CEPTU®IKAT SIKOCTI Ne 114187
CERTIEICATE OF ANALYSIS

HaiimeHyBaHHA npoayxuii:

Product Name:

Kpaiua noxogxenun (Country of origin}: -
PeccTpauiire noceiguennn Ne:

-{No. of registration certificate).

Bup ta posmip ynakoBku:

j,m:?imﬁ

BpinTennike, Taﬁnenm, BKpuTi NniBxoBoH0 oﬁonouxom, no 1 0 Mr

Brintallix® Tablets 10 mg
Nauia {Denmark}

UA/M14150/01/02

2 6nicTepw no 14 TabneToK y KapTOHHINA xopoﬁm

Degradation products in total:

{Packing type and size): {blisters, 2 x 14 tablets}
Homep EudraGMP (No. from EudraGMP): DK IMP 00113519 ’
Homep cepif (Batch no.): 2677908
HOara euroroenenns (Manufacturing date): 10.2020
Tepmin npupatocT! (Expiry date): - 10.2024
Kinbkicts (Quantity): 29 178 ynaKkosok (packages)
Tect: PeaynbraTi: Kputepil BignosinHocTi:
Test: Results: Requirements:
Onuc:. Bignosigae . ¥osTi, kpannesugHoi hopmu TabneTyu, BKPWTI
Description: Conforms nniekoBo0 0GONOHKOI, i CUMBONamMK «TL» 3
oaHoro Goky T2 «10» - 3 iHworo.
Almond shaped film-coated yeliow tablets
engraved with “TL" on ona side and “10” on the
other side
inenmudbikauin/identification: . ; :
BEPX Bignosigae Pissmui Mix 3pa3kom Ta cTaHaapTom <0,2xs
HPLC, retention time: Conforms The difference between sample and standard is
. < 0.2 min.
Y& cnextp Bianosigae Bignosinae craHaapTy
UV spectrum: Conforms Conforms to standard
OpnHopigHicTL 4O30BAHMX OOHHALIL!
Uniformity of dosage units:
OaHopiaHicTs BMICTY Bianoeipae Bignosigae €, ¢. CU.IA
Content Uniformity: Complies Complies with Ph. Eur. and usP
‘Kputepin signoeianocTi
Acceptance valua: 24 £15.0
KinskicHe Busnavennn, BEPX, %
sassnerol XinbKocTi .
Assay, HPLC, % of Label claim:- 100.1 95.0-105.0
MpoaykTu ,qerpa,qauil’ % m/m axTHBHOTO
‘InrpepicHTy
Degradatlon Products. % whw of active
ingredlent:
Lu AES8061: <0.05/ signosigae =<0.5
Ly AF38904: <0.05/ Bignosigae =05
Hesigomuii, koxuuii flUnknowns, each: Conforms/ signosiaae =0.2
Mpopyxtu Aerpaaayi, cyma
<0.05/ sinnosigae 520

Report ID: CMC_00013461_1 {11)

s WS ﬁff 13,00, 404/
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CEPTU®IKAT AKOCTI Ne 114187

CERTIFICATE OF ANALYSIS

" HatMeryBaHHs npoaykuil:
Product Name: .
KpaiHa noxomxennn {Country of origin):
PeecTpauiiqe nocsiguerHsn Ne: ‘
{No. of registration certificate):
Bun ta poamip ynakoeku: '
(Packing type and size):
. Homep EudraGMP (No. from EudraGMP):
Howmep cepil (Batch no.):

Oara eurotoBnekust (Manufacturing date):

Tepmiu npugatHoctl (Explry date):

Bpidrennike, Tabnetkn, Bkputi nniexoBod 060n0HKO0, N0 10 Mr
Brintellix® Tablets 10 mg

Aauxina (Denmark)

UA/M14150/01/02

2 BnicTepyu no 14 TabneToK y KapToHHIi koposul
{blisters, 2 x 14 tablets)

DK IMP 06113519

2677908

10,2020

10.2024 ‘

KinskicTb (Quantity): 29 178 ynakosok (packages)

TecTt: . Pesynbtath: " Kpurepil BignosigxocTi:

Test: ; Resuits: Requirements: - = -

Po3unHeHHA, % vyepe3a 30 xs . Bignoeigae €@, ©.CLWA. Q=75

Dissolution, % dissolved after 30 min.: Complies with Ph. Eur. and USP Q=75

" Min. (Min): 93 . ) .
Max.{Maxc): 98
Average {CepeaHii).. 96

‘Buict rogn, KF, % m/m

Water Content, KF, % wiw: 1 <5

Mixpobionoriuna unctora*: He nposogunca/Mot performed Bignosiaae €9, ®. CLUA. TecT BUKOHYETLCA

Microbiological purity*:

*sifcyTHIA y cepTudpikarti ananisy
sunycky/will not be Issued in the CoQ on
release .

nepioguyHo, MiHiMym Ans 1 cepil 3a pik.
3aranbHa KinekicTs aspobHux

" mikpoopraniamis (KYO/r) s 10, saransHa
KinekicTs ApiXAKOBYX Ta NnicHABuX rpubis
(KYO/r) s 102. BipocyTHicTs Escherichia Colie
1 r npenapary. ‘

3anpa npo ceprudirauio (Certification statemént): Lium s 3aceiguyio, Wo HasegeHa suiye ingopmalia ¢ AccTosipHO Ta To4HOW. Lo cepilo
npoay«ull 6yno supobneHo (BKAIOYAKNUM NaKyBAHHA/MAPKYBAHHSA) Ta NPOBEAGHO KOHTPONEL Tl AKOCT Ha BULe3aaHaueH il AinsHUYi Y NoBHId
sianosigHocTi 3 sumoramu GMP, BCTAHORREH M MICUEBIM DEYNINTOPHAM OPraHOM, 2 TAKOX SIANCBIAHO A0 cneudIkalii, Wo MICTATLCS ¥
peccTpauiiinomy Aocke aBo Toprosid nilewail kpalHy — supoBruka abo kpaliu — imnopTepa. MpoToxonn BupobHULTEA, NaKyBaHHA Ta aHanlie

Gyno nepernAHyTO Ta BCTAHOBASHE BiAnoaigHicTs GMP.

i hereby certify that the above information is authentic and accurate, This batch of product {including AP1) has been manufactured, including
packaging/tabelling and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Autharlsation of the importing country or product specification file for investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

BupoBHuk (Manufacturer): X. Niyna6ex A/C, Orviniaseit 9, 2500 BanGi, fatia (H. Lundbeck A/S, Ottiliavej 8, 2500 Vaiby, Denmark)

Homep niyenall eupoShuka (MA No):

40080
Lava (Date);

Flignue (Signature):

H. Lundbeck A/S

November 20, 2020

20-1- 2020, %/

Dara w noanmcs ynonmmnuauﬁerﬂih@uadﬁnycx'cepwu X. Tiynp6ex AIC, Konenraren, [lasma
QP-delegate authorising the batch release: Fatemeh Mehrzad Tabrizi
H. Lundbeck A/S, Copenhagen, Denmark

Addltional remarks:

Report ID: CMC_00013461_1 (11}
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ﬂl%P}KHIKCHY}KBA
JEPJKABHA CJYKBA 3 JMIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMMU Y KHIiBCHKIN OBJIACTI

npocnekt Banepis TloBanosebkoro, S1. m. Kuis, 03110, ten/take: (044) 363-06-30
E-mail: dls.ko@dls.gov.uahtt s://www.dls.gov.ua, Koa €EIPIIOY 37078774

BUCHOBOK

Npo AKiCTb BBE3EHOI0 B VY kpainy JiKapcbKOro 3ac00y

22.01.2021 Ne 723/21/10

BPIHTEJUJIIKC
(HuiiMeHYBAHHA JTIKAPCLKOTO 3AC00Y 3riAHO 3 peeCTPALLTHIM MOCBIIHCHHANM )
Ta61eTKH, BKPHTI ILTIBKOBOIO 060.10HK010, 10 10 Mr 110 14 Tad/aeToR Y Oaicrepis no 2 oaicrepn
y KapTOHHiil KopoO Ui

(POpMa BHIYCKY. A03VBUHH3, BHIL IAKY BaHHA JIKapCBKOTO 3aC00Y)

HoMep peecTpaLLiiiHoro nocsiaeHHs UA/14150/01/02 ctpok aii peecTpauiitoro nocainuenns 01.01.2099

Cepin Jikapebkoro 3aco0y Ne 2677908 KinbKkicTh BBE3EHOTO J1IKAPCHKOTO sacooy 147
BHPOGHHK X, Jlynn6ex A/C. Jlanis

(HafiMeHy BaHHA BUPOOHIK ATKAPCLROTO 30co0Y. KPATH MOXOIKCH A

Be3eHO B Y KpaiHY CnibHe YKPATHCHRO-€CTOHCHRE MANPHEMCTBO Y dopmi TOBAPHCTBA
3 0OMEKEHOI0 BiAMOBIAAIBLHICTIO "Onriva-Mapm, JIT/L". inent. Ko
21642228

(HaifMeHYBARHA T KO 34 CIIPIIOY 1oprantHo OCoOH a00 NpisEHILE, IM3, 10 Garbkosl (HsHaLOT
OCODH - THANPHEMLLA. T MICILE NPOKHBANHA T peeCTPauiitHui HOMEP 00AIKOROT Kap RN T THIMKA
[OAATKIB 400 Cepis Ta HOMEP TCHopra)

[1pOTOKO Bi3yalbHOTO ROHTPOTI0 pin 14.01.2021 Ne 0056/3.

3a  pesyabTatamp  EpKABHOTO KOHTPOII0  BCTAHOBAEHO, WO nikapcbKHit  3acid  BBE3CHO Vipaliny 3

,Cl()TpH.'\IﬂHHHM BIIMOT 3AKOHOAABCTEA 100 3a0e3NetCHHA OCTi iKapCLKHX 32CO0IB.
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CEPTUODIKAT RKOCT! N2 115438 ' i
CERTIFICATE OF ANALYSIS | :

HaiiMenyBasHa npoaykuii: BpitTennixe, Tabnetyn, BKkpUTi NAIBKOBOH 080MOHKOK, NC 10 Mr
Product Name: Brinteflix® Tablets 10 mg
Kpaida noxogxenns (Country of origin): Hanisi {Denmark)
Peectpauiiine noceiguyenHn No: UA/14150/01/02
{No. of registration certificate):
Buga 1a posmip ynakoBku: 2 Snicvepu no 14 TabNeTOK y KapTOHHIA Kopobui
(Packing type and size): (blisters, 2 x 14 tablets)
Homep EudraGMP (No. from EudraGMP): DK IMP 00113519
Homep cepil (Batch no.): 2685950
Hara surotoanenns (Manufacturing date): 11.2020
Tepmin npuaatHocTi (Expiry date): 11.2024
KinbkicTe (Quantity): 23 178 ynaxoBok {packages)
TecT: Peaynbraru: Kputepii BinnosiaHocTi:
Test: Results: Requirements:
Onuc: Binnosigae XosTi, kpannesuaroi dhopmu TaBneTku, BKPUTI
Description: Conforms MMisKkoBC 0BONOHKOD, i3 cumBonamu «TLy 3
opHoro Hoky Ta «10» - 3 {Hworo.
Almond shaped film-coated yellow tableis
engraved with “TL" on one side and *10" on the
other side
loenTudgikauis/identification:
BEPX Bignoginae PizHuui Mk 3paskom Ta cTaHaaptom s0,2xs
HPFLC, retention time: Conforms The difference between sample and standard is
< 0.2 min.
Y& cnekTp Bignosigae Binnosinae cranpapry
UV spectrum: Conforms Conforms {o standard
OfaHopigHicTE fo30BaHUX OOVHULL:
Uniformity of dosage units:
OgnHopigHicTe sMicTy Bignoeinae Bianosigae €@, ®. CLUA
Content Uniformity: Complies Complies with Ph. Eur. and USP
KpuTepiit BignosigHocTi
Acceptance value: 2.7 215.0
Kinbkiche suanavennsi, BEPX, %
3anBNeHCi KiNbKOGCTI
Assay, HPLC, % of L.abel claim: 979 95.0 -105.0
NpoaykTy perpanauii, % MM axTUBHOIO
iHFpegicHTY
Degradation Products, % wiw of active
ingredient:
Lu AEE8061; <0.05/ sianosigae 0.5
Lu AF32204: <0.05/ Bignosinae <0.5
Heeinomulk, koxHUK fUnknowns, each: Conforms/ siinosigac <0.2
Mpoaykry gerpagadil, cyma
Degradation products in total: <0.05/ Bianopigae <2.0

Reporl ID: CMC_00013481_1 {11) Page 1 of 2
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CEPTU®IKAT AKOCTI Ne 115438
CERTIFICATE OF ANALYSIS

HaiMeHyBaHHA NPOAYKUIT:

Product Name:

KpaiHa noxopwenn (Country of origin):
PeccTpauiine nocsiguerna Ne:

{No. of registration certificate):

Bup Tta po3mip ynakosku:

(Packing type and size):

Homep EudraGMP (No. from EudraGMP):
Homep ¢epli (Batch no.):

Hara eurotosnenus (Manufacturing date):

Tepmin npuparHocTi (Expiry date):
KinekicTb (Quantity):

BpiHTennikc, Tabnetku, BKpuTi nniakosow oBonoHkoto, no 10 mr
Brintellix® Tablets 10 mg

Aanin (Denmark}

UA/14150/01/02

2 bnictepw no 14 TabneTok y KapTOHRIA Kopobuj
(blisters, 2 x 14 tablets)

DK IMP 00113519

2685950

11.2020

11.2024

29 178 ynakorox (packages)

Bmict Bogu, KF, % mim
Water Content, KF, % wiw;

MikpoBionoriuda umcrora*:
Microblalogical purity*:

*aifCcyTHIR y cepTudikaTi ananiay
sunycky/will not be issued in the CoQ on
release

TecT: PesynbTarTu: Kpurepiil BianosigxocTi:
Test: Results: Requirements:
Po3unnenns, % vepes 30 xB Bignogigae €&, ® CUA. Q=75
Dissolution, % dissolved after 30 min.: Complies with Ph, Eur. and USP Q=75
Min. (Min): 93 ‘
Max.(Maxc): 96
Average (CepegHiii): 95

1 <5

He nposoannca/Not performed Bignosinae €0, @. CLUA. Tecrt BUKOHYETLCS
nepiognyHo, MidiMym Ans 1 cepil 3a pik.
3araneoHa kinbKicTe aepobhux
mikpoopraxiamis (KYQ/r) < 103, saranswHa
KINBKICTb APMKOBMX Ta NRicHABKX rpunbis
(KYO/r) = 102, BipcyTHicTs Escherichia Coli s
1 r npenapary.

3ansa npo ceprudinauio (Certification statement): Lium A 33C8IAYYI0, WO HABSAEHA BULLE iHchopmaLlina £ 40CTOBIPHOIO Ta TouKoK. LI cepiio
NPCRYKUiT Byno supofineHo (BKNOYAI0HM NaKyBaHHA/MAPKYBAHHA) Ta OPOBEASHO KOHTRANS Ti AKOCTI HE BHLLE3A3HANEeHIH AinbHAL ¥ NOBHIGA
BiMOBIAHOCT] 3 BuMoramu GMP, BCTAHOBAIEHUMY MICLIGBUM PETYNSTOPHIM OPraHoM, a TAKeK BIINOBIAHO 40 cneuudixalii, wo MICTATLER ¥
peecTpaliiHomy aocke abo Toprosiil nitensii kpaiin — supoBrurka abo kpaiHw - iMnopTepa. MpoTokonk BUBOBHULTEA, NRKYBAKHA Ta aHani3ia

Byno nepernsiHyTo Ta BCTAHOBNEHO BigNoBigHIcTE GMP,

I hereby cerlify that the above information is authentic and accurate. This batch of product (including API} has been manufactured, including
packaging/iabelling and quality contral in full compliance with the GMP requirements of the local Reguiatory Authority and with the specifications
in the Marketing Authorisation of the importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and anzlysis records were reviewed and found to be in compliance with GMP.

BupoBHuk (Manufaciurer): X. Mlynafex A/C, Orriniaeit 9, 2500 BanGi, Aanis (K. Lundbeck A/S, Cttiliavej 9, 2500 Valby, Denmark)

Homep niuedaii supobuvika (MA No):

40080

H. Lundbeck A/S

) ‘
flata v nOANUCH ynmmomuuemaarq-?‘a arﬁdpf;mycx cepiu X. NlywpOex A/C, Konenraren, Janunn
QP-delegate authorising the hatc re)iﬁ.fase: Anne Marie Nymann Jgrgensen

H. Lundbeck A/S, Copenhagen, Dénmar

Hara {Date):

.

Mianue (Signature);

Additional remarks:

Report 1D: CMC_00013461_1 (11) Page 2 of 2




JIEPKIIKCITYKBA
JTEPXXABHA CJIYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKINA OBJIACTI

npocnekT Banepia Jlobanoeckkoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dIs_ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOVY 37078774

BUCHOBOK
npo AKICTb BBE3CHOr0 B YKpaiHy JiKapcbKOro 3acody

09.04.2021 : Ne 15911/21/10

BPIHTEJUIIKC

(HaMeHYBaHHS JIKAPCLKOTO 3ac00y 3riHO 3 peccTpalilHUM II0CBLAMEHIAM)
Ta0.J1eTKH, BKPHTI ILTIBKOBOIO 000/16HK010, 110 10 Mr no 14 Tadaerok y Guicrepi; no 2 Gaicrepn
y KapToHHii Kopo0oui

(thopma Bunycky, A03yBaHHA, BH NAKyBaHHA JiKapceKoro 3acoby)

Howmep peecrpauiiinoro nocsiguenns UA/14150/01/02 crpox aii peectpauiiitoro nocsiguenta 01.01.2099

Cepia nikapchkoro 3acoby Ne 2685950 KinskicTh BBe3€HOr0 Jikapcbkoro 3acoby 1296
BHPOGHUK X. Jlynnoex A/C, lanis
(HaiiMeHyBanH: BHPOOGHHKA NIKaPCLKOro 3aco0y, KpaiHa MOXOAKCHIS)
Beeseno B Ykpaiiy CniflbHe YKPaiHCHKO-€CTOHCHKE MIANPHEMCTBO Y (hopMi TOBapHCTBA
3 obmezkeno10 BignosigaabnicTio "OnTtiMa-®apm, JITA", inenr. kon:
21642228

(nadimMenyBanus 1a Koz 3a €JIPIIOY opuanyHol ocodu abo npizsuute, iM'a, no 6arkkosi GizHunoi
0Cco0H - niAnpHeMUs, 1T MicLie MPOXHUBAHHSA Ta PpeECTPALifHHI HOMep 001iK0BOT KAPTKH [LTATHHKA
nozarkis abo cepis Ta HOMep NacnopTa)

IMporokon BisyansHoro kourposio Bia 01.04.2021 Ne 0969/2.

3a pesyibTaTamMM I€PKABHOTO KOHTPOJIO BCTAHOBJEHO, WO Jiikapcbkuili 3aciG  BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA WOAO 3a0€3ncHeHHA AKOCTI JikapChKHX 3aco0ib.

}Kﬁ 5|

C/‘— Onexciii COJIOJIPAN

j{)u]f’i{i%ram\;{mﬁmnqim 0 KOHTPOiI0) \V, [\:ri{m:ac) (iniwiany Ta npizsuie)
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CEPTUDIKAT AKOCTI Ne 116706
CERTIFICATE OF ANALYSIS

HaimeHyBaHHS npoayxuit:

Product Name:

Kpaina noxomxuenin (Country of origin):
PeecTpauifike nocainuesyn Ne:

(No. of registration certificate).

Bug Ta poamip ynakoBku:

(Packing type and size):

Homep EudraGMP (No. from EudraGMP).
Homep cepii {Batch no.):

Oara surovosnenHs (Manufacturing date):

Tepmiu npuaarHocti (Expiry date):
KinbkicTe {Quantity):

As (",‘(‘,2“
Lndiodh

BpinTennikc, Tabnerky, BXpuTi nniekosow obGonoHxom, no 10 Mr
Brintellix® Tabiets 10 mg

Aanin (Denmark)

UA/14150/01/02

2 6nicTepy no 14 TabneTok ¥ KapTOHHIA kopobul
(blisters, 2 x 14 tablets}
DK IMP 00113519

2694195
01.2021
01.2025

29 178 ynaxoBok (packages)

TecT:
Test:

Onuc:
Description:

inenTudikayis/identification:
BEPX
HPLC, retention fime:

YO cnekrp
UV spectrum:

OnHoOpiRHICTD AO30BAHKX OAUHNUL:
Uniformity of dosage units:
OpHopiaHicTb BMICTY
Content Uniformity:
Kputepit BigncaigHocTi
Acceptance value:

KinbkicHe BusnaveHHs, BEPX, %
3aABreHoT KinbKacTi
Assay, HPLC, % of Label claim:

MpoayxkTy aerpanavil, % MiM axtuaHoro
iHrpenicHTy
Degradation Products, % wiw of active
ingredient:
Lu AE58061:
Lu AF39904:
Hesigomuis, koxnnit /Unknowns, each:
MNpogyxru gerpagatil, cyma
Degradation products in total:

PesynbraTi: Kputepii signosigHocTi:

Results: Requirements:

Bignoginae HoeTi, kpanneeugHoOT chopmu TabneTkK, BKpUTI

Conforms ANBKOBOK 0B0NOHKOW, i3 cumBonamu « TLy 3
ogHoro Goky Ta «10» - 3 iHwaoro.
Almond shaped film-coated yellow tablets
engraved with “TL" on one side and "10" on the
other side

Bianosigae PizHuLi Mix apa3Kom Ta ctaHaapTom <0,2xs

Conforms The difference between sample and standard is
= 0.2 min.

Binnosinae Bignosifae cTakgapTy

Conforms Conforms fo standard

Bignosinae Bianosipae €0, ®©. CLUA

Complies Complies with Ph. Eur. and USP

24 <15.0

88.0 95.0 -105.0

<0.05/ sinnogigae <05

<0.05/ signonigae =0.5

Conforms/ Bignosinae <0.2

<0.05/ signosigace =2.0

Report ID: CMC_00013461_1 {11}

Page 1 of 2




CEPTURIKAT AKOCTI No 116706
CERTIFICATE OF ANALYSIS

HainmetyBanHa npoaykuii:

Product Name:

Kpaika noxofprerns (Country of origin):
Peccrpauiinne noceigyeHHn Ne:

(No. of registration certificate):

Bua Ta poamip ynakosxm:

(Packing type and size):

Homep EudraGMP (No. from EudraGMP):
Homep cepil (Batch no.):

Oara surorosnensn (Manufacturing date):

Tepmin npuaatHocTi (Expiry date):
KinbkicTe {Quantity):

§ i sech
Jndl ok

BpinTennixc, Tabnertku, Bkputi nniskoroo 0bonoHKoKW, no 10 Mr
Brintellix® Tablets 10 mg

Aanin (Denmark)

UA/14150/01/02

2 bnicTepu no 14 TabneTok y kKapToHHIA Kopobui
(blisters, 2 x 14 tablets)

DKIMP 00113519

2694195

01.2021

01.2025

29 178 ynakosok {packages)

MikpoGionoriusa Yucrora™
Microbioclogical purity*:

*aiacyTHIV y cepTudikaTi ananiay
sunycxy/witl not be issued in the CoQ on
release

He apoeoayeca/Not performed

TecT: PezynbraTtu: Kputepil BignosigrocTi:
Test: Results: Requirements:
Po3zumHenHn, % vyepes 30 xa Bignosipae €@, ©.CUA. Q=75
Dissolution, % dissolved after 30 min.: Complies with Ph. Eur. and USP Q=75
Min. {(Min). 91
Max.(Makc): 99
Average (Cepeaniit): 96
Bwmict sogu, KF, % m/m
Water Content, KF, % wiw: 1 =5

Bianoeigze €@, ®. CLIA. TecT BUKOHYETLCH
nepioanyro, MidiMym ans 1 cepil 3a pik.
3aranbHa KineKicTb aepobHux
mikpooprasiamis (KYO/T) < 10°, 3aranbHa
KiNBKICTL APDKIKOBWX Ta NicHABAX rprbis
{KYC/r) s 10°. BigcytHicTs Escherichia Coli g
1 r npenapary.

3asnea npo ceptudixayiio (Certification statement): Lium s aaceiguyio, wo HaseaeHa snwe iHopmauin € gocTasipHon Ta Tounow. Ll cepin
npogykuil fyno supolnexo (BXNQHaodK nakysaHHA/MapKyBaHHA) Ta NPOBEASHO KCHTPONG 1T AKOCTI HA BMLE3A3HAYEHIR AinbHAUl ¥ NOBHIR
BIANOBIZHOCTI 3 BUMOramy GMP, BCTRHOBNEHNMHN MICLEBUM PETYRRTOPHUM OPraHOM, 2 TaKOX BigNORIAHO 40 cneundikauiil, WO MICTATLCA ¥
peecTpauifHoMY AoCbE a60 TOProii ninewail kpaiHn — BupobHuka abo xpainy — imnopTepa. [poTokony BAPCBHULTBA, NaKyBanHA Ta aHanisis
$yno nepernaHyTe Ta BCTAHOBNEHO BignoBigkicTs GMP.
i hereby certify that the above information is authentic and accurate. This batch of product (inciuding API) has been manufactured, including
packagingflabelling and quality control in full compliance with the GMP requiremenits of the local Regulatory Authority and with the speclfications
in the Marketing Autherisation of the importing country or product specification file for Investigational Medicinal Products. The baich processing,
packaging and analysis records were reviewed and found te be in compliance with GMP.

Bupobrux (Manufacturer): X. ftyHg6ek A/C, OTtiniasei 8, 2500 Ban6i, fanis (H. Lundbeck A/S, Ottillavej 8, 2500 Valby, Denmark)

Homep fitensit evpobrika (MA No}j

100358
Oara (Date):

Mignunc (Signature):

H. Lundback A/S

April 12, 2021

Lol o 1 [T

[Lara Ta nigrvc ynosHosameHol ocobu Ha sunyck cepli X.Jlynabexr A/C, Konewrrarex, flaHia: Yana Xsopre
QP-delegate authorising the batch release: Ulla Hj@rne

H.Lundbeck A/S, Copenhagen, Denmark

Ooparxosi 3aysameHHa (Additional remarks):

Report 1D: CMC_00013461_1 (11}
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JAEPXJIIKCIIY2KBA
AEPKABHA CJIY’KBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHA ¥V KHUIBCHKINA OBJIACTI

npocnekt Banepis JloGanosebkoro, 51, M. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SAKICTb BBE3€HOr0 B Y KpaiHy JiKapcbKOro 3acody

14.05.2021 Ne 23613/21/10

BPIHTEJLIJIIKC

(HaiiMeHyBaHHs JiKapcbKOro 3aco0y 3riIHO 3 PEECTPaLlifHHM MOCBIAHEHHAM)
TA0JIeTKH, BKPHTI MJIIBKOB010 000/10HK010, 0 10 Mr; no 14 Tadnerok y 6aicrepi; mo 2
OJicTepH .y KapTOHHIiil KopoOui

(tpopma BHNyCKY, 03YBAHHA, BHIl NAKYBAHHSA J1iKAPCBKOTO 3ac00y)

Homep peectpauiiinoro nocsinuenus UA/14150/01/02 ctpok nii peectpauiiinoro mocsinuenss 01.01.2099

Cepis nikapcskoro 3acody Ne 2694195 KinbkicTh BBE3€HOrO Nikapchbkoro 3acoby 1458
Bupo6Huk X. Jlyunbex A/C, Jlanis
(HaHMeHYBaHHA BUPOOHMKA NiKAPCLKOT0 3ac00y, KpaiHa MOXOAKCHHHA)

Beesero B Vkpainy CrniibHe YyKpaiHCBKO0-eCTOHChbKe MIMPHEMCTBO Y dopMi ToBapHCTBA
3 o0me:keHoI0 BignoBigaabHicTIo ""OnriMa-@apm, JITA", inent. kon:
21642228
(HaiiMenyBanHa Ta koA 3a EJIPTIOY opuanuHoi ocobu abo npiseuiue, imM's, no 6atekosi (GiznuHol
0co6H - miaAnpHEMLL, iT MiCLle MPOKUBAHHA TA PeecTpauiiiHuii HoMep 06/IIKOBOT KAPTKH MJIATHHKA

nojaatkie abo cepis Ta HOMEp Nacnopra)
Mportokoa BisyansHoro koutpomo sin 05.05.2021 Ne 1428/3.

3a pe3synbTaTaMM JEpPIKABHOTO KOHTPOJIO BCTAHOBJIEHO, #ll0 JliKapchbkHit 3aci® BBeseHo B VYkpaiHy 3
: }

JAOTPHMAHHSAM BHUMOT 3aKOHOAABCTBA LOJI0 3a0e3neyeH ,l AKOCTI NiKapCLKHMX 3aC00iB.

Onexciit COJIOJIPAU
(n_ocz.ndaﬁ ucoup upr'm)‘ Jepmaaﬂnro KOHTPOJIIO) o (mianuce) (iHiLiamu Ta npi3euLie)
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