/&

JEPXKABHA CJYXFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCBKIA OBJIACTI

npos. Ceitanunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox EZIPIIOY 37078774

BUCHOBOK
NMpo SIKICTH BBE3eHOro B YKpaiHy JiKapcbKoro 3acody

09.01.2024 Ne 67831/24/10

TPAHKOP® 145 MTI’

(maiiMenyBanua nikapcekoro 3acofy 3riaHo 3 peecTpaUiiiHHM MOCBITIEHHAM)
TabJIeTKH, BKPHTI IJIIBKOBOI0 000/10HK010, 110 145 mr; mo 10 TabjieTok y Oaicrepi; mo 2
OaicTepu y KapTOHHiN Kopobui
(opma Bumycky, 103yBaHHS, BHA NAKYBaHHA NiKapCLKOro 3acoby)

Howmep peectpauiiiroro nocsizuenns UA/7921/01/01 crpok aii peecrpauiiinoro noceiuenns 01.01.2099

Cepia nikapcskoro 3acoby Ne 35300 KinekicTs BBe3eHOro nikapcekoro 3acoby 1296
Bupobuuxk Actpea @onTen, Opaniiis
(HaiimenyBaHHA BUPOOHHMKA NTiKapchKkoro 3acoby, Kpaina noxomxeHHs)
Bseseno B Ykpainy ChisibHe yKpaiHCHKO0-eCTOHChKe MANPHEMCTBO Y JopMi TOBapHCTBa
3 00MeReno10 BiAnoBiaaabHicTIo "Onrima-®apm, JITA", izenr. xox:
21642228

(HaiimeHysanus Ta kox 3a €JIPTIOY ropuanynoi ocodn abo npizsne, im'a, no Garskosi diznumoi
0coOH - mianpHeMus, ii Micue NpoxHBAaHHA Ta peecTpauiiinuii HoMep 06TiKOBOI KAPTKH NAATHIKA
nojarkis abo cepia Ta Homep nacropra)

[Iporokon Bisyaabnoro kourpomo six 08.01.2024 N2 4321/12.

3a pesynbTaTaMM €pXKaBHOrO KOHTPONIO BCTAHOBJIEHO, 10 JIKAPCHKMH 3aci6 BBe3eHO B Ykpainy 3
AOTPHMAHHSAM suMoOr 3aK0HOJABCTBA 11010 3a0e3Me4eH s AKOCTI JIIKAPCHKHX 3ac0iB.

Bitamii BOHHAPEHKC{

(iniuiann Ta npissiie)




Astrea Fontaine, .

Rue Des Pres Potets, Fontaine Les Dijon, 21121, France/ ERTRIT
Acrpea ®oHTeH, _ _ :
Pio [ie MNpe Nove, GoHTek fle fixoH, 21121, ®¢paHuia

Certificate of analysis/ Ceprudikar aHaniay
TRICOR® 145 MG / TPAVKOP® 145 MIr

1. 1 Name of product/ Haasa npoayxry

2. Country of the manufacturer/ Kpaina BUPOGHUK France /®paHuis

Registration certificate number in Ukraine/ Howmep

3 peectpauitHoro nocsig4erHs B YkpalHi UN?QZ_“OHN
.. 145 mg fenofibrate /
4 Strength/ Cuna pii 145 Mr heHodbiGpaTy

Fiim-coated tablets 145 mg/
Tabnerku, BKpUTI nniBkoBo 060MNOHKOK, N0 145 Mr
10 tablets per blister; 2 blisters in carton box/ .10

5, Pharmaceutica! form/ Nikapcbka thopma

Size and type of the package/ Poamip i Tun

6. YakoBku Tabnetok y 6aictepi; 2 GnicTepu Y KapToHHilA KopoBui
7 Batch number/ Homep cepii 35300

"__| Batch size / Poamip cepii 18393 packs/yn.

Date of manufacture/ fata supoSrutitea 056.2023

= Batch Release date / lata sunycky cepil 16.11.2023
g. | Expiry date/ flava sakiHueHHs TepMiHy 04,2026

" | npuaarHocTi
10. | Name, address and manufacturing license

numbers for manufacturing sites/ Hassa, agpeca
Ta HOMeP NileHs!i BUPOGHKMYMX MaitgaHuuKiB.

Bul f. ‘ ite / ' : . i o
lk manufacturing site / epoGuuTeo in bulk Fournier Laboratories Ireland Limited, Anngrove,

Carrigtwohill, Co.Cork, Ireland/ lprnanaceki
NaGopatopii ®ypHbe Nimiten, AHHIpoE,
Kappirreoxinn, Ko. Kopk, tpnanais.

Manufacturing Authorization No. / Niuexsis Ha
BUpoBHUyTBO N2 M0O1020/00001

Astrea Fontaine, Rue Des Pres Potets, Fontaine Les
Dijon, 21121, France/ AcTpea ®onTeH, Pio [le MNpe
loTe, ®onTten fle [Qixow, 21121, ®paHuin
Manufacturing Authorization / Niuenais Ha
BUpoBHULUTEO Ne 14/536

Packaging and batch release site /
[TaKyBaHHs, BUNYCK cepi:

E 1. | Results of analysis/ PeaynbraTy aHaniay See table below/ vs. Tabnuuio Hkue

Results of analysis/ Pesynwratu aHanisy

Parameter tested Acceptance limits Resuits

KotitponboBaHui napameTp HOonycTumi mexi PeaynbraTi

Appearance/ 30BHILLHIA BUrNSA White, oval, fiim-coated tablet, engraved | Complies/
«145» on one face and Fournier company's | Bignosigae

logo on the other face /

bina, OBafbHa, BKpUta TNIBKOBOK
OGOMoOHKOI TabneTka, 3 MapKyBaHHAM
«145» 3 ogHOro 60Ky | NOrOTUNOM KOMRAZHII
DypH'E - 3 iHWOrD,

{Fournier Laboratories
lreland Limited /
Ipradgcbki NaGoparopii
DypHee Jlimiten)

Identification of fenofibrate (HPLC) /
laeHTUdikaLis deHombiBpaTy (BEPX)

Retention time of the main peak is within +
2.0% of main peak form the reference
standard preparation / Yac yrpumysaHHs
OCHOBHOrC Nika BiANOBIfAe OCHOBHOMY MiKy
eTanoHHOro craHgapry + 2%

Complies/
Bianosinae

{(Fournier Laboratories
Ireland Limited /
Ipnanaceki Naboparopii

®ypHee NimiTes )
IR spectrum should demonstrate presence Complies/
of three bands at about 1729+4 cm-' Bignosinae
16521:40_;‘!1—1 and 765+¢4 cm-! / Cnektp Y- (Fournier L aboratories

/55(@5#/ SEEL T

HA AAD: 25-Feb-2023
b-2023 to 24-Aug-2023 (simult neously with implementation of new

L6 7




Astréa Fontaine,

Rue Des Pres Potets, Fontaine Les Dijon, 21121, France/ T

AcCTpea POHTEH,

P> fle Mpe MNote, QoHTeH Ne AixoH, 21121, Opaxyin

NorNMHaHHS
HasBHICTb
1652+d4cm-1 | 765+4 cm-1

Ireland Limited /
ipnasacobki NaGopaTtopil
®ypHbe [limiTes)

,qémoHCprBaTn
172924  cm-!,

NOBMHEH
CMYr  npu

Uniformity of mass (Eur.Ph. 2.9.5)
OavopigHicts macu (€ 2.9.5)

Complies with Ph. Eur. Requirements 2.9.5/
Bignosigae sumoram €ep. Papm. 2.9.5.

Complies /
Bianoeinae
(Fournier Laboratories

freland Limited /
ipnauacski NlaGopatopit

QypHbe NiviTea)

Water content (% w/w) / BmicT BOMNOM! (% <3,0 3.3

M/M) (Fournier Laboratories
Irefand Limited /
lpnanaceki NaGopaTtopil

| ;. PypHLE NliMiTes)

Dissolution test {at 30 minutes) / Tect Ha Qa0 = 80% 96

PO34Y#HEHHA (Yepes 30 xB) (Fournier Laboratories
Ireland Limited /
lpnanaceki JlabopaTopii
OypHbE JliMiTea)

Degradation products (%w/w) (HPLC)/ Not tested/

Npoaykty perpagadii (% m/m) (BEPX) He recTtyBanoch
or/ abo

Impurity A/ Jomillka A <Q,123

Impurity B/ domiwka B <0,123

Unknown impurities/ HeBigomi aomilLKuy <0,1 each23/ xoxHa?3

Total amount of degradation products/ <(,223

Cyma npoayiris gerpagauiy __ i

Assay of fenofibrate (HPL.C) / 137,8 t0 152,3 mg (95,0 — 105,0% of the 143.8

KinbkicHe Bu3HaueHHs cheHodibpaTy
(BEPX)

theoretical mass 145,0 mg)
137,8 -152,3 mr (95,0%-105,0% Big
TeopeTUYHOI Mmacu 145,0 mr)

(Fournier Laboratories
Ireland Limited /
Ipnanaceki NaSoparapii
OypHbE JliMiTea)

Microbial purity!/

Mikpobionoriuna yuctoTta’

Eur.Ph./ €0 26.12 2.6.13

TAMC/ 3aranbHa KinbKiCTh KUTTE30aTHUX
aepobis

TYMC/ Opbxgxosi Ta usinesi rpubu

Escherichia col

=1000 cfu/g / KYOIr
<100 cfu/g / KYOIr

Absentin 1 g/ BigcytHsB 1T

Not tested/
He TecTyBanoce

or{ abo

! tested on one in ten batches / TecTyeThes ogHa 3 10 cepiil
? % of fencfibrate label claim/ % Big 3asBNEHOT KINLKOCT] geHogibpaTy

3 non-routine test /HepyTUHHWI TecT

12. | Comments/ KomeHrTtapi

Destination countries: Ukraine
KpaiHu-imnoprepu: YkpaiHa

13. | Certification statement/
3assa npo ceprudikauito

[ hereby certify that the above information is

o\ authentic and accurate. This batch of product

as been manufactured, including packaging/
beling and quality control at the above

Jinentioned site(s) in full compliance with the

MP requirements of the local Regulatory

yAuthority 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./

LM  nigrBepaxyio, o  sveBWKNaaeHa
iIHdopmMauis € aBTeHTMUHOWG | BipHOoO. Lo Cepilo
npenapary BWpob/ieHO (BKNOYAOMK YNaKOBKY/
MapKyBaHHA Ta KOHTPO/b AKOCTI)

BUUIEBKA3AHUM BUPOOHWUKOM Y NOBHIW

V.04

ED: Implemenatation during period from 25-Feb-2023 to 24-Aug-2023 (simultaneously with implementation of new

artworks as per LCR-18823-2022-DEVY)

HA AAD:; 25-Feb-2023




Astrea Fontaine,

Rue Des Pres Potets, Fontaine Les Dijon, 21121, France/
AcTpea QoHTEH,

Pio [le Mpe MNore, ®oHTeH Ne fixon, 21121, DdpaHUis

PETYNATOPHOFO OpraHy i 3
cneundikauismMu  3rigHo 3

YyNnakoBkKMW | TeCTyBaHHSA

BIANOBIAHOCTI 3 BuUMOramMum GMP n0KanbHOrO

NnocCBiAYEHHAM KpalHu-imnoprepa.
HokymeHTauilo  Woao BWpoGHMUTBA  cepi,

BCTaHOB/IEHO Il BIANOBIAHICTL BUMOramM GMP,

3aTBephXeHUMMn
Pec-:c:'rpa LinH1M

nepesipeHo, i

14,

Name and position/title of person authorizing the TS
| batch release/ Im'a Ta nocaaa ocobm, T.QUANDD]
BIANOBIAANLHOL 38 BUNYCK Cepii

Qualified person / YnoBHoBaxkeHa ocoba

15. | Signature of person authorizing the batch release/
Mianuc ocobu, sBignosinansHoi 3a BUNYCK cepii /’//é&
18. | Date of signature/ Jara nignucy 16.11.2023
V.04 HA AAD: 25-Feb-2023

ED: Implementation during period from 25-Feb

artworks as per LCR-18823-2022-DE V)

-2023 to 24-Aug-2023 (simultaneously with implementation of new
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