AEPKABHA CJ1YXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMH Y KNIBCHKIHN OBJIACTI

npos. Ceirmrsnol Haxil, 3, m.Kuin, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO HKiCTH BBe3¢HOro B YKpaiHy JIKapcbKOro 3acofy

28.09.2023 Ne 47328/23/10

OJHAHKCOJ

(HailveHyBAHHA AIKAPCSKOTO 3acoby 3rigHO 3 peecTpanifikis HOCRIAUCHIAN)
Ta0JeTKH, BKPHTI N71iBK0OBOI0 000/10HKO¥0, 110 1 Mr, mo 100 rabaerok y naacTHKOBOMY
KoHTelHepi; no 1 N1acTHKOBOMY KOHTEHHEpY B KApToHHiH Kopobiti

{thopma mumycky, no3aypaHHy, BHA NaKyBaHHS JIKapCEKoro 3acoly)

Howep peectpanifinoro nocsigvenrs UAS/10197/01/02 crpox aii peccrpaniiinoro nocsipuenns 01.01.2099

Cepix nikapeskoro 3acoby Ne 2764386 KinskicTs BBezenoro aikapcekoro aacefy 300
Bupobusx X. Jlyanbex A/C, Hanix
(HaliMeryBaHHA BHPOOHHER NIKAPCHKOI0 3acoby, KpaiHa NOXOTACHHA).
Breseno B Yxpaiiy Crniasne yKpalHChK0-eCTOHCbKE ITYINIPHEMCTBO Y dopMi TOBapHCTBA
3 oOMexeH0I0 BixnoBigaasHicTo "Onrima-®apm, JTA", inexnr. rox:
21642228

(naiiMenysauns Ta kog 3a €APTIOY topunmyrol ocofy abo npissnnie, iM', o 6aTekoBi (izimuol
ocofi - BignpHesms, 1 Micte NpokRWBAHHAA Ta peccTpaniifanii HoMep cbaikoB0] RapTE TAATHHKA
nogatkie afa cepis Ta HOMeD RacopTa)

MpoTokon Bizyansnore korrpomo sig 26.09,.2023 N: 3019/13,

3a pe3yasTATAMH  JIEPAABHOIO KOBTPONID BCTAHOBJAGHO, LOO JIKapcekwi 3acid Beesegc B VYipaidy 3
JAOTPHMAHHSIM BiMOr 3KOHOAXBCTEA IMOA0 3a0e3meqe Ny AKOCTI NiKAPCEKUX 3acobiB.

\AoRyEHY )
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CEPTUDIKAT AKOCTI Ne: 3177998
CERTIFICATE OF QUALITY

HafAmMeHyBaHHR Npogy KU Dnankcan, TabneTks, BxpuTi NNIBKOBOIO DOONOHKCHD, No 1 Mr
(Product): {Fluanxo!®, Film-coated tablets, 1 mg]

KpaTva noxopweHHs (Country of origin): [Aanin (Denmark)

PM M2 (No. of registration certificate): UAMO19T/01/02

Bua Ta poamip ynaxossw [Packing type and size): 100 raGneTox y NNacTHkoBOMY KOHTeRHapl B KapTOHHIA Kopobui
{contalner of 100 tablets in a box)

Homep EudraGMP (No. from EudraGMP): DK IMP 10000077
Cepin: (Batch no.): 2764386
fara ouroToBneqHA: (Manufacturing date): 02.2023
Tepmin npupatrocTi: (Expiry date): 02.2026
Konwyecteo: (Quantity): 12 174 ynakoBok [packages)
TecT: " PesynbTar: Kpuropil signosigrocti:
Tasl: Rosults: Reguirements:
Onwe: Bignoalaac Omanysi, 3Nerka ABCOMYKN|, WOBTORS KORLORY,
BHEHTI NAIBKOE0ID oBononkeg TalineTi 3
Descriplon; Conforms MapaysaHHam FF.
Crval, slightly bicomvex, yellow, film-coated lablels
marked FF.
laenTrgikayin;
Identification:
BEPX Bignoaigac ARL= 0,2 X8, ¥y NOPIDHANHI 31 CTARGEPTOM
HPLC, retention tima: Conforms ARy = 0.2 min. compared to slandard
¥ Crearp/UV Specinam Blanosigac Bignosigae crangapty/Conforms to standard (L)
Conforms
Buict soan, %
Water Contend, % T 12
ClinsopianicTs A40S0BAHWE OAMHAL
Uniformity of Dosage Wnits:
OAHERAHIET: BMECTY: Bignosigac Bignoaigac sumoram E4 Ta &, CLUA
Complhez Complies with Ph, Eur, and USP
Content Uniformnity:
Kpurepid signoolgrocTi:
Acceptance value: 8.5 5150
Hinericsie anadasennn, BEPX:
wr hnsnenTiecon TabneTsa
Assay, HPLC:
mg Flupentixed Lu 00-012fablat 1.03 0.95-1.05
Meport 10: Manual corifieats CMS_D10312_5 (13) Page 10f2

ﬁ:}xpg}ﬂ,{ﬁdaff (ﬁ;’j rs. oy 2073 }&7@
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CEPTU®DIKAT AKOCTI MNe: 3177998
CERTIFICATE OF QUALITY

HaAMaHyBaHHA Apoay Ky @nwankcon, TabneTss, BkpeTl NNiBKoBOD 06ONOHKD, No 1 Mr
(Product): (Fluanxol® Film-coated tablets, 1 mg)

Kpaina noxogwerHs (Country of origin): Hanis (Denmark)

PN Nz (No. of rogistration certificate): UAMAD197/01102

Bup Ta poamip ynakonxw (Packing type and size): 100 rabnerok y nnacTukoBoMy KOHTEAHEP] B KApTOHHIA kopobui
(container of 100 tablets in a box)

Homep EudraGMP (No. from EudraGMP): DK IMP 10000077

Cepin: (Batch no.): 2764386

Aata avrotopnensA: (Manufacturing date): 02.2023

Tepuin npugarHoceTi: (Expiry date): 02.2026

KinbxicTe: (Quantity): 12 174 ynaxosokK (packages)
TecT: Peay nuTar: Kpurepll lanoslanocri:
Test: Results: Requiremants:

MpeaysTa poacnaganns, BEPX, % nig
AKTUBHOND IHFPEA IEHTY!
Dagradation products, HPLC % wiw of aclive

ingredient:
L 14-118"% Bignosigas/Conforms £0.25
Lu 28-155% Blanosigac/Conforms s0.5
Lu AF55807% Bianceinac/Conforms s0.2
Healgomwi, komsmd
Unknowns, each: Bianosigac/Conforms 0.2
Hesigomi, B cywsi
Degradation products, fotal: Bigmonigas/Conforms 210
Padumdiis:
dnonenTrecon, % vepes 30 xs Bignosigac eumcram E3 ta @, CLLA
Dissolution Flupentingl, % Dissolved afer 30 min. Q=75
Complies with Ph. Eur. and USP
Mt Wi 93
M/ manc: 95
AveragelCepaguin: a5
MikpoSlonoriuna JneTora®: Bignosigae ewmoran 0 ta &, CLUA, Tecr
Microbiological purity®: He sukorysascabol performed BUKOHYETCA ANA komyol 10-1 cepll aSo ana
“ne NPMCYTHIA ¥ cCapTWiKATY REDCTI NpA oaHicl capil 2a pic.
purmpcEy fis nol issued in the Col) Camplies with Ph. Eur. and USP. The test is
carried oul for each 10 batch and at least for 1
balch par year.

! 2T PO POMETHATH REEH TS0 1
¥ 00344 2-T LEpomcHETIA)- NENEPATHA- | -in)- |-riapokcimponing-2-TpisfimoopoMe TICT- TIORSIHTEH -0-0n
1 2={1 -] .{3.'2 “TpHIOOpOMCTIAN-T |nmum|-{9ﬂ£}q.lu:u]mparrih]urmnl:pununl -ﬁl]m

Jame e cOpTHGHaLID tcauﬂmnn statemnen] Liww o 306840 Y10, 130 HBRSLEHE B0 MPOPMALEA & OCTORIBHIN T TOHOD. Lo copie npoaywul Gyna
nuapodnenid {namsge aes Tuapy A} T8 NPCSHAID KOHTREML 1 AROCTI HE BAWBIRIHIE0HIA Alnsiuyl y noBKiA BignonianocTi 3 sewcfasas GMP,

DT MACAGREEM P Pkl DPYGHOM, § TARDR BANGBUIHG A0 CIOUAGHKIU, LI MICTATLCA Y POCCTRALAARCMY L0CWE 380 TOPrOBA Alumal spali-
wupolavea afo cpalve-iunoprepa. NpoTecond papoSualTel, Ky BanHe T8 S4EN3I8 SyNo NepermAHYTE Ta BCTRRCRNSHD Bignoe guicTe GMP,

| hare'y corlify that the sbove Infomaton s suthanlc and accuraie. This balkch of product (including AP|) has been manulatuned, inciuding p-'lriuglﬁg-"llbﬂiw and
undity control in lull comphance with the GMP requirements of the local Regulatory Autharity and wilh the specifications in tho Markeling Authorsason of

importing country of product apecification e for Invwstgational Medicing Products. The balch procssing, packaging and analysis records wers remmm found
Io b In complancn with GMP,

Buapobema: (Manufacturerk X fiywafex AC, Orriniaseid 9, 2500 Banf, Dasin, Ten. +45 3630 1311, gaxc +45 3530 1940 (H. Lundbeck A5, Ortillarve] B, 2500 Valby,
Dwnmark)

Hossep rinpesil mipolspea (MA Nok 102271
Nara (Date): 24 kpiTHA 2023 H. Lu“dbECJ( AIS
Thanwe (Skgnatun): _Lﬁ ;‘{#ﬂq‘f———- -
Ola Benglsson (Ona Bewrrccon)
[ara 1a rlgmec ynoanasasescl ocole 33 mwnycx capd K. MywaGes AJC, Konenraren, [avin
QP-delegate

authodising the balch rleass
H, Lundback &/5, Copenhagen, Denmark

Additional remarks  fog aTkoni 3oy BaseHHA

Ropon I0: Manual cartificale CMC_010312_5 13)




