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NIKAPCBKUU 3ACIE: KBETIAMIH-APHULIA 25 MI, nakyBanhs Ne cepil: 233469

X30 Ng naprii HeposdiacoBaHoro npoaykry: 233416
KinbkicTb: 40 032 kopoSok Tepumid npugaryocri: 10/2026

Oarta Bupobuuurea: 10/2023 [ata nakysanHs: 08.12.2023

IHCTPYKUis BUpOGHUKa (koa/Bepcis): MI-C-2018/Bepcisn: | IHCTPYKUIR NS M@AMYHOr0 3aCTOCY BaHHSA NIKAPCLKOro
07 3acoby (kop/sepcisn) MI-C-2451/Bepcis: 01

Bupobhuua ginchmnys: «DKEHEGAPM C.A.» (GENEPHARM S.A.)

OineHuus, sBignosigankHa 3a npoBeAeHHs BUNPOGYBaHb ¥ MeXax KOHTPON akocTi: «[DKEHEDAPM C.A»
(GENEPHARM S.A.)

OinbHuun, sinnosiganbHa 3a nakysanna: «IKEHEQAPM C.A.» (GENEPHARM S.A.)

Ne cneumdikauil: PCR-0045 | DoeinkoBun gokyment: MBI (PRI) 0969
CEPTU®DIKAT AHANI3Y
NAPAMETPU METOAM CNEUMDIKALIS PE3YNILTATH W
3osHiWHIA BArNA TM-1142 Kpyrni, ggoonykni TabneTku, BKpUTI Bianosinae
NNiBKOBOK CHOMNOHKOK NEPCUKOBOrG KONLOPY
’__I,ggumtbixauln KBeTianiHy TM-1136
BEPX Yac yrpumatis (YY) slanosiaae vacy Bianosinae
| yTpumManns cTanpapry (BYY=13)
Yo | CnexTp sBiAnosifae cnekTpy craHaapry Bignosigae
CepegHs Maca TM-1139 1720Mr50 % 74,8 mMr
HiameTp TM-2351 (57T mME02Mm 5,7 MM
Yac poananaHHs TM-1140 He &inbwe 15 x8 02x828¢
CritikicTs A0 pO3AaBNIOBaHKA TM-1138 30-100N 61N
Brpara B Maci nig 48¢ 8UCY WYBAHHR T™M-1137 He Binswe 4,0% 2,1%
CynpoBgiasi pomiwku (BEPX), TM-1135 He dinbwe 0,20 % Huxue 3a nopir
Aomiluka keeTianiny C Kinskichoro
BUIHANEHHA
Okpema HeifleHTUDIKOBaHa AOMILLKa 'He Binbwe 0,20 % Hux4e 3a nopir
KinskicHoro
BKH3HENEHHRA
3aranbHuiA BMICT HeioeHTUdIKOBaHKUX He 6inbwe 0,30% Hwxue 3a nopir
Aomiwok KinekicHoro
HBUIHAYEHHA
3aranbHUiA BMICT AOMILIOK He 6inkwe 0,5% Huxue 3a nopir
Kinskicuore
- BU3HAYEHHA
| lnenTidikauin 6apeHukis: TM-1141
Turany piokcua (E171) Mo3uTUBEHA XiMiYyHa peakuin Bignosinae
3aniza okcug yepsonui (E172) Mo3UTHUBHA XiMivHa peakuin Bignosinae
3ani3a okcud woaTwu (E172) Mo3uTreHa ximivHa peakuin Bignosinae
FD+C ¥osTun Ne6KoBTun «3axin YY signosinae YY crangapry Bipnoeinae
corua» FCF, amominiesnii nak {E110) |
OAHOPIOHICTE AO30BAHMX OAMHULL TM-1167 Kpurepii npuisardocti (AV) S 15,0 (L1) Ha AV.=29
10 oavHuub aBo AV <15,0(L1)10,75 M
<x¢>< 1,256 M Ha 30 oguHuub
KinekicHe BuaHayexHs (BEPX) TM-1133 95,0-105,0 % (3 25 mr) 101,1%
Po3uuHeHHs (BEPX} TM-1134 (Q) = 80% 3a 15 xB 92,3% ]
Llum 3aceiguylo, wo HaeeneHa euwe iHdopmauis € agocrosipHow Ta rouHow. L cepiro nikapcekoro 3acofy Oyno
BUIOTOBNEHO/BNPOBREHD, BKMIOYAI0NM €Tanu Maky BAHHA/MAPKy BAHHA Ta KOHTPOMIO AKOCTI, HA 3a3HaYeHIA(-ux] BuLie BUPOBHUHIA(
ux) aineHuul(-Ax) y nosHid BinnosigHocTi Bumoram HanexHo! BupoBHu4ol npaktuku (GMP), scraHOEneHum opraHamu €C T1a
MICLLeBMM PErynATOPHMM OPraHoM, a TakoX crieuudikauiam, HaBedeHuM y PeccTpauiiiHomy noceiavuenHi Ha nixapcokui aaci6, aﬁo(
B N0OCLE HOCNIMKyBaHuX RikapcLKnx 3acobis. 3a peaynsTaTaMu nepesipku npoTokonia oBpofku, nakysawHs Ta awanizy cepil
| BCTAHOBMNEHO, WO BOHK BianoBigaroTs Bumoram GMP. OuiHky ByabL-akux BloxuneHnb 6yro 3alAcHEHO BIGNOBIHO 40 BCTAHOBNEHUX
| BHYTPiWHIX npoyeay p 3abeanedeHns aKocTi BupobHuKa, B
OATA: CXBATWB (xepisnuk Bigniny kowTporiuo sikocTl abo signosinansHa
locoBa 3 KOHTPOIH AKOCTI): E
19.12.2023 '
Eneni Tcionaxi (Elenl Tslocaki),
KEepIBHWK BiAAINY KOHTPONIO AKOCTI l
Inignuc! |
«[DKEHEGAPM C.A.» (GENEPHARM S.A) Cropinka 1 3 1
18-n xinomeTp, MapaToH AseHio
1563 51 Nannini
Mpeuir
(18th Km. Marathon Ave 153 51 Pallini Greece)
Ten.: (+30.210) 60.39.336 fonaTox Ne 02 .
Qakc: (+30.210) 60.39.402 Niapoapis 3afeaneyeHHn RKOCTI B

naGoparopHif npaktaui (LP QA)
008/Bunyck N 12
En. nowra: info@genepharm.com
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CEPTUDIKAT BIANOBIAHOCTI CEPII NIKAPCLKOIO 3ACOBY

(NiaTeepaxenns BinnosinHo Ao notoyHoro Joparky 16 po Hacranosu EC 3 GMP)

Ha3sea nikapcbkoro 3acoby: KBETIAMIH-JAPHULSRA Nikapcbka hopma: TABNETKW, BKPUTI NNIBKOBOKO OBONOHKOD!
Cuna pgillaktuenicTs: 25 MIM Kof nikapcbkoro sacoby: 02-QUSH0O0250UA30
Ne cepii: 233469 Ne napril Hepoadracoranoro Poamip/tun ynakosku: Bnicrtep 3 X 10 Mauka X 30
npoayxry: 2334186

Tepmin npupatHocTi: 10/2026 | Aava BupobHuurea: 10/2023

) ‘ IHGTPYKUiA ANA MeOUYHOro 3acTOCYBaHHA nikapcekoro 3acoby
IHcTpy kuiA BupoGHuka (kop/Bepcin) MI-C-2018/sepcig: 07 | (xon/Bepcls) MI-C-2451/sepcina: 01
Kpaina-imnoprep: YKPATHA N¢ peectpauifiHoro noceigyenns (PMN): UA/19202/01/01
3arankHa Kin-Te BrnyWweHux oauHus: 40 032 kopobok Kin-Tb apxisHux 3paskis: 14 kopobok
IHdhopmauin npo ADI:
Ne naptii GSA: 22080004, 22080005 Ne naptil nocrayankHuka: T2004884,72004882
Haasa: «MKOMH MIMITED» (LUPIN LIMITED) Apnpeca: T-142 Tapanyp, Kopriopayis npoMKUCIIOBOrc PO3BUTKY

wraTy Maxapawrpa (M.I.D.C.), pasion Boncap, okpyr

Manrap, wrar Maxapawrtpa <401 5086, [naia (T-142
M.1.D.C. Tarapur, Via.- Boisar, Dist. Palghar,
Maharashtra-401 506. India)

IHdhopmaLla npo BUPOGHKUYY AimkHALO:
Hasga: « JKEHE®DAPM C.A.» (GENEPHARM S.A.) Anpeca: 18-i kinomerp, Maparod AseHio
16351 Mannini, Mpeuin

{18 km Marathon Avenue

16351 Pallini, Greece)

Ne niuexsii: 0000000073/23/1 Ne ceprudrikara signosiauocri ymon BUPOOHUUTEA NMiKAPChKKX
3acobiB BUMoOram HanexHo! BupobHu4ol npakTuku (GMP):
115156/5-12-2022 )

Im'aA Ta nocapalaeasua ocobu, BlanosigansHoi 3a Bunyck cepiil H. TPABOC (N. GRAVOS)

(2a HaseHOCTI) KepiBHUK Bifainy KOHTporo sKkocTi, YnosHosaxeHa ocoba

IHdhopmMauin npo glnbHULI, BiANOBIAANLHY 33 Naky BAHHA Npoay Kuil:

Hazsa: «IXXEHE®DAPM C.A.» (GENEPHARM S.A.) Appeca: 18-i kinomeTp, Maparod ABeHio

B 15351 Nannixl, Mpeuiss
Ne niyensii: 0000000073/23/1 Ne ceprtudhikara sipnosignocri yMmoB BMpOBHMUTBa NIKaPCLKNX

| szacoble BUMOraMm HanexHol BUPOOHWYO! npakTuxku (GMP):
— 115156/5-12-2022
Im'n Ta nocapalasanus ocoBu, BianosiaankHoT 3a sBunyck cepli H. IPABOC (N. GRAVOS)

(3a HARBHOCTI) KepiBHWK BigAiny KOHTPONO AKOCTI, YNnoBHoBaxeHa ocoba
IHhopmauia npo ainsHULEC, BignoBiAanbHY 32 NpoBegeHHA BUNPOBY BaHs:
Hazea: ( PKEHEDAPM C.A.» (GENEPHARM S.A.) Appeca: 18-1f kinomerp, Maparox AseHro
15351 Manninl, Mpeyis
Ne niuersii: 0000000073/23/1 N2 cepTuchikata BianosigHocTl YyMOB BUPOGHUUTEE NIKAPCLKMX

3aco6iB BMMOram HanexHoi eupoBHu4ol npaxktukm (GMP):
115156/5-12-2022
Im'st Ta nocapalapalus ocobu, BianoriganeHO! 3a BUnyck cepiil H. TPABOC (N. GRAVOS)

(3a HasiBHOCTI) KepisHvk Bloginy KoHTpomio sikocTi, YnosHosameHa ocoba
PoacninysadHs Bigxwnietb cepli:
Homepw BigxuneHb 3akpuToe .

| Tax [ [ Hi O I i3

N2 KOHTPOMHO IMIH:

BrnposamKeHHs KOHTpoONw 3mid i3 uiel cepil (nepwa cepis, mcal Tax (1 Hi [ H/3 B
3asHana 3minu) |
KomenTapi: Koa 3aBaannn (3a noTpebw, AKuL0 BiAPI3HAETLCA BIiA koay nikapcskoro 3acofy): Hia |

Uum aaceiguyio nigrsepmxyo, Wo Hasenena Buue indopmayin € gocresipro Ta TouHow. JazHaueny euuje cepho nikapeskoro 3acoBy Gyno
BUFOTORNEHO/AHPOBNEHO, RINIOYAIONHA STANMU MNAKYBEHHAIMAPKYHBAHHA T8 KOHTPOMKD AKOCT], Ha 3a3HaMeHIA{-kx) Buwe BUPOGHUYIR(-1X) AlnLHKUI(-
5iX) Y NOBHIK BIANCBIRHOCTI BUMOTamM HANEXHOT BUPOBHUYOT NpaxTukn (GMP), BcTaHoBNeHuM opranamu EC T2 mMICUEBUM PErYNIATOPHUM OPraHoM,
yMoBaM AicHOT Yroan 3 TeXHIYHUX NWTaHL, yknaaeHol mix 3aMoeHWKOM/BNacHWKoM peecTpauiéinoro nocsinuenns (BPM) ra KOMMNBHIEK
«fbkenegpapm C.A.» (Genepharm S.A.), a Takox cneuddikauiam, Hasenenum y PeecTpauifinomy nocalgyennl va nikapcekni 3aci6, Buaatomy
slanosigromy BPI/3aMoeHMKy 38 CXBaneHHAM MICLU@BKX PerynaTOpHWX opraHie, afo B OCLE pocniawyBanvx nikapceknx 3acobis. Kiluese
BMpoBHUUTBO, ynakyeasHs wlelT naptil npoaykry Ta AOKyMeHTauin 3 sunpoGyeant Gynu nepesipeni, 3a pesynkraramu 4oro nlgreepaxeHo Ix
sianosianicTe BuMoram GMP EC, Takum YMHOM,

[] Cepiw BrnyWeHO ANA BiABAHTAKEHHA

Cepito ceprudiKoBaHO ANA NpOAAXKY

Bepyuu 00 yBAry, Wo:

- BignosigansHICTL 3a TPAHCMOPTYBAMHA NiKapcbKoro 3acoby, Nig 4Yac AKOTO BUKMIONGHO HETATUBHUR BNNME Ha #oro sKicTe |
nepenGaueHo cyBope NOTPUMAHHS BUMOT KEPIBHWUTEE 3 HANeXHOT ancTpub'ioTopcukol npakyuku (GDP), vece BPN/3aMoBHKK.

- BiAnOBIAanbLHICTL 3a 3aBaHTRXKEHHA AaHWX NPO YNakoBKy Nikapckkoro 3acofy B €Bponefchky cucTemy Bepudikauil nikapcukux
3acoGip go Toro, Ak nikapckkuil 3acib onMHMTLCA B ToBapromMy 3anacl (Akwo nixapcbiui 3acib Gyno npueeaeto y BianosigHicTs no
Pernamenty 2016/161) Hece BPI/3aMoBHMK.

YnoaHoraxeHa ocoba: fava:r 79.12.2023  ~ Nignwe: fnigouel
Mapis Konioniy (Maria Kolioliy)
KEPIBHUK BiLAINY ynpasniHkA AKOCTi, YnosHoBaxeha ocoba
«PKEHE®APM C.A.» (GENEPHARM S.A.)
18-n kinomerp, MapaToH AseHi

153 51 Nannixi
Hoparok Ne 01 Mpeuin )
Nigpoagin sabeanederxa akocTi B nabopaTtopHii npaktvui (LP QA) 008/Bunyck N2 12 {18" Km. Marathon Ave 153 51 Pallini Greece)

Ten.: (+30.210) 60.39.336
daxc: (+30.210) 60.39.402
En. nowra: info@genepharm.cem
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EPRODUCT QUETIAPINE - DARNITSA 25MG BTX 30 " Batch No.: 233469

| " Bulk Lot No.: 233416

‘Quantity: 40032 boxes Exp. Date : 10/2026
Mg Date: 1072023 Pack. Date : 08/12/2023
Mfg | pst_ruct!ans (queNers y] MI C-2018/Vers.: 07 | Pack. Instructions (Code/Vers.): MI-C-2451/Vers.: 01
| Mfg Site : GENEPHARM S.A. "
| QC Testing Site : GENEPHARM S.A.
Pack. Site : GENEPHARM S.A.

Specification No.: PCR-0045 - . Ref. Doc.: PRI 0969

|
p
L
P
)

CERTIFICATE OF ANALYSIS

. e

i
'Alumrnlum m Lake (E110) | o o OO | | R
Unlfmrnity of dosage units : " TM-1167 ! AV £15.0 (L1} in 10 units or AV €15.0 (L1} AV.=29
L l and 0.75M <4<1.25M in 30 units
I

Assay (HFL =1 of
Dissalutlon (HPLC) 1 TM 1134 [ {Q)“ﬂﬂ% in 15mkn

T 923%
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including |
packaging and quality control at tha above mentioned site(s) in full compliance with the GMP requirements of the EU and the
local Regulatory Authority and with the specifications in the Marketing Authorization or product specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and
found to be in compliance with GMP. Any deviations wera assessed according to the internal established QA procedures.

DATE: | APP ROVED BY (QC Manager or QC Supervisor):

13 // 9 /1023 | g

. TESTS I METHODS l SPECIFICATION | RESULTS
gAppearance _____::___ T™- 114_2_-____| Peach round blcamrex mm cnatad tablats tﬁ?ﬁ&“’
| Identification of Quetlapine ‘ TM-1136
{ HPLC 1 RY corresponds to that of standard | Camplies
] | RRT=13) Y
uv | Spectrum corresponds to that of the ' Cump[les
f L | . | standard
\Averagewexghr___’:_ T YMAiae T TaomgiSe® T T T 5 7iBmg
Diameter ) L TM-2351 57mm + 0.2mm 5.7mm
‘Disintegration 7 71140 NMT15min T
| Resistance to Crushlng ‘ ~TM-1138 ) 30-100N ’ T TeIN
"Toss on drying B T TMA137 T I NMTAD% T ) | 21%
Related substances (HPLC) | ™IS T T T
Quetiapine Impurity C ] j NMT0.20% et e =
Individual unknown Empunty | | NMT0.20% - - <LloQ 3
Total unknown | NMT 0.30% <L0Q
Totall Impuntles T NMTU 5% s
Idenj_lfl&a:cjg_gi glegrlﬂg‘§gents' ! ' TM-1141 I - .‘:TWK_ )
Titanium I?lox!ée (E1?1) i | Positive chemical reaction | Complies
Iron Oxide red (E172) 5 [ Posime chamical reactlon o Cu_ulg[xas
'Tron oxide y-llow (E‘!?'Z) { Positi\re chemica.lrmaction ~ Complies
| FD+C Yellow #6/5Sunset Yellow FCF . RT correspands to that of the standard | Complies

T IMA1133 | 95.0-105.0% {of 25mg) 1A%

GENEPHARM S.A. Page 1of1
18% Km. Marathon Ave

153 51 Pailinl

Greece

Teal: (+30.210) 60.39.336 Euvnpuévo No. 02

Fax: (( +30.zm)) 60.39.402 LP QA 008 / Exdoon No 12

E-mall: wfcgenseh smcem




¢hgenepharm
BATCH CERTIFICATE OF COMPLIANCE

(Confirmation according to current Annex 16 EU GMP-Guide)

Product Name: QUETIAPINE - DARNITSA Dosage Form: FILM COATED TABLETS
Strength / Potency: 25MG Product Code: 02-QUSH0250UA30
Bateh No.: 233469 Bulk Lot No.: 233416 Pack Size / Type: BL3 X 10 BT X30
Expiration Date: 10/2026 Manufacturing Date: 10/2023
Mig. Instructions (Code/Vers.): MI-C-2018/Vers.: 07 Pack. Instructions (Coda/Vers.): MI C- 2451Ners 01
| Importing Country: UKRAINE MA No.: UA/19202/01/01
Total Units Released: 40032 boxes No, of Retalned Samplas: 14 boxes
API nfo: T
GSA Lot No.: 22080004, 22080005 Supplier’s Lot No: T2004884, 712004382
Name: LUPIN LIMITED Address: T-142, MIDC TARAPUR, VIA. - BOISAR, DIST.

PALGHAR, MAHARASHTRA ~ 401 506 INDIA

Manufacturing Site Info:

Name: GENEPHARM S.A. Address: 18 ki Marathen Avenue
15351 Pallinl, Greece
Autharization No.: 0000000073/23/1 GMP Certificata No.: 115156/5-12-2022
‘Name and position/title of person authorizing the batch  N. GRAVOS
release, if applicable L Head of Quality Control, Qualified Person
Packaging Site Info: ’ T T
MName: GENEPHARM 5.A. Addrass: 18 km Marathon Avenue
o o ‘ 15351 Pallini, Greece
| Authorization No.: 0000000073/23/1 GMP Cenlficate No 115156/5 12-2022
| Name and position/title of person authérizing the batch N. GRAVOS
I»gie_ase, if applicable _ . Headof Quality Control, Qualified Parson
| Testing Site Info:
Name: GENEPHARM S.A. Address: 18 km Marathon Avenue
. 15351 Pallini Greace
| Authorization No.: 0000000073/23/1 GMP Certificate No.: 115156/5 12-2022
[ Name and position/title of person authorizing the batch N.GRAVOS
release, if applicable Head of Quality Control, Qualified Persen
Batch Deviatlon Investigations: > 3
Deviation Numbers Resolved
Yes D No D N/A
Change Control No(s): e ek - 3
Impfementation of a change control from this batch (first batch Yes [] No ] N/A B
impacted by the change)

Comments: Commission Code (if required & different from Product Code): N/A

| heraby certify (<] canfirm [_] that the abova information is authentic and accurate. The aferementioned batch of product has
been manufactured, Including packaging and quality control at the above mentioned Site(s) In full compliance with the GMP
requirements of the EU and the local Regulatory Authorlty, the valid Technical Agreement between Contract Giver/ MAH and
Genepharm S.A, and with the specifications In the Marketing Authorization for the product granted to the corresponding
Marketing Authorization Holder (MAF)/Contract Giver (CG), as approved by the Regulatory Autherities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysls records were reviewed and
found to be in compliance with EU GMP. As therefore,

[J The batch is Released for dispatch

[ The batch is certified for Release for sale

taking Into consideration that:
- MAH/CG is responsible for product transpartation In a manner that does not adversely affect its quality and should be strictly as per
GDP guidelines.

- MAH/CG istesponsible to upload product-packaging data to the European Hub before the medicinal productis transferred to salaable
stock {in case of medicinal product harmonized with regulation 2016/161).

/
Qualified Person:  pqaria Kolioliou Date: lﬁuglwg\% Signature: %W_é%/

pead of Quatity Systame, QP

Zuvnuptvo No. 01 GINEPHARM SA
: 18% Km. Marathon Ave
LP QA 008 / ExGoan No 12 {5351 Pallind
Greece

Tah: (+30.2107 4039336
Fax; {+30,210) 60.39.402
E-mall Info@gensphum com



