz0Tiazeniy He Gineme 0,2 %
{impurity G / aomimka G)
- any unidentified impurity / | Not more than 0.2 % / <01 %
Oyms-axa He 6ineme 0,2 %
BeimenTadixosaga
IOMIIIKa
- total impurities / cyma Not more than 0.5 % / <0,1%
JOMIIIOK He 6ineie 0,5 %
Microbiclogical purity >3/ | Total  aerobic  microbial count
Mixpobicaoriyaa (TAMC) - not more than 1000 CFU/g YH
apcToTa >3 /  laramme o  aepobmmx | Mot conducted/ He
mixpoopragismie  (TAMC) - ue | TPOBOMMBCH
6ineme 1000 KYO/r.
Total yeasts/moulds count (TYMC) -
not more than 100 CFU/g /
Jarwmse  wMcno  ApDKLKIE  Ta Not conducted/ He
npicEsBEX  pubis  (TYMC) — me| HPOBOIMBCA
Gimsime 100 KYO/T.
E. coliabsentinl g/ Not conducted/ He
Bincyrricts E. colis 1 1. VPORONABCH
Assay / Kiibkgiche From 95.0 to 105.0 % of the specified
BH3HAYCHHEY in the “Composition” section / Jer
95,0 % no 105,0 % Bix 3a3nase .
posaiti «Cruany

1 The test is performed only on each 30® batch or at least once per yeor
ons xoxenol 30-F cepit abo wonaimenite 00ux pas Ha pix




¥ The test is performed only on each 10 batch or at least once per year / sunpofiysaius npoecdame mirxu
onr xoxcrol 10-§ cepil abo wonaitveruié ooun pa3g Ha pix

3 The test is performed only at the beginning and at the end of studies during shelf-life / eunpobysawus
APOROOAMs MINbKU KA NOYAMKY § 8 Kyl RPU DOCHIONCENHAX NDOMAZOM MEPMIHY npudamnocmi

¥ The test is not performed during stability studies. Must meet specification at the time qf quality contral
during shelf-life / sunpobysawwa we nposodsms & OocRiONCeHnAx cmabinbwocmi. Mag sidnosidamy
cneyuginayil Rid wac rposedents KOHMPORIO KROCME NPOMAZOM MepMiy npudamuochii.

- impurity 8: quetiapine S-oxide / gomimka 8. xeerianin S-okcun
- impurity H: quetiapine N-oxide / aomimmia H: xserianis N-okeun
- impurity G: dibenzothiazepinone / moMimika G: mnbersotiasesninon

The batch meets the requirements of QCM for MA No. UA/19569/01/05. / Cepis
Bimmosizac samoram MISI no PIT Ne UA/19569/01/05.

The packing, labelling and expiry date correspond to the requirements of QCM. / Ynakosxka,
MapxyBaHHd Ta TEpMiH IpRIATHOCT] BiamoBinatoTs BaMoraM MICAH.

Storage: Store in the original packaging to protect from moisture. This medicinal product
does not require any special temperature storage conditions. Keep out of the sight and reach
of children. / 36epiranns: 36epiraty B opHriHaNbHIR ynakoBLi IJIA 3aXMCTy Bill BOJIOTH.
Tixapenbkwmit 3a¢i6 He moTpefye cHemiaATHUX TeMIEpaTypHUX yMoB 30epirauns. 30epirata y
HEZOCTYIHOMY JUIR aiTelt Micui.

1 hereby certify that the above information is authentic and accurate. This batch of products
has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
regulatory authority and also with specifications of registration dossier approved in Ukraine
for investigational medicinal product. The manufacturing records, as well as, packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and
were signed by the responsible persons of the above-mentioned manufacturer. / Hum 2
HifTBEP/UKYI0, WO HapejeHa BHme iH(poOpManis € JocToBipEOK Ta TowHowR. Ll cepin
nponyknii Oynia BATOTOBNEHA, BXEOYAIOMM [AKYBaHHA, MapKyBaHHZ T4 MPOBEACHHS
KOHTPOJEO 11 SKOCTi Ha 3asHaueHil BupoOmmuid aimauni y nopmil simmosimmocri 3
BuMoraMe GMP, BCTAHOREHUMEA MiCUSREM PEryASTOPHWM OpraHOM, a TAaKOX BiNIIOBIXHO
IO cHeIHIKanii, M0 MICTATECE B PEECTPALINHOMY OCHE, 3aTRepIUKEHOMY B YKpaini It
DOoCTmipKyRamoro Jikapeskoro zacofy. IlpoToxomi BHUpOOHMUTBA, NaKyBaHHA Ta
TIpOBC/ICHHS aHANi3iB OynW nepesipeHi, BCTaHOBICHO Bimrosimpicts suMoraM GMP Ta
NiINECaHo BiANTOBIAATLHHEME ocobaMK BUPOGHEKA.

Issued by / Buparo:
Qualified Person Thomas Wlffi /

VrnosrOBaKEHA 0C00a’ Tpmac;Bmm:
- j\ i r,f
!’ £ £

Date / Jlara: 05.03.2026
\\/‘f
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPIf IKAPCHEKOI'O 3ACOBY

Name of product / Hasga
IPOXYKTY

(strength, dosage form,
package size and
type/Ro3yBanHd, JiKapcska
dbopma, posmip 1 THN
YIAKOBKH)

QUETIXOL XR 400 mg prolonged-release film-~coated
tablets, 10 tablets per blister; 3 blisters per carton pack with
the labelling made in Ukrainian /

KBETHKCOJI XR, rafmerxm, BKpHTI IIIIBKOBOK
obonorkoro, npomorrosanci ail, no 400 mr, no 10 rabrerox
y Gaicrepi; o 3 GicTepH y nauni 3 KAPTOHY 3 MAPKYBaHHIM
YKpPalHCHRKOK MOEOIO

Active substance / niroga
PEYOBRHHA

each prolonged-release film-coated tablet contains quetiapine
fumarate equivalent to quetiapine 400 mg /

1 TabneTka, BKpHT2 ENIBKOBOIO 0OONOHKO, NPONOHTOB2HOT
oI MICTHTH KBeTiamiHy (yMapaT eKBIBJICHTHO KBETialiHy
400 Mr

Manufacturing  country /| Germany / HiMewunna
Kpaina-sapol0HuK

MA number / Homep PIT Ne UA/19569/01/05
Batch number and size /| 40747

Homep 1a poamip cepil 6121 packs / ynakosox
Date of manufacture / Hara | 09.2025
BUpPOOHAIITBA

Expiry Date / Crpox | 08.2028
TIPHAATHOCT

Name, address and | Quality control, primary and secondary packaging, batch
authorization number of | release:

manufacturing site / Hassa,
agpeca 1 HoOMep Iinemsii
BUpODHITO1 NinEHAI

Merckle GmbH. Germany
Graf-Arco- Strasse 3. Donautal, Ulm. Baden-Wuerttemberg,
89079, Germany /

Banvex cepil, KOATPONL AKOCTI, NEPBHAKE TA BTODHHHE

HAKYBARHY:
epkne I Himewuwra
Ipad-Apxo-IliTpacce 3 OHAVTANL,  YJBM, bBanesn-

Broprembepr, 89079, Himeuauna
Manufacturing authorization / Jlinerzia Ha BEpoSHUITBO
DE BW_01_MIA 2025 0051

g

e

&j.ﬁi] '\1.‘_,

T

-

' 710}\":\' MEHTIB Y

\» W s



Indicator / Ioxazuex

Specification / Creundgixanis

Result / Peayasrar

Appearance / Onmac

White oval shaped biconvex film-
coated tablets debossed with Q4007
on the one side / TabneTxky oBansHOT
GOpMHE 3 ZBOONYKIOK IOBEPXHEIO,
BKpHTI  IUTIBKOBOIO  ODONIOHKON
binoro KONBOPY, 3  THCHCHHAM
«Q400» 3 oxmoro Hoky.

Complies /
Binnosinae

Identification /
Inepradikanis

quetiapine / keemianin

titantum dioxide ** /
mumany dioxcud ¢

Principal peak retention time on the
chromatogram of the test solution
obtained in the “Assay” section should
be concordant with the principal peak
retention time on the chromatogram of
the standard solution / Ha
XpoMarorpami BHNpoGOBYBAHOTO
PO3UHHY, OJEPKaHOIo Yy po3fui
~KLIBKICHE BYU3HAYEHHA", 4ac
YIPEMYBAHAS OCHOBHOIO WHIKY Mae
CIIENATATH 3 HACOM YTPUMYBRHHS
OCHOBHOTO @Ky HA XpoMarorpami
POIUMEY [IOPIBHIHAI

UV absorption spectrum of the test
solution obtained in the “Assay”
section should be concordant with the
UV  absorption spectrum of the
standard solution / VY®@-cnekrp
HOrTHEAHHSA BHIIpoOOBYBAHOTO
pPO3WHHY, OHSKAEOTO Yy posmul
HKIIEKICHE BH3HAYSHHA" Mae
CHiBNaNaTH 3 Yd-coexrpom
OOTJTAHAHHSA PO3YHHY ITOPIBHAHHS

An orange-red colour should appear /
Mae s’saiuarsca OpaHXeBO YepBOHE
3afiapaireHHs.

Cormplies /
Bianosinae

Complies /
Bimnorinae

Complies /
Bixnosinae

Uniformity of desage
units? / Opmopignicrs
[030BAHMX OJIHHHIE 4

Should comply with Ph.Eur. 2.9.40 /
Mae signosinaty saMoram € 2.9.40.

Complies /
Binnosimae
4%
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Dissolution / Posunrerns | Not more than 15 % in one hour / 6%
He 6umprue 15 % 3a 1 ron
From 40 % to 65 % in 6 hours / 51%
Bin 40 % 1o 65 % 3a 6 rox
Not less than 80 % in 24 houwrs / 99%
He mesnnre 80 % 3a 24 ron
Related substances /
Cvnposinsi
OMIITKA
- quetiapine S-oxide / Not more than 0.2 %/ <0,10%
KBeTiamig S-oxcun He Simpre 0,2 %
(impurity S / nomimxa S)
- quetiapine N-oxide / Not more than 0.2 % / <0,10%
Keeriamig N-oxcu He Ginnme 0,2 %
(impurity H / nomimxa H)
- dibenzothiazepine / Not more than 0.2 % / <0,10%
InbeHz0Tiazeniy He Gineme 0,2 %
{impurity G / aomimka G)
- any unidentified impurity / | Not more than 0.2 % / <0,1 %
Oyms-axa He 6ineme 0,2 %
BeimenTadixosaga
IOMIIIKa
- total impurities / cyma Not more than 0.5 % / <01 %
JOMIIIOK He 6ineie 0,5 %
Microbiclogical purity >3/ | Total  aerobic  microbial count
MikpoGioaeriuna (TAMC) - not more than 1000 CFU/g &1
q@eroTa 23 /  3arameme wmeno  aepoGmmx | J\ot conducted/ He
mixpoopragismie  (TAMC) - ue | TPOBOMMBCH
6ineme 1000 KYO/r.
Total yeasts/moulds count (TYMC) -
not more than 100 CFU/g /
3arambhe  GHCHO  APLKIDKIB | Not conducted/ He
wriceasux pubis  (TYMC)
Gimsime 100 KYO/T.
E coliabsentinl g/
Bincyrmicts E. colis 1 1.
Assay / Kimskicne From 95.0 to 105.0 % of
BH3HAYCHHEY in the “Composition” sect

posALT « Crmam

! The test is performed only on each 30" batch or at least once per year / 8
ons xoxenol 30-F cepit abo wonaimenite 00ux pas Ha pix

os00Rmy minoKu
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¥ The test is performed only on each 10 batch or at least once per year / sunpofiysaius npoecdame mirxu
onr xoxcrol 10-§ cepil abo wonaitveruié ooun pa3g Ha pix

3 The test is performed only at the beginning and at the end of studies during shelf-life / eunpobysawus
APOROOAMs MINbKU KA NOYAMKY § 8 Kyl RPU DOCHIONCENHAX NDOMAZOM MEPMIHY npudamnocmi

¥ The test is not performed during stability studies. Must meet specification at the time qf quality contral
during shelf-life / sunpobysawwa we nposodsms & OocRiONCeHnAx cmabinbwocmi. Mag sidnosidamy
cneyuginayil Rid wac rposedents KOHMPORIO KROCME NPOMAZOM MepMiy npudamuochii.

- impurity 8: quetiapine S-oxide / gomimka 8. xeerianin S-okcun
- impurity H: quetiapine N-oxide / aomimmia H: xserianis N-okeun
- impurity G: dibenzothiazepinone / moMimika G: mnbersotiasesninon

The batch meets the requirements of QCM for MA No. UA/19569/01/05. / Cepis
Bimmosizac samoram MISI no PIT Ne UA/19569/01/05.

The packing, labelling and expiry date correspond to the requirements of QCM. / Ynakosxka,
MapxyBaHHd Ta TEpMiH IpRIATHOCT] BiamoBinatoTs BaMoraM MICAH.

Storage: Store in the original packaging to protect from moisture. This medicinal product
does not require any special temperature storage conditions. Keep out of the sight and reach
of children. / 36epiranns: 36epiraty B opHriHaNbHIR ynakoBLi IJIA 3aXMCTy Bill BOJIOTH.
Tixapenbkwmit 3a¢i6 He moTpefye cHemiaATHUX TeMIEpaTypHUX yMoB 30epirauns. 30epirata y
HEZOCTYIHOMY JUIR aiTelt Micui.

1 hereby certify that the above information is authentic and accurate. This batch of products
has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the EU GMP requirements assigned by the local
regulatory authority and also with specifications of registration dossier approved in Ukraine
for investigational medicinal product. The manufacturing records, as well as, packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and
were signed by the responsible persons of the above-mentioned manufacturer. / Hum 2
HifTBEP/UKYI0, WO HapejeHa BHme iH(poOpManis € JocToBipEOK Ta TowHowR. Ll cepin
nponyknii Oynia BATOTOBNEHA, BXEOYAIOMM [AKYBaHHA, MapKyBaHHZ T4 MPOBEACHHS
KOHTPOJEO 11 SKOCTi Ha 3asHaueHil BupoOmmuid aimauni y nopmil simmosimmocri 3
BuMoraMe GMP, BCTAHOREHUMEA MiCUSREM PEryASTOPHWM OpraHOM, a TAaKOX BiNIIOBIXHO
IO cHeIHIKanii, M0 MICTATECE B PEECTPALINHOMY OCHE, 3aTRepIUKEHOMY B YKpaini It
DOoCTmipKyRamoro Jikapeskoro zacofy. IlpoToxomi BHUpOOHMUTBA, NaKyBaHHA Ta
TIpOBC/ICHHS aHANi3iB OynW nepesipeHi, BCTaHOBICHO Bimrosimpicts suMoraM GMP Ta
NiINECaHo BiANTOBIAATLHHEME ocobaMK BUPOGHEKA.

Issued by / Buparo:
Qualified Person Thomas Wlffi /
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Date / Jlara: 05.03.2026
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