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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUOUKAT KAHECTBA CEPUN NEKAPCTBEHHOIO CPEACTBA

ynaxKoBku)

Name of product / Hazsauue npoaykra
(strength, dosage form, package size and type /
A031POBKa, eKapcTBeHHan opma, pasmep u Tun

navyxkax

QUETIXOL, film-coated tablets, 25 mg Ne 30 (10x3) in blisters in
cartons / KBETUKCON, Tabnerxu, nOKpbiTbIe NNEHOYHOMN
o6onouKkoii, no 25 mr Ne 30 (10x3) B 6ancTepax B8 KAPTOHHDBIX

Manufacturing country / cTpaHa-npoussoautens

Actavis Ltd., Malta / Aktasuc /l1a., ManbTta

Active substance / fleficTeylouiee BewecTso

Quetiapine fumarate 25 mg / Ksetuanuxy ¢ymapar 25 mr

MA number / Homep PY UA/13882/01/01
Batch number and size / Homep cepuu u pa3mep F95273

‘ 24,931 packs / ynak.
Date of manufacture / lata npoussoacTsa 08/2020
Expiry date / CPOK rogHOCTH 07/2023

Name, address and license

number of
manufacturing site / Ha3BaHue, agpec u Homep
NUUEH3UU NPOU3BOACTBEHHOTO YHacTKa

3creiiT, r. 3eliTyn ZTN 3000, ManbTa

uameHeHue) BbiaaHo 05.04 2018 r.

Actavis Ltd., BLB 015-016, Bulebel Industrial Estate, Zejtun ZTN
3000, Malta / Aktasuc f11a., BLB015-016, Byneben NHaacTpuan

ML 001 (6th variation) issued on 05th Aptil 2018 / ML 001 (6-¢

GMP certificate or EudraGMP reference numbers /
GMP ceptudukar unmn ccoinka Ha EudraGMP

MT/031HM/2018

Description / Onucanue

Light orange round biconvex film-coated tablets,
marked with “Q” on the one side / Tabnetku,
NOKpPbLITLIE NNEHOYHOM o6onouxo, cserno-
OpaHXeBoro UBeTa, Kpyrable, AByONykable, ¢
HaANUCLIO Q € 0AHON CTOPOHDI

Complies / Cootsercrsyer

Identification / UaeHTMdMKayua
- Quetiapine,
HPLC /KsetuanuH, BIKX

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. / Bpema yaepusaHua

FAaBHOrO NUKa Ha XPOMaTorpamme UCNbITYEMOro
pacTBopa  [OMKHO  COBNaAaTb C  BPEMEHEM
YAEPKUBAHNA NNKA HAa XPOMATOrpamMMme CTaHAaPTHOro
pacTsopa, NOAYYEHHbLIX NPU  KONUMECTBEHHOM
onpeaeneHum

Complies / Cootsetcreyer

- Quetiapine
HPLC-diode-array

detector / KsetuanuH BIMX-
AUOAHO-MATPUUHbIN
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. / YO Cnektp fNaBHOrO nNuKa Ha
XpOMaToOrpaMme WUCNLITYEMOro pacTsopa AOMKEeH
COOTBETCTBOBATL Y® CNeKTpy TrNaBHOTO NUK3 Ha
Xxpomatorpamme CTaHAAPTHOTO pacteopa,
NOAYYEHHbIX NPU KONWYECTBEHHOM OnpeaeneHum

Complies / Cootsetcrayer

- Titanium dioxide / TutaHa
Avokeua!

Solution should be yellow-orange. / PacTBop Ao/mxeH

Not Performed/ He

PacTBOPATLCA B
KUCNOTbI

pacTeope XNOPUCTOBOAOPOAHOW

6bITb ENTO-OpaHKeBOro Ugera. npoBoaAMACH
- iron oxide' / Okucb ene3a | Blue precipitate should not dissolve in ~the | Not Performed/He
hydrochloric acid solution / CuRuWii OCaf0K He ACNHEH | NDOBOANACA




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUOUKAT KAYECTBA CEPUN NEKAPCTBEHHOTO CPEACTBA

Average tablet mass / CpegHnan 64.4 mg £ 5% (61.2-67.6 mg) / 64,4 mr £ 5% {61.2-67.6 | 64.29mg/ mr
macca Mr)
Resistance to crushing / NLT 30N / He meHee 30 H Mean/ Cp: 49N/ H
Croitkocte Yabnetok K Min/ MuH: 40N / H
paspasnMBaHNIo Max/ Maxc: 53N / H
Dissolution / Pacrsopenue NLT 85% (Q=80%) in 20 minutes / He meHee 85% Mean/ Cp: 100.5%
{Q=80%) 3a 20 MUHYT. Min/ MuH: 98.8%
Max/ Makc: 101.9%
Uniformity of dosage units / Acceptance value (AV) for the first 10 units is less or
OAHOPOAHOCTL A03NUPOBAHHBIX equal to L1, where L1=15.0.
envHuy, If AV is more than 15.0, conduct the test for additional | AV: 2.6
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 {11L, x 0.01)M, where
L2=25.0 / Mpuemouroe uucno (AV) ,qn?! nepsbix 10
epuHny, mexee uau pasHo L1, roe L1=15,0. Ecan AV
6onee 15,0 ucnbitaHve NPOBOAAT AONOAHUTENLHO ANA
20 epuuuy,. KoneuHoe npuemoyHoe uucno (AV) gna 30
eauHuy, meHee Uau pasHo L1 u unausngyansHoe
COAEPIKAHUE B KaAOW A03UPOBAHHON eauHULE B
Aauanasone (1L, x 0.01)M, rge L2=25,0
Related substances /
Conyrcreyoume npumecn
Impurity / npumecs 1 £0.15 % <0.1%
(DTO/QTFRCO1)
Impurity / npumecs 2 $0.15 % <0.1%
(DTPIP/QTFRCO2)®
Impurity / npumecs 3 <0.2% <0.1%
(DTHEP/QTFRCO3)*
Impurity / npumecs 4 £0.15% <0.1%
(QUETOL)®
Each other identified impurity | <0.2% <0.1%
/ No6as apyran
unaeHTMpuuMpyeman
npumech
Each unidentified impurity / 0.2 % <0.1%
Moban
HeunaeHTUdNUMpyeman
npumech
Total impurities / Cymma <0.5 % <0.1%
npumecen
Assay / Konuuecrsennoe 95-105 % of the labeled content / 95-105 % ot 24.87mg / mr
onpegeneHue 3aABNEHHOIO KOAUYECTBa 99.5%
Micrablological purity”/
Mukpobuonoruieckan uncrora®
TAMC NMT 10° CFU/g / e 6onee 10° KOE/r; Not Performed / He
TYMC NMT 10° CFU/g / He 6onee 10° KOE/r; BUKOHYBABCA
E.coliperlg Absent / Orcytcraue E. coli 8 1 r npenapara MEXes )
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUOUKAT KAYECTBA CEPUW NEKAPCTBEHHOTO CPEACTBA

'Non-routine test. Performed on the first three commercial batches. / Tect He nposoauTca peryaapHo. Nposeae
Ha NepBebIX TPEX NPOMbILLNEHHDBIX CEPUAX.

?Dibenzo- [b,f][1.4] -thiazepine-11 (10H)-one.
%11-Piperazin-l-yl-dibenzo [b,f]{1.4] thiazepine.
“2-(4-Dibenzo [b,f][1.4]thiazepin-11 -yl-piperazin-1-yl}-ethanol.

S11-{4—[2-hydroxy-ethc:»xy)—ethyl]-piperazin-1-yl}-10,11-dihy¢;|rodibenzo[b,f]{1.4]thiazepin~11-oi.
*The test is performed on the every tenth batch of the year. / Tect npoBogutca Ha Kamgoﬁ AEeCATON cepuun roaa

The batch meets the requirements of QCM for MA Ne UA/13882/01/01 / Cepus cootsercrayeT Tpebosannam MKK
K PY Ne UA/13882/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ YnakoBka, MapKUpoBKa U CPOK
rOAHOCTH COOTBETCTBYIOT Tpe6oBaHnAm MKK.

STORAGE: Do not store at temperature above 25°C . Store in original container. Keep out of reach of children/
XpaHuTb 8 OPUFMHANLHOM ynakoBKe Npu Temnepatype He Boiwe 25 °C, XpaHuTh B HEAOCTYNHOM ANA AeTei mecTe.

| 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 / 3tTMM A nNOATBEPKAQAIO, UYTO NpUBEAEHHaA Bble WHPOopMauua
ABNAGTCA NOCTOBEPHOW U TOWHOI. 3Ta cepua npoayKuun Gbina U3roToBneHa (BKNIOHAA YNaKoBKY/MapKUPOBKY)
M NPOBEAEHHLIA KOHTPONb KayecTBa Ha YKA3aHHOM NPOW3BOACTBEHHOM Y4HAacTKe B NOAHOM COOTBETCTBUU C
TpebosaHuamn GMP; YCTAHOBANEHHLIMM MECTHLIM PETyNATOPHBLIM OPFaHOM, @ TaK Ke B COOTBETCTBUU CO
cneunduraumerr KPY Ha npenapart. MpPoOTOKONL! NPOU3BOACTBA, YNAKOBKM ¥ aHanu3os 6binu nepecMoTpeHbl 1
ycraHoBneHo cooteertcTene TpebosaHnam GMP .

Compiled by / NoarotosneH: Rose-Anne Attard Issued by / YreepaeHo: Gabrielle Vella Brincat
Quality Assurance / KoHTpoAb KayecTsa: Qualified Person / YnoaHpMouerHoe 11LLo:

Date / fara: 16/08/20




BATCH CERTIFICATE OF ANALYSIS OF MEBICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIN AIKAPCLKOTO 3ACOBY

Name of product / Hazsa npogykry
{strength, dosage form, package slze and
type / noaysakHa, nikapeoka dopma, poamip
§ THN YNaKOBKK)

QUETIXOL, film-coated tablets, 25 mg Ne 30 (10x3) in blisters in
cartons/ KBETUHCOJ, rabnetky, BKpUTi naiskoBoio o6onoHK010, NO
25 mr N2 30 {10x3) y BricTepax ¥ KapTOHHMX NavKax

Manufacturing country / Kpaina-8npoGHuK

Actavis Ltd., Malta / Akvasic ita., Mansta

Quetiapine fumarate 25 mg / Kserianiny Gymapat 25 mr

Active substance / giova pevosua

MA number / Homep Pl UA/13882/01/01
Batch number and size / Homep cepii Ta | F95273

posmip 24,931 packs/ynas.
Date of manufacture / flava empobunursa | 08/2020

Expiry date / TepmiH npuaarHocTi 07/2023

Name, address and license number of
manufacturing site / Hasea, agpeca Ta Homep
AiueHsii BMpoBHUYOT gintHuui

Actavis Ltd.,BLB 015, BLB 016, Bulebel industrial Estate, Zejtun ZTN
3000, Malta / AkTagic /l7a, BLB 015, BLB 016, Byneben Ingacrpian
EcteiT, M. 3elitys ZTN 3000, MansTa

ML 001 (6th variation) isued on 05th April 2018 / ML 001 {6-2 amiHa)
BiAaHWA 05.04,.2018 p,

GMP certificate or EudraGMP reference
numbers / GMP ceprmpiuar abo nocunaHHA

MT/031HM/2018

Ha EudraGMP

Description / Qnue

Light orange round biconvex film-coated tablets,
marked with "Q" on the one side / TaBneTiy, BRpWT
NAiBKOBRIC DBOAOKKOIO, CRITAD-OPBHAEBATrD KOAbORY,
Kpyrai, ABoONYKAI, 3 Hanucom Q 3 oaroro 6ory

Complies / Bianosiaace

Identification / |genTndikauin
- Quetiapine, HPLC /
Keetlanin, BEPX

Principal peak retentlon time on the chromategram of
the test solution should ba concordant with the peak
retention time on the chromatogram of the standard
solution obtajned upon assay. / Yac yrpumysaHHa
rOAIOBHOrO NiKy HA Xpomarorpami BunpoByeaHoro
PO3YMHY MAE BIAMOBIAATY Yacy YTPUMYBAHMA NIKY HA
Xpomarorpami  CTaHAAPTHOMO POIUMHY, OFPUMAaHMKX
npu KinbKicHoMy BraHadeHH]

Complies / Bianosigae

- Quetiapine HPLC-dlode-

array detector / Keerianly
BEPX-apiogHo-matputHii

AeTexrop

UV-spectrum of the principal peak on the
chromatogram of the test solution should be
concordant with UV-spectrum of the princlpal peak on
the chromatogram of the standard solution obtained
upon assay. / YO enextp TroA0BHOrO niky Ka
xpomarorpaml  BunNnGYBSHOTO  DOBYMHY NOBWHEH
gianozigs™d Y@ -cnekTpy . rGAOBHOTC NiKY Ha
XPOMETOIBaMI  #TaHA20THOMG PUINMUBY, OTPUMaHUX
npw KinsKicHomY BusHRMEHHI

Complies / Bignosigae

- Titanium dioxide? / Turany
apiokena?

Solution should he yélisw-orange. / PosyuH nosuueH
BYTH HORTC-OREHIKEBOra Houibany.

Not Performed / He
Byno nposBeaeHo

- Iron oxide?® / Okcup, saniza®

Blue precipitate should not disselve in the
hydrochloric acid solutich / CuRIM ocag, He noBuHEH
POIUUHATUCA B DOBYMHI XNOPUCTOBOZHEEO! KMCADTH

Mot Perfortmed / He
ByAo npoBeaeHD

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT




CEPTUDIKAT AKOCTI CEPY NIKAPCBKOTO 3ACOBY

Average tablet mass / Cepephs
maca

64.4 mg + 5% {61,2-67.6 mg) / 64.4 mr+ 5% (61.2-67.6
par)

64.29 mg/mr

Resistance to crushing /
CriliKkicTe TaGneToK A0
po3gasniosalHA

NLT 30N / He meHwe Hix 30 H

Mean/ Cp: 49N/ H
Min/ Min: 40N / H
Max/ Marc:53 N/ H

Dissolution / PosuvHeHHA

NLT 85% {Q=809%) in 20 minutes / He meHwe Hix 85%
(Q=80%) 2a 20 xBrAUH,

Mean/ Cp; 100,5%
Min/ Min: 98,9%
Max/ Makc: 101,9%

Unifoermity of dosage units /
OpaHopigsicte gososaHux
OAUHNLB

Acceptance value {AV) for the first 10 units is less or
equal to L1, where L1=15.0.

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£L2x0.01)M, where 12=25.0 /
MpuitmaneHe yucno (AV) ana nepuinx 10 oavHWLbL
meHwe abo AopisHioe L1, ge L[1=15,0. Axwo AV
Ginbwie 15,0 BunpobysaHHA NPOBOAATL JOOATHOBO
ana 20 osnnule. Kinueee npuiimanbHe ucno [AV)
Ana 30 oauHMub meHwe abo Aopiskioe L1 Ta
iHAMBIAYaABHMIA BMICT ¥ KOXHIV go3oBaHiil oguHUL] B
Aianazoni (1+L2 x 0.01)M, pe £2=25,0

AVI 2.6

Related substances / Cynyti
AOMILLKIK

Impurity / Aomimka 1 =0.15% <0.1%
{DTO/QTFRCOLY?
Impurity / Homiwka 2 £0,15% <0.1%
{DTPIP/QTFRCOZ)?
Impurity / Aomiwka 3 50.2% <0.1%
(DTHEP/QTFRCO3)
Impurity / Bomiwka 4 <0.15% <0.1%
(QUETOL)
Each other identified impurity / | $0.2% <0,1%
Bypb-axa iHWwa ipeHTHdikoBaHA
Aomitika
Each unidentified impurity / 50.2% <0.1%
Bypab-aka Helpentudikosana
AoMilKa
Total impurities / Cyma <0.5% <0,1%
Aomilox
Assay / KinbHicHe BUZHAUEHHS 95 - 105 % of the labeled rontent / 95 - 105 % sig | 24.87 mg {99.5%)/ 24.87
3aABAeHOl KinbKocri of mr (99.5%)
Microblological purity®/
MixpoGionoriyHa uncroTal
TAMC NMT 10% CFU/g / e Binbiie 10% KYO/r; Not perfomed/He
TYMC NMT 107 CFU/g / e Binblue 202 KYQ/r; BUKOHYBABCA

E.coliperlg

Absent / Biacyruicts E. Coli B8 1 r npenapaty




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®DIKAT SIKOCTI CEPIT /IKAPCbKOrO 3ACOBY

1 Non-routine test. Performed on the first three commercial batches. / Tect He NPOBOAUTLCA peryAapHo.
MposegeHnil Ha NepLWKX TPHOX NPOMUCAOBUX cepiax.

2 Dibenzo- (b,f][1.4] -thlazepine-11 {10H)-one.

3 11-Piperazin-l-yl-dibenzo [b,f1| 1.4] thiazepine.

4 2-{4-Dibenzo {b,flf1.4]thiazepin-11-yl-piperazin-l-yl}-ethanol.

5 11-{4-[2-hydroxy-ethoxy)-ethyl]-piperazin-l-yl}-10,11-dihydrodibenzo[b,fl[1.4]thiazepin-11-ol.

5 The test is performed on the every tenth batch of the year, / Tect npoBoauTbCA Ha KOMRIW aecariid cepii
pOKY.

The batch meets the requirements of QCM for MA Ne UA/13882/01/01 / Cepia signosigae sumoram MKA ao
PN Ne UA/13882/01/01.

The packaging, labeling and expiry date correspond to the requirements of QCM / YnakosHa, MapKryBaHHA Ta
TepmiH NPKBATHOCT BiANGBIAaI0TE Bumoram MHKH.

STORAGE: Do not store at temperature ahove 25°C, Store in original container. Keep out of reach of children
/ 3BEPITAHHA: 36epiraTh B opUriHanbHil ynakosui npy TemnepaTtypl He Buwe 25 °C. 36epiratu y
HegocTYnHOMY AnA aiteld micyl,

| herehy certify that the above information is authentic and accurate, This hatch 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 a nigreepaylo, WO BuleHaBeaeHa iHbopmauia e
[ocToBipHOW Ta ToOuHolo, LA cepln npoaykuii Gyna suroTosheda (BHAIOUBIOMKW YMaKOBRY/mapKrysaHHA), i
nposeAeHW KOHTPOAL AKOCTI Ha 3a3Hayenill BURPoBHWYIR BiAbHMUI ¥ NoBHEA BignoeigrocTi go Bumor GMP,
BCTaHOBACHUX MICUEBUM PETYAATOPHUM OPraHoM, a TaKox BignoeiaHo Ao cnelundikauii go PI Ha npenapar.
MpoTokonn sUPOBHKWUTES, YNAKOBKKW Ta aHaniaw ByAW NepernAHyTi Ta BCTAHOBABHO BIANOBIAHICTE BUMOram
GMP

Compiled by / NiarotosaeHuii: ' Issued by / 3areepasueHnii:

Rose -Anne Attard/Poau-AHH ArTapa abrille Vella Brincat /TaGpiea Beana Bpidkar
Quality Assurance / KoHTponb fKocTi: /; Qualified Person / YnoBHoBaseHa ocoba:
Jnidnuc/ - /nidnuc/

Date / Dava: 16.09.2020 Date / flara: 17.09.2020
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