CEPTUOUKAT KAYECTBA No: 113622

CERTIFICATE OF QUALITY
MponykT: Product:

Crpana npoucxoxaenun (Country of origin):

Per. ce-Bo N2 (No. of registration certificate)

Bug v paamep ynakosku (Packing type and size):

Homep EudraGMP {No. from EudraGMP):
MapTtus Ne: (Batch no.}:

NaTa unarotosnerus: (Manufacturing date):
Cpok rogHoacTH: (Expiry date):
Konuuecteo: (Quantity):

§ T
Ut bz

Uunipamun, Tabn, nokpsiThle nnesounon ofonovxkod, ne 20 mr
Cipramil® film-coated tablets 20 mg

NaHwua (Denmark)

Ua/2210/01/02

2 6nucTepa no 14 TabreToK B KAPTOHHOH Kopobke

blisters {2x14 tablets)

DK IMP 00113519

2875477

08.2020

08.2025
34 215 ynaxkoBoK (packages)

Tecr:
Test:

Onucarne:
Description:

MaeHTuchnkaumna, uMTanonpam:
Identificalion, cilalopram:
BOXK/HPLC:

Brwxsaa MK-cnektpockonus/NIR:

OAaHOPCAHOCTL A03¥POBAHHLIX @4 UHULL
Unifarmity of Dosage Unils:

NamerHeHne Macchl:

Mass Variation:

JHaueHWe COOTBETCTBIAL

Acceptance Value:

KonuuecteeHHoe cnpejenenue, BIXX, mr Lu
10-171/vabneTka
Assay, HPLC, mg Lu 10-171/tablet:

Pa3ynbTartbl:
Resuits:

CooreeTcTeyeT
Conforms

CooreeTcTayeT
Conforms
CooTeeTcTBYET
Conforms

CooTseTcTByeT
Conforms

2.8

KpuTepuu cOOTBETCTBHA!
Requirements:

OpansHbie (8x5,5 MM} TaGneTku ¢ pUcKod,
NoKpsIThIE NNeHouHeH oBoncukol, Benore useTa,
C OTTUCKOM «C» u «N3 CUMMETPUYHO
CTHOCHUTENBHO DUCKA

Oval (8x5.5 mm), white, scored, film-coated
tablets markad “C” and "N" symmetrically around
the score

ARy s 0.1 oTHoCWTENBHO CTAHAAPTA
AR; < 0.1 compared to standard
Cootsercreyer/Pass

CooteercreyeT E® v &.CLUA
Complies with Ph. Eur. and USF

$15.0

o7 18,0 a0 21,0
19.0to 21.0

Report ID: Cipramil Tablets 20 mg, CMC_000619_4 {11) UA
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CEPTUDUKAT KAYECTBA No: 113622 ;

CERTIFICATE OF QUALITY
{IpoaykT: Product: Uunpamun, Tabn, nokpbiTbie nreHo4Hol 06onoYKoi, no 20 Mr
Cipramli® film-coated tablets 20 mg
Crpaua npoucxoxaerua (Country of origin): Nanua {(Denmark)
Per. ce-Bo Ne (No. of registration certificate): UA/2210/01/02
Bua 4 paamep ynakoeku (Packing type and size): 2 GnucTepa no 14 TaBneTok B KAPTOHHOA KopoGke
blisters {2x14 tablets)
Homep EudraGMP (No. from EudraGMP): DK IMP 00113519
Maptua Ne: (Batch no.): 2675477
JHata usrorosnenun: (Manufacturing date): 08.2020
Cpok rogroctu: (Expiry date): 08.2025
Konuyectso: (Quantity): 34 215 ynakosok (packages)
Tegr: PeayneTathbl: Kputepun cCOOTBETCTBUAL
Test: Results: Requirements:
MpoaykTe! pasnoxerus, % aKTUBHOIO
WHIpEAWEHTA:
Degradation Products, wiw % of Active ingredient:
Lu 14-017; Ccoteercrayet/Conforms s0.1
Lu 29-215: CooteetcreyeT/Conforms <0.1
Lu 28-075: CooteeTcTeyet/Conforms <0.1
tu 11-305: Coorercteyer/Conforms <0.1
Kaxabid HEeW3BECTHLIR NPOAYKT! CocoreercTayer
Unknowns, each: Conforms <0.1
CymMMapHO NPOAYKTOB PadnoKEHWA:
Degradation Products in Total: 0.0 0.5
PacteopeHue, % nocne 30 muk: Q=75. BuinCnHAIOTCA KpUTEpWUK COrNacHo
Dissolution, % dissolved after 30 Minutes: ®.CUIA. TecT nposoauTeA B Npeaenax
Min.{suH): 95 aTana 2.
Max. (maxc): 100 Q=75 The acceptance criteria stated in the
Average {cpegHee): 97 current USP are followed. No further testing
than stage 2 is permilted.
MukpoBuonorieckas yuctaTa/microbiological He nposoguncs/Not performed Ofuee uucno aspobubix MIWKPOOPradnamMos
purity: (KOE/T) 310%, o6uiee SUCno Apoxoxked 1
nneceru (KOE/r) s10% OreyToTave
Escherichia Coli 8 1 r npenapara.
CooTBeTCTBYET rapMOHN3NPOBAHHBIM
TpebGopanuam (EO/®. CLUA). Tect
NPOBOAUTCS NEPUCAUMECKA, HE MEHEE, YeM
AN 1 cepun B rod, MOXeT He
NPWCYTCTEOBATDL B KaXA0M CepTudimkaTe
kavecTsa. Complies with harmonised
requirements (Ph. Eur/USP). The test is
carried out periodically, at least one batch a
year and may not be presentin each
certificate of quality.

3asea npo cepTudikauio (Certification stalement): Linw 7 3acsiguyto, We HaBeqeHa BUILE iHdopMaLa € A0CTOBIpHOIG Ta TouHolo. Lo cepiro npoaysuil Byno
BUPOBNEHD (BKNIOYAKMM NaKYBaHHA/MAPKYBAHHR) Ta NPCEEASHO KOHTPOME ii SKOCTI Ha BKrlLE3a3HaueHIR AlNsHKUl y nosHill eigncsiaHOCT 3 Busoramn GMP,
BCTAHOBREHIMA MICLEDNI PEYARTOPHNM OPraHOM, @ TAKCK SIAN0BIAHO A0 cneurdikaLii, o MICTATLCA Y peecTpayiiHomy foche abio Teprosili NileHail kpatiy —
BpoBHMKa abo Kpaikv — iMnoprepa. NpoToxonu BPeBHULTEA, NAKYBaHHS Ta ananiais ByNo NepernaKyTo Ta BCTAHCBNEHO BIANOBIAHICTE

| hereby certify that the above infarmalion is aulhentic and accurale. This balch of product {including AP1) has been manufactured, including packagingflabelling and
quality control In full compllance with the GMP requirsments of the locai Regulalory Authorily and with the specifications in the Marketing Authorisation of the
importing country or product specification fila for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found
to be In compliance with GMP.

MpowascauTans: {Manufacturer): X. fiyHabex A/C, Otriniased 8, 2500 BanGi, fawis, Ten. +45 3630 1311, chaxc +45 3630 1840 (H. Lundbeck A/S, Ottlliavej 9, 2500
Valby, Danmark)

Homep nuuensid npousaoauTens (MA Nao): 40080
H. Lundbeck A/8

[taTa (Date): L Seplamber 21, 2020

T C)f/;/,ﬁ' =
Mopnucs (Signature): g, Cot =
ZlaTa 1 NOANKMCH YRONHOMOUEHHOTO NMUA Ha BbINYCK cephun X. NiynaBek A/C. Konewraren, BIECTED
QP-delegate authorising he balch release: Morten Sidelmann
H. Lundback A/S, Copenhagen, Denmark

Additional remarks / JlononHWTENbHLIE 3aMEYAHWA]
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JIEPXJIIKCIIYKBA
JAEPJKABHA CJYIKBA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKINA OBJIACTI

npocnext Banepis JloGaHoscbkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kon €IPIIOY 37078774

BUCHOBOK
Ipo SIKICTH BBE3¢loro B YKpaily JikapcbKoro 3acody

18.11.2020 Ne 61066/20/10

IUITPAMIJI

(HaiimMeHyBaHHs NiKapCLKOro 3aco0y 3riIHO 3 PeECTPaLliHHKM MOCBLI4CHHAM)
Ta0JeTKH, BKPHTI ILTiBKOB0I0 000.10HK010, 110 20 Mr 1o 14 TadaeTok y 6.ictTepi; mo 2 6aicrepu
B KapTOHHIi KOpoO1i

ey

((hopma BHIyCKY, J03YBaHHA, BUI NaKyBaHH#A JikapchKoro 3acofy)

Homep peectpauiiinoro nocinuents UA/2210/01/02 crpox nii peectpauiiioro nocsiguenns 01.01.2099

Cepis nikapcekoro 3acody Ne 2675477 KinbkicTb BBE3€HOrO Nikapcbkoro 3acoby 648
BUpOGHHK X. Jlyanbex A/C, Nanis
(HakiMeHyBaHHA BHPOOHHKA JiKapcbKOro 3aco0y, KpaiHa NOXOMKEHHS )
BeeseHo B YKpaiHy CnijibHe YKPaiHCbKO0-eCTOHChKE NiANPHEMCTBO y opMi TOBapHCTBa
3 o0MexeHolo Binnosizansuictio "'OnriMa-®apm, JIT/T", inenr. xon:
21642228

(HafmeHyBaHHs Ta Koa 32 €JIPIIOY opuauuHoi ocotu abo npi3BHiLe, iM'a, N0 6aTbKOBi (izuHOL
0COOH - MiANpHEMLA, iT MiCLie IPOKHBAHHSA Ta peecTpauiiHuii HoMep 06/IiKOBOT KAPTKH MIATHHKA
nojartkis abo cepis Ta HOMEp macnopra)

‘TpoToKko.1 Bi3yanbHOro KOHTpOJ]I;] iz 18.11.2020 Ne 3880/12.

3a pe3ylbTaTaMH [EPKABHOrO KOHTPONIO BCTAHOBEHO, IO JiKapchbkuil 3aciG BBeseHO B YKpaiHy 3
AOTPHM BUMOT 3aKOHOZIaBCTBA 1O/I0 3a0e3meyeHHs AKOCTi NiKapChbKHX 3aC00iB.
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