JIEPXKJIKCITYXBA
NEPKABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONETPOBCHKINA OBJACTI

Jninpo, .Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.uahttps://www.dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
npo sKicTh BBe3eHOro B Y KpaiHy JIIKapcbKoro 3acoby
03.08.2021 Ne 43780/21/04
KBETHKCO.1

{HaliMeHyBaHHA Nikapchkoro zacoly ariiHo 3 peecTpauifinuM nocinennsaM)
taieTKH, BKPHTI IUTiBKOBOI0 060.10HK010, 10 200 Mr mo 10 TabiaeTok y Gaicrepi, mo 3
SaicTepu y kapToHHIH mayni

((popma BHIYCKY, 1O3YBAHHS, B NAKYBAHHA 1iKapchkoro 3acody)
Howmep peectpauiittoro nocsiguenns UA/13882/01/03 ctpok aii peectpauifitoro nocsinsenns 01.01.2099
Cepin nikapcpkoro 3acoby Ne F99137 KinbkicTb BBE3EHOTO NiKapchkoro 3acoby 555

BupoBuuk Axrtagic Jlta, Mansta

(HaliMeHyBaHHs BUPOOHAKA NikApCEKOro 3acoBy, kpaiHa MOXOMAEHHS)

Bseseno B Yxpainy - TopapucTBO 3 06MexeH010 BignopiganenicTio "ba/IM", inent. koa:
31816235

(HatiMenyBauus Ta kox 2a EAPTIOY wpuanyHoi ocobu afo npissuime, iM's, 1o GaTeKOBI
ispunol ocobm - miANpUEMUS, 1i MiCue IPOXKUBAHHA Ta peecTpauilinuii Homep ofnikoncl
KapTKH [IaTHHKA NOAATKIiB 400 cepis Ta HoMep nacnopTa)

Mporokoa Bisyansnore Koutpemo sia (2.08.2021 N 03-01/2493/4.

34 peayibTaTAMH JEPKABHOTO KOHTPOND BCTAHOBJIEHO, W0 JiKapcekuit 3aci6 Beeseno B VYkpaiHy 3

AOTPHMAHHAM BuMOr 3aKOHOJABCTBA OO 3a0€3MeYeHHA AKOCTI JNIKAPChKHX 3acobiB.

B.o. nayansHuKa [lepskaBHOT cayx0H 3
JKapChKHX 3ac001B Ta KOHTPOIIIO 32
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®DIKAT-AKOCTI CEPIT IKAPCbKOTO 3ACOBY

Name of product / Hassa npogykry
(strength, dosage form, package size and
type / Ao3sysaHns, NikapcbKa $popma, poamip
i TUN YNaKoBKK)

QUETIXOL, film-coated tablets, 200 mg N2 30 (10x3) in blisters in
cartons/ KBETUKCO, vabneTku, BKpuUTi NAiBKOBOIO o6onoHKolo, no
200 mr Ne 30 (10x3) y 6nicrepax y KapTOHHMX nauKax

Manufacturing country / kpaia-Bupo6HuK

Actavis Ltd., Malta / Akrasic fiTa., ManbTa

Active substance / gjtoya peuosuHa

Quetiapine fumarate 200 mg / KseTianiny dpymapar 200 mr

MA number / Homep PN UA/13882/01/03
Batch number and size / Homep cepii 1a | F99137
po3mip 12,075 packs/ynak.
Date of manufacture / lata eupo6HuuTea 02/2021

] Expiry date / Tepmin npuaatHocri 01/2024

Name, address and license number of
manufacturing site / Hassa, agpeca 1a Homep
NiLeHsii BUpoBHUYOI AinbHUL

Actavis Ltd.,BLB 015, BLB 016, Bulebe! Industrial Estate, Zejtun ZTN
3000, Malta / Akrasic /l7a.,BLB 015, BLB 016, Byneben IHaacTpian
Ecteitt, m. 3eliTyH ZTN 3000, ManbTa

ML 001 (6th variation) isued on 05th April 2018 / ML 001 (6-a 3miHa)
BuAaHKWiA 05.04.2018 p.

GMP certificate or EudraGMP reference
numbers / GMP ceptudikar abo NocUNaHHA

MT/031HM/2018

Ha EudraGMP

Description / Onuc

White oval biconvex film-coated tablets, marked with
"Q" on the one side / Tabnetku, BKPUTI NAiBKOBOIO
obosoHKoto, Binoro KO/ibopy, OBanbHi, ABOONYKAI, 3
Hanucom Q 3 oaHoro 6oky

Complies / Bianosigae

Identification / InenTudikauis
- Quetiapine, HPLC /
Ksetianix, BEPX

Principal peak retention time on the chromatogram of
the test solution should be concordant with the peak
retention time on the chromatogram of the standard
solution obtained upon assay. / Yac YTPUMYBaHHA
TONIOBHOrO Miky Ha Xpomartorpami sunpobysaHoro
PO341HY Mae BiANOBIAATY Yacy YTPUMYBaHHA NiKy Ha
XpOMaTorpami CTaHAapPTHOrO PO3YMHY, OTPUMAHMX
MPU KiZbKicHOMY BU3HaYeHH]

Complies / Bignosigae

- Quetiapine HPLC-diode-
array detector / Kserianin
BEPX-gioaHo-maTpuunumii
AeTeKTop

UV-spectrum of the principal peak on the
chromatogram of the test solution should be
concordant with UV-spectrum of the principal peak on
the chromatogram of the standard solution obtained
upon assay. / Y® cnektp ronosHoro niky Ha
Xpomartorpami  BUNpPo6YBAHOrO PO3YUHY MOBUHEH
Bignosigatn Yo CNEKTPY TronoBHOrO MNiky Ha
Xpomatorpami CTaHAAPTHOTO PO3YUHY, OTPUMAHMUX
NpW KinbKicHOMY BU3HauyeHH]

Complies / Bignosigae

- Titanium dioxide' / Tutany
Aiokcuat

Solution should be yellow-orange. / Po3uuH nosuHen
BYTH KOBTO-0paHKeBOro KONbOPY.

Not Performed/He 6yno
npoBesAeHo




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPII NIKAPCbKOr O 3ACOBY

Average tablet mass / Cepegns
maca

515.0 mg + 5% (489.3-540.8 mg) / 515.0 mr % 5%
(489.3-540.8 wmr)

518.74mg/mr

Resistance to crushing /
CrilikicTtb Tabnerok no
PO3/aBNOBAHHA

NLT 80N / He meHwe Hix 80 H

Mean/ Cp: 135N / H
Min/ Min: 117N / H
Max/ Makc: 156N / H

Dissolution / Po3urHeHHA

NLT 85% (Q=80%) in 20 minutes / He meH1Le Hix 85%
(Q=80%) 3a 20 xBuUAUH.

Mean/ Cp: 107,2%
Min/ Min: 104,6%
Max/ Makc: 109,9%

Uniformity of dosage units /

Acceptance value (AV) for the first 10 units is less or

OaHopigHicTb Ao3oBaHUX equal to L1, where L1=15.0. AV: 2.2
OAUMHULDb If AV is more than 15.0, conduct the test for additional

20 units. Final acceptance value (AV) for 30 units is less

or equal to L1, and individual content in each dosage

unit is in the range of (1+12x0.01)M, where L2=25.0 /

MpuitmansHe 4ucno (AV) gas nepwwux 10 oauHUUb

meHwe abo pgopisHioe L1, ge L1=15,0. Akwo AV

binbwe 15,0 sunpobysaHHA NpoBOAATL 4OAATKOBO

ana 20 opuHuub. KiHuese npuitmansHe uncno (AV)

ana 30 oauHuub meHwe abo aopisHioe L1 Ta

‘ iHAVBIAYaNbHUIA BMICT Y KOXKHIM [030BaHil oauHUL B

AianasoHi (1+L2 x 0.01)M, ge L2=25,0
Related substances / CynyThi
AOMiLIKY
Impurity / Aomiwka 1 <0.15% <0.10%
(DTO/QTFRCO1)?
Impurity / Bomiwika 2 <0.15% Not detected | He
(DTPIP/QTFRCO2)? BUAENEHO
Impurity / Aomiwka 3 <0.2% <0.10%
{DTHEP/QTFRCO3)*
Impurity / Bomiwka 4 <0.15% <0.10%
(QUETOL)®
Each unidentified impurity / <0.2% Not detected | He
Byab-AKka HeineHTUdiKoBaHa BUAEGNEHO
AOMiIKa
Total impurities / Cyma <0.5% <0.10%
AOMILLIOK 3
Assay / KinbKicHe BUsHaueHHs 95 - 105 % of the labeled content / 95 - 105 % sBig | 99.1%

3aABNEHOT KinbKOCTi

{198.2 mg/mr)

Microbiological purity®/
Mikpob6ionoriuna yucrora®

TAMC NMT 103 CFU/g / He 6inbie 103KYO/r; 0 CFU /g/KyO/r
TYMC NMT 102 CFU/g / He 6inblue 102KYO/r; 0 CFU /g/KYO/r
E.coliperlg Absent / BigcyTHicTs E. Coli 8 1 r npenapaty Absent / BiacyTHicte




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT NIKAPCbKOIO 3ACOBY

! Non-routine test. Performed on the first three commercial batches. / TecT He NPOBOAMTLECA peryaspHO.
fTpoBeseHUit Ha nepwmnx TPLOX NPOMUCNOBUX Cepiax.

2 Dibenzo- (b,f][l.4] -thlazepine-11 (10H)-one.

? 11-Piperazin-l-yl-dibenzo [b,f] | 1.4] thiazepine.

% 2-{4-Dibenzo [b,f][1.4]thiazepin-11-yl-piperazin-l-yl)-ethanol.

2 11-{4—[2-hydroxy-ethoxy)—ethyl]-piperazin-l-yl}-lO,11-dihydrodibenzo[b,f][1.4]thiazepin-11—ol.

® The test is performed on the every tenth batch of the year. / Tect npoBOAUTLEA Ha KOMKHIl aecaTili cepii
POKRY.

The batch meets the requirements of QCM for MA Ne UA/13882/01/03 / Cepin sianosigae sumoram MKA ao
PM Ne UA/13882/01/03.

The packaging, labeling and expiry date correspond to the requirements of QCM / YNaKkoBKa, MapKyBaHHA Ta
TEPMiH NpuaaTHOCTI BianoBigaoTs sumoram MKS.

STORAGE: Do not store at temperature above 25°C. Store in original container. Keep out of reach of children
« / 3BEPIFTAHHA: 36epiraTyt B opuriHanbHiit ynakoswj npu Temnepatypi He suwe 25 °C. 36epiratu y
HeJoCTynHOMY 48 AiTelt micuj.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality Assurance at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP) / Lium s nigTeepaxyto, wo BulLeHaBeAeHa iHbopmaLis €
AOCTOBIPHOIO Ta To4HOIW. Lia cepia npoaykuii 6yna suroroBexa (BK/MOUAKOUM YNAKOBKY/MapKyBaHHA), i
NPOBEAEHWIA KOHTPOAL AKOCTI Ha 3asHaveHilt BUPoBHWYIK AinbRUL Y NOBHI BignosigHocTi 40 Bumor GMP,
BCTAHOB/AIEHUX MICLLEBUM PEryIATOPHUM OPraHoM, a TaKOX BignosigHo A0 cneuudikauii 4o PM Ha npenapar.
MpoToKon BUPOBHWLTBA, YNAKOBKM Ta aHaiisu 6yaM NepernanyTi Ta BCTaHOBAEHO BiANOBiAHICTL BUMOram
GMP

Compiled by / Niarotosnenuit: Issued by / 3aTBepaxeHuit:

Rose -Anne Attard/Po3u-AHH ATTapa Kevin Mallia / Kesin Mannis

Quality Assurance / KoHTponb skocTi: Qualified Person / YnosHoBaxeHa ocoba:
/niénuc/ /nidnuc/

Date / Aata: 09.06.2021 Date / Aata: 11.06.2021
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BATCH CERTIFICAYE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUGUKAT KAYECTBA CEPMM AEKAPCTBEHHOTO CPEACTBA

Name of product / Haseanue npopykva | QUETIXOL, film-coated tablets, 200 mg Ne 30 (10x3) i“\Q‘Iisters
vy
PrONHDY

{strength, dosage form, package size and | in cartons / KBETMKCOR, rabretiy, NOKPBITLIE NASHONRON
type / ao3upoexa, nexapcreenras dopma, | abonoukol, no 200 mr Na 30 (10x3) 8 BaucTepax & Kaj

pasmep ¥ TMN YNaHoBKu} NawKax

Active  substance / [eiicreyiowmee | Quetiapine fumarate 200 mg / Keetuanuuy dymapar 200 mr
BELIRCTRO

Manufacturing  country /  crpama- | Actavis Ltd., Malta / Axra suc Bitp,, MantsTa
NPOU3a00HTENL

MA number / Homep PY uA/13882/01/03

Batch number and size / Homep cepuw u | F92137

pa3mep 12,075 packs/ yoax,
Date of manufacture / lava npomasoacrea | 02/2021
Expiry date / Cpok roaHocTy 01/2024

Name, address and license number of | Actavis Ltd., BLB 015-016, Bulebel Industrial Estate, Zejtun 2TN
manufacturing site / Hazsauue, agpec u | 3000, Malta / Axrasuc fiva,, BLB015-016, Byneben liHgacTpuan
HOMED  AIMHEH3IMKM  npoussogcTeeHHoro | DctelT, r. Jeiityn ZTN 3000, Mansta

y4actia ML 001 (6th variation) issued on 05th April 2018 / ML 001 (6-e
WameHeHue) enigaHo 05.04 2018,

GMP certificate or EudraGMP reference | MT/031HM/2018

numbers / GMP ceptudukar man coeoinka
Ha EudraGMP

Pescription / Onucanwe White oval biconvex film-coated tablets, marked | Complies /
with "Q" on the one side / TabneTku, nokpeiTEie Cooteerciayer
nneHoqHoW 0Bonaukoi, Genoro usera, oBanLHLIe,
ABYONYKALIE, ¢ HAANKCEIO C ¢ OAHON CTOPOHDLI
Identification / Mgentudunauma | Principal peak retention time on the chromatogram | Complies /

- Quetiapine, of the test sotution should be concordant with the | Cooteercrayet

HPLC /Heetnanuy, BIMK peak retention time on the chromatogram of the
standard solution obtained upon assay. / Bpemn
VABDMHBAHKA TASBHOFD AWK H3 XPOMaTOFpamme
WCALITYEMOTO  PacTeopa MOMKHO COBNagath ¢
BPEMEHEM YAEDHMBIHWNA NYKA HA XPOMATOrpaMMe
CTaHAAPTHOrO  PacTbopa, [iCAYYEHHbIN NPy
KOAWYECTBEHHOM ONPeaen=HIUM

- Quetiapine UV-spectrum of the principzl' peak on the | Complies/
HPLC-dicde-array chromatogram of the test solution should be | Coorsercrayer
detector / Keetvanuu concordant with UV-spectrurm of tha grincipal peak
B3MX-anopHo-matpuutbit | on the chromatogram of the staniddre solution

AETERTOR obtained upon assay. / YO cnekty FNABHL(A kg

Ha3 XPOMaYTOrpamme | YCHLITYEMOIC  PacTBOpa
A0MKeH COOTBETCTBOBATL Y& ChexTpY raasvord
MUK HA XPOMATOrpamme CTAHAARTHOMD PacTEORS,
MONYYEHHbIX DK KOMMYECTBRHHGM ONPEASACHIY
- Titanium dioxide? / Solution should be yellow-orange. / Pactsop [ Not Performed/ He
TutaHa anokcnal DONNEH BbITh ENTO-0PAHKEBOID UBeTa, RpoROAUACA

Teva Pharmaceutical Industries Ltd,
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | W teva.mt
Company No C2867 | VAT Na MT 11360007 | (+356) 21 693 533
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL P!
CEPTHOMKAT KAHECTBA CEPUMN JIEKAPCTBEHHOTO CRI

Average tablet mass / Cpeanan | 515.0 mg + 5% (489,3-540.8 mg) / 515,0 mr 5% | \ Slwf'
macca {489.3-540.8 mr) S VU
Resistance to crushing / NLT 80 N / He meHee 80 H Mean/ Cp: 135N/ H
Croltnocre rabnetok o Min/Mun: 117N/ H
pazgasnvsannio Max/ Maxke: 156N / H
Dissolution / Pactecpenue NLT 85% (Q=80%) in 20 minutes / He meree 85% | Mean/ Cp: 107.2%
(Q=80%) 32 20 muHyT. Min/ Mun: 104.6%
Max/ Manc: 109,9%
Uniformity of dosage units / Acceptanca value {AV) for the first 10 units is less
OaHopoaHOCTL foskpoaaHHe | or equal to L1, where L1=15.0,
eAUHKLY, If AV is more than 15.0, conduct the test for AV: 2.2
additional 20 units. Final acceptance value (AV)
for 30 units is less or equal to L1, and individual
content in each dosage unit is in the range of
(1£L; x 0.01)M, where L2=25.0 / NpuemovHoe
uueno [AV) anm nepssix 10 eaudny, Medes wau
paena L1, rae L1=15,0, Echu AV Boaee 15,0
WCNBITAHWE NPOBOAAT AONOAHWUTEALHOD Ana 20
eauwHul. Koxeynoe npuemouroe uucno (AV) gas
30 egvinnL, meHee uan pasHo L1 u
VHAWMBUAYANEHOE COAEPKAHNE B KAMA[0M
[O3MPOBAHHON eauHuLe B guanasore (13l x
0.01}M, rae 12225,0
Related substances /
Conyrcrsyiome npumecu
Impurity / npumece 1 £0.15% <0.1%
{DTO/QTFRCOL)?
tmpurity / npumecs 2 £0.15 % Not detected / He
{DTPIP/QTFRCO2)? BMABNIEHO
Impurity / npumecs 3 £0.2% <0.1%
(DTHEP/QTFRCO3}
Impurity / npumecs 4 £0.15% <0.1%
(QUETOLP
Each identified impurity / £0.2% Not detected / He
Jhoban apyran BUABALHO
naesTupuuMpyeman
npumech
Each unidentified impurity / | <0.2% <0.1%
Nioban
HengeHTHOUUMpPYEMan
npvmecs A
Total impurities / Cymma £0.5% S <0.1%
apumeceit
Assay / Ronuvecreenroe 95-105 % of the labeled content / 95-105 % ot 168.2ma f mr
onpegenesue 33ABNEHHOND KOMMMECTBRA 98.1%
Microbiological purity® /
Muipobnonoruueckan yucroTa®
TAMC NMT 10° CFU/g / He Bonee 10 KOE/T; 0 CFU/g / KOE/r
TYMC NMT 102 CFU/g / He Gonee 107 KOE/T; 0 CFU/g / KOE/r
E.coliperlg Absent / Orcyrcreme E. colis 1 r npenapara Absent / Oveyrerue

Teva Pharmaceutical industries Ltd,
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUOUHAT KAYECTBA CEPUM NIERAPCTBEHHOTQ CPEACTBA

Non-routine test. Performed on the first three commercial batches. / Tecr He nposoauTes p\ §
lposeaen Ha NepebIX TREX NPOMBILACHHBIX CEPUAX.
Dibenzo- [b,f)[1.4) -thiazepine-11 (10H)-one.
311-Piperatin-l-yl-dibenzo [b,f][1.4] thiazepine.

92-{4-Dibenzo [b, f1{1.4)thiazepin-11 ~yl-piperazin-1-y!}-ethanol.
s11—{4—[2-h\(dmx\,r—nethc:my)-e’chvl]-r.:iperazin-:L—\,;I}-:I.tl,ll-dih\(drodi benzo[b,f]{1.4]thiazepin-11-ol.
*The test is performed on the every tenth batch of the year. /Tecr nposoawTen Ha kamaol fecaToii
cepuv roga

The batch meets the requirements of QCM for MA Ne UA/13882/01/63 / Cepua cooTeeTcTayer
Tpebosannam MKK Kk PY Ne UA/13882/01/03.

The packing, labeling and expiry date correspond to the requirements of QCM/ ¥nakoeKa, MapKUpoBKa 1
CPOK rOAHOCTH COOTBETCTEYIOT TpebosannAM MKK.

STORAGE: Do not store at temperature above 25°C . Store in original container. Keep out of reach of
children/ XpaHuTs 8 OpusrutansHON ynakoske npy Temnepatype He sbiwe 25 °C. KpaHuTh BHEZOCTYNHOM
ANA petel mece,

| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/labeling and quality Assurance at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in
the Marketing Authorization of the importing country, The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP

/ STUm A NoATBEPKARD, YTO NPUBEAEHHAA BbiWe MHGOPMALMA ABAAETCA AOCTOBEPHONR Y TONHOK. 3Ta
cepuA npogykumk Goina warotosneHa (BKMOMaR YNakosry/MapKUPOBKY) U NposBeeHHSIN KOHTPOAL
KaHECTBA HA YHIZAHHOM NPOU3BOACTBEHHOM YH3CTKE B NOAHOM COOYBETCTBMM ¢ TpebosaHuAMW GMP,
YCTAHOBASHHLIMW MECTHBIM PETYARTOPHLIM OPFaHOM, a TaK e B COOTBETCTBMM CO cneumduraumeli K PY

Ha npenapart. [IpOTOKONLI NPOU3BOACTEA, YNAKOBKM W AHANMIOB SbINK NePecMOTPEHB! U YCTAHOBABHO
<ooTBeTcTaME TpeboBaHUAM GMP

Compiled by / Noarotoenen: Rose-Anne Attzid

Quality Assura;ce / KoHTpOAs KavecTaa:

Date / ASta+0%9/06/2021

o

Teva Pharmaceutical Inclustries Ld,

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malts | infomalta@tevapharm.com | www.teva.int
Company No C2B67 | VAT No MT 11360007 | {+356) 21 693 533
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