JAEPIKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMMH Y KHIBCBKIA OBJACTI

npos. Ceirnnyraoi Hanii, 3, m.Kuis, 02099, Tea/dakc: (044) 576-40-41
E-mail: dlIs.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
1po SIKICTH BBE3€HOI0 B YKpainy JikapenKoro 3acoly

14.03.2025 Ne 11942/25/16

TPATKOP® 145 MI'

(HaiinenyBanng alkapcbkoro 3acofy Irinie 2 peectpatliiiHAM MOCEAYENIAM)
Tabaerku, BRpuTi ILIiBKOBO0O 06oonKo0, o 145 Mr; no 10 Tabaerox y Gaicrepi; mo 2
Gaicrepn y KaprouHii Kopofi

{hopMa BHITYCKY, AOIYBINHA, BIA HAKYDIHHS AIKapcLKOro 3ac0fy)

Howmep peecrpaniiinoro nocsiguenus UA/7921/01/01 erpox aii peectpauiiinoro nocninsenns 01,01.2099

Cepis nixapcskoro sacofy Ne 36760 Kinsxicts ssesenore sixapesxoro sacoby 216
Biupofunk Actpea Oonten, Ppannin
{HaiineHyBaritn BpofHNKa MIKAPCLKOTO 3ac00Y, Kpaila ROXOTHKEHHEA)
BaeseHo B Yipainy Crianne ykpainesko-ecToHchKe HiANPHEMCTBO y Gloprd ToBapHCTEA
3 o6Mmesnenolo Bignosinanpnictio "OnriMa-@apy, JITA", iscur. kon:
21642228

(uaifiMenysanns 1a kog 3a €JIPTIOY HpURR4HOT ocabn ade npizeHige, iv'A, no GaTexosi driznanol
0¢obiI - mianpitenua, 1l Miclie NpoxHBANHA Ta peccrpamumm sodep abalkoBOT KADTHIL ILTATR{IKS
negaTkis abo cepix Ta HOMep nacropra)

Hpotoron sisyaasnore courpomo rig 12.03.2025 X 0745/140.

3a  pesynLTatamit AEPKABHOIG KOHTPOAK BCTAHOBAGHO, IO JiXapchKuit 3acif meeseHo 8 Yrpainy 3
AOTPHMAHHAM BiMOr 3aK0HOA3BCTER WIOAC 3a0€3NEYCHHA AKOCT] Higapeskux 3acobis.

Qusra €CPLOMEHKO

' {rianucy {ininfaiu Ta npismne)
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Certificate of analysis/ Cepruthikar aHanisy

1. Name of product/ Hassa npoaykry TRICOR® 145 MG / TPAUKOP® 145 MI"

2. Country of the manufacturer/ KpaiHa BupoBHUK France /dpaHLis

Registration certificate number in Ukraine/ Homep
S peecTpaLiiiHore nocsiaveHHs B Ykpaiti UAS2 10O

145 mg fenofibrate /

4. Strength/ Cuna gil 145 wr dherodiBpaTy

Film-coated tablets 145 mg/

5. Pharmaceutical form/ Jlikapceka dopma o
P Pop TabneTku, BKpUTI NNIBKOBOK 0BONOHKO, N0 145 Mr

5 Size and type of the package/ Poamip i tvn 10 tablets per blister; 2 blisters in carton box/ 10
| ynaxkosku TabneTok y BricTepi; 2 BricTepy y kapToHHii KopoBui
7 Batch number/ Homep cepii 36760
" | Batch size / Posmip cepii 55638 packs/yn.
8 Date of manufacture/ lata supobHuyTea 06.2024
’ Batch Release date / [Jara surnycky cepii 14.11.2024
9 Expiry date/ Jata 3akiH4eHHS TepmMidy 052027

npUaATHOCTI

10. | Name, address and manufacturing ticense
numbers for manufacturing sites/ Hasea, agpeca
Ta HOMEp NiueHsii BUPOSHUUUX MakpaHquKis.
Bulk manufacturing site / supoBruyTeo in bulk: Fournier Laboratories ireland Limited, Anngrove,
Carrigtwohill, Co.Cork, Ireland/ Ipnanaceki
NaGoparopil dypHee Jlimites, AHHIpOB,
Kappirrsoxinn, Ko. Kopk, IpnaHais.
Manufacturing Authorization No. / JliueHsist Ha
supoBHuuTao Ne M01020/00001

Astrea Fontaine, Rue Des Pres Potets, Fontaine Les
Dijon, 21121, France/ Actpea douTeH, Pio [le lpe
MNote, doxTeH Jle fikoH, 21121, Gpanuis
Manufacturing Authorization / lliueHsis Ha
BupoGHULTBO Ne 14/536

Packaging and batch release site /
MakyBarHs, BUNYCK cepil:

11. | Results of analysis/ Pesynstatu aHanisy See table below/ [y, Tabnuio Hxue

Results of analysis/ PeaynbTtaTy aHanisy

Parameter tested Acceptance limits Results
KOHTpOnbLoBaHuW napaMeTp Honycrumi mexi PeaynbTaTti
Characteristics (Visual) / Xapakrepuctuky White, oval, film-coated tablet, engraved | Complies/
(BisyarnbHa ouiHka) with 145 on one side and Fournier logo on | Bignosigae
the other side / (Fournier

bina, OBanbLHa, BKpUTa nniexkosoto | Laboratories lreland
oBonoHkolo Tabnetka, 3 MapkysaHHsm | Limited / Ipnamaceki
«145» 3 onHoro Boky | noroturiom komnanii | NaBoparopil

DYpPH'E - 3 IHLIOTO. Pypbe Jlimiten)
Identification / lgeHTudikaLlis
Identification of fenofibrate by HPLC/ Main peak at a retention time Complies/
IaenTudikayin derodibpaty MeToLoM corresponding to that of the reference | Binnosinae
BEPX standard + 2.0% / OcHosHuil nik 3a vacom | {(Fournier
yTPUMyBaHHS BiAnoBigae OcHOBHOMY niky | Laboratories frelan
ETaNoHHOro CTaHzapTy + 2% Limited / Ipnasacbki
JlaBoparopii

dypHbe JlimiTen)
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Astrea Fontaine,

Rue Des Pres Potets, Fontaine Les Dijon, 21121, France/ Paceior. |
Actpea donTeH, ) S
Pio [le Mpe MoTe, ®onTeH Jle JixoH, 21121, Opanuis

Identification of fenofibrate by IR / The infrared absorption spectrum must | Complies/
laenTudikauis hexodiGpary 3a (4 exhibit maxima characteristic of fenofibrate | Bianosigae
cnexkrpoM at 1729+4 cm-!, 1652+4cm-! and 7654 cm- | (Fournier

T/ Cnekrp IY-nornuHanHs noeuHed | Laboratories lreland
JAEeMOHCTPYBATH HasiBRICTb CMyr npu 172944 | Limited / lpnangcbki

cm-1, 1652¢4cm-1 | 76514 cm-! NaGoparopil
dypHbe NimiTen)
Tests / Tectu
Uniformity of mass (Eur.Ph. 2.9.5) Complies with the requirements of the Ph. | Complies /
OnHopiaHicTe Macu (€@ 2.9.5) Eur. / Bignosinae sumoram €0 Bignosigae
(Fournier

Laboratories Ireland
Limited / ipnasackki

JNaboparopii
®ypHee Jlimiten)
Moisture content (% w/w) / Bmict Bonorn (% | 5,0 2,8
M/m) (Fournier

Laboratories Ireland
Limited / ipnasacoki

TNabopaTopii
dypHbe JlimiTen)
Dissolution test (at 30 minutes) / TecT Ha Qso = 80% 100
posdmnnenHn (depes 30 xB) (Fournier

Laboratories Ireland
Limited / Ipnasacbki

Naboparopii
®ypHbe JlimiTen)

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

nerpagauil (% mim) He TecTyBanocs
or/ abo

Impurity A/ flomiiika A <0,112

Impurity B/ Jomituka B 0,112

Unknown impurities/ Hesigomi aomitliku 20,1 each 1% £0,1 koxHa'?

Total degradation products/ <0,223

Cyma npoaykris aerpanauii

Microbial contamination / Mikpobicnoridsa yucrora

Micraobial purity/ Not tested/

MikpoGionoriyna 4ucToTa He Tecrysanock

EurPh. /€9 26.12,2.6.13 or/ abo

TAMC (total aerobic <1000 CFU/g®/ £1000 KYO/r?

microbial count) / (3aranbHe Yucno

aepoBHUX MikpoopraHismis)

TYMC (total combined yeasts/moulds count) | <100 CFU/g3/ <100 KYO/r®

[ (3aranbHe YNCIo APPRIXKEBUX T

nniceHesux rpubis)

Escherichia coli Absentin 1 g®/ BigcytHsB 1 12

Assay/ KinbkicHe BU3HAYEHHSR

Assay of fenofibrate (by HPLC) / 137,8 to 152,3 mg (95,0 - 105,0% of the 146,0

KinbkicHe BusHaqeHHs deHodibpary theory:145,0 mg) (Fournier

(BEPX) 137,8 -152,3 mr (95,0-105,0% sig Laboratories Ireland

TeopeTudHo! Macu 145,0 mr) Limited / Ipnaracbki

TNaboparopii
dypHbe JlimiTea)

TPercentage of the fenofibrate label claim/ % 3assneHoi KinekocTi theHoibpaty

2 no routine test / HepyTUHHWMA TECT y .
3Tested on one in ten batches; tested on not less than one batch per year / TeCTyeTsCs 0OAHa i3 10 cepiit, He pigwie

ofHiel cepil B pik.
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Astrea Fontaine,

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

Actpea QoHTEH,

Pio [le MNpe MNote, ®onTex fle [ibkoH, 21121, ®paxuia

12.

Comments/ KomeHTapi

Destination countries: Ukraine
Kpainu-iMnoprepu: Ykpaida

13.

Certification staterment/
3asBa npo ceprudikaio

| hereby certify that the above information is authentic
and accurate. This batch of product has been
manufactured, including packaging/ labeling and
quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local
Regulatory Authority 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./

Lum niaTBepaxylo, WO BullesuknaneHa iHdopmallis
¢ aBTeHTUYHOl | BipHol. Lo cepito npenapaty
BUPOBIEHO (BKITIOYAIOYM YNAKOBKY/ MapKyBauHs Ta
KOHTPONb  SKOCTI) BULIEBKA3AHUM BUPOBHWKOM Y
noBHii signosigHocti 3 Bumoramn GMP nokanbHoro
PErynsTOpHOrO  opradHy | 3 3aTBepAMeHuMu
cneuudikauiamn 3rigHo 3 PeecTpauinHnm
MOCBIAYEHHAM  KpaiHu-iMnopTepa.  [okymeHTauio
Lofo BUPOGHULUTBA Cepil, YNAKoBKW i TECTyBaHHSA
nepesipeHo, | BCTaHOBrEHO 11 BIANOBIAHICTL BUMOram

14,

Name and position/title of person authorizing the
batch release/ Im'st Ta nocaga ocobu,

BIAMNOBIKANLHOT 38 BUNYCK cepil

GMP.
J. TRUONG

18.

Signature of person authorizing the batch release/

Minnuc ocobu, BignosigansHol 3a BUyck cepil

Qualified person / YnoeHoBaeHa ocoba

186.

Date of signature/ ara mignucy

14.11.2024

V.05

ED: 09-Oct-2024

HA AAD: ED: 09-Oct-2024
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