JIIEPJKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiIBCBKIN OBJIACTI

npos. Ceitnanoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €IPTIOY 37078774

BHUCHOBOK
Npo AKiCTH BBE3€HOTO B YKPAaiHy JiKapcbKOro 3acody
27.08.2024 Ne 42049/24/1011
TPUHOMIA®

(HaltMCHYBaHHS JIKapCHKOTO 3acofy 3TiHO 3 peecTpatlifiiiM TTOCRINUCHHSM)
kancyu Teepai mo 100 mr/20 mr/10 mr, no 7 kancys y Gicrepi; mo 4 GiicTepu B KapTOHHii
Kopooui

(opma BEIYCKY, 103yBaHHS, BRI MAKYBaHHS JKapchkoro 3acoby)
Howmep peectpaniitnoro mocsizuenns UA/15408/01/01 crpox aii peectpauiittoro nocsixuenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne V001 KinbkicTs BBe3eHOTO Jlikapehkoro 3acoby 2520

Bupo6HuK ®eppep [nTepranionans, C.A., Icnanis

(uaiiMeHyBanHA BUPOGHHKA NiKapChKoro 3acoly, KpaiHa MOX0/KEHHS)

Baeseno B Yrpainy ToeapucTBo 3 06MeskeHoI0 BianosinanbHicTio "ACIHO YKPAIHA",
inent. kox: 42274733

(HaltMenyRanHs Ta kof 3a €JIPTIOY ropramurol ocoGu abo mpisBuille, iM's, o 6arbkosi disniuHol
ocobu - miznpueMus, i Micle IIpoKUBaHHS Ta peecTpalifiHuit HoMep 0611iKoBOT KapTKH TUIATHHKS
noAaTKiB abo cepis Ta HOMEP Tacnopra)

Iporokon Bisyaasioroe kontpoao eix 20.08.2024 Ne 2479/1.

3a  pesynbTATAMM JEPXKABHOTO KOHTPOMO BCTAaHOBNEHo, WO Jikapchkuil 3acib BBeseno B VYkpainy 3

JOTPUMAHHSAM BuMOT 30KOHOAABCTBA W00 3a0€3eeHH SKOCTI JiKapchbKKX 3aC0DIB.
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NEPXABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKII OBJACTI

npos. CeiTounoi Haaii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKPpaiHy JiKapchbKoro 3acody

13.06.2024 Ne 28552/24/10

TPUHOMIA®

(nalfiMEHYBaHHSA JIIKapCHKOTO 3aco6Y 3TIAHO 3 PCECTPALLiHIM TIOCBIMUEHHAM)
Kancyu Teepai no 100 mr/20 mr/10 mr no 7 kancya y 6uicrepi; no 4 6iicrepu B KapTOHHii
Kopooui

(popma BumycKy, J03yBaHHS, BUA NaKyBaHHs JiKapchkoTo 3acoby)
Howmep peecrpaniitnoro nocsiguenns UA/15408/01/01 crpox aii peectpauiitroro mocsinuenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne V001 KinbkicTs BBE3eHOTO Tikapeskoro 3acoby 6300

BupoGHHK ®eppep InTepranionans, C.A., Icnasis
(HaitMeHYBaHHS BHPOGHHKa JTiKapChKOTo 3ac06y, KpaiHa MOXo/KeHH)

Baesero B Ypainy Toeapucrso 3 o6MexeHoro Binnosiganenictio ""ACIHO YKPATHA",
inent. xon: 42274733

(HaliMeHyBaHHs Ta Koa 32 €JIPTIOY ropuanuroi ocobu abo npiseuiie, iM's, 1o 6aThKoBI disHiHOI
0cof - miAnpuemiy, ii Miclle IpOXHBAHHESA Ta peecTpanifHuit HoMep 00NIiKOBOT KAPTKH ILIATHHKA
nogatkis abo cepis Ta HOMep 1acropTa)

Iporoko Bisyasuoro koutpodio six 07.06.2024 Ne 1617/9.

3a  pe3yNbTATAMM JIEpXKABHOTO KOHTPONO BCTAHOBJIEHO, IO Jikapchkui 3aci6 BBeseHo B Yikpainy 3

JOTPHMMAHHAM BUMOT 3aKOHOIABCTBA LIOAO 3a0E3NCYCHH AKOCTI JIIKapChKUX 3aco0iB.
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NOrOTUM KOMMAHIT
(NEPEKNAL)

CEPTUOIKAT BUIMTYCKY | BIANOBIAHOCTI GMP

Hasga npoaykty: TpuHomis® kancynu Teepai no 100 mMr/20 mr/10 mr Ne 28 (YKPAIHA)

Kopg 1308197

Cepis: V001

aTa BupobHuuTtea: 17-11-2023 MocTaBka:

Tepmid npupatHocTi: 11-2026 Poamip cepii: 10204 Y11
[Hara sunycky: 24-04-2024

3asea npo cepTudikauito:

Lium niaTeepaxylo, Lo BUlleBKasaHa iHdopMauis € LOCTOBIpHOW | TouHow. [laHa cepia npogykuii
BUrOTOBIIEHA, BKITHOHAIO4M YIaKoBKY/MapKyBaHHS | KOHTPOSb AKOCTI Ha BKazaHi# GinkHRULI(-UsX) y NOBHIN
sianosigHocTi 3 BUMoramu GMP micuesum PerynsatopHum OpraHom, a TakoxX Yy BiAnoBigHOCTI 3i
cneuudikauismu, Wo MicTUTbes B PeecTpauiviHomy [ocke kpaiHu-iMnopTepa yu B 4OCbE cheundikatii
Ha npenapart Ans JocnigkysaHoro Jlikapcbkoro 3acoBy. NpoTtokony BupobHULTBA, YTakosku Ta aHanisy
Oynu nepernsHyTi | BcTaHoBReHo BignosigHicTs GMP.

MNpumiTKu Ao BUNYCKY:

[Mignuc] YnosHoBa)eHa ocoba
[Mevatka] BarsepaxeHo sifginoM sabeanederHsn aKocTi
Enyapa Komoc Kanneprec

24/04/2024 12:21

BHYTpILWHIN Kog KomnaHil Crop.1i31l



NIOFOTUN KOMMAHIT
(NEPEKNAAN)

CepTudikat aHanisy deppep IHTepHauioHans, C.A.

MpoayKT: TpuHoMia® Kancynm Teepgi no 100 mr/20 mr/10 mr Ne 28 (YKPAIHA)

Kopn 1308197

Cepisn: V001

Poawmip cepii: 10204 YN

Cepis HeposdhacoBaHoro npoaykty: 2480983
23L5524

Hara supobuuuyrea: 17-11-2023
Tepmin npupaTtHocTi: 11-2026
2046764 23K5356 2046766
2046768 2315532 2046773

MoKa3sHUKHU

Pesynbtar Bumorun

dizuKo-ximiuHMIA KOHTPOAL

Onuc kancyn

Bignosinae Henposopi, TBEpAi XenaTUHOBI Kancynu posmipoM
Homep O, 3 Kkopnycom Ta koBnaukom 6nigo-
POXEBOFO Konbopy, 3 Hanucom “AAR 100/20/10",
wo wmictaTe Aasi TabneTku aueTuncaniuunosoi
KUCHOTY, BKpUTI Nniskosoto oGonoHkoto, 6inoro abo
Maixe 6inoro konLopy 3 rpasiioBaHHaM "AS", asi
TabneTkn  aTopBacTaTWHY, BKPWUTI  NMiBKOBOW
0B0nNoHKOK,  3eneHysaTo-Oyporo  Korbopy 3
rpasitoBaHHsM "AT" | ogHy TabneTtky paminpuny,
BKpUTY nniBkoBolo  0BOMOHKOW, BniNc-XOBTOM
Konbopy 3 rpasitosaHHaM "R1".,

lneHTUdikalis

AueTuncanitunosa kucnota (BEPX) [oauTtusHoO lMoBKHHO BignosiaaTu craHgapTy
AueTtuncaniuunosa kucnota (YP) {TosutusHo IMoBuHHO BifNOBIAATU CTaHAAPTY
ATtopsacTatuH (YBEPX) MoauTneHo MoBKHHO BigNOBiAaTH CTaHAapTy
AtopsacTaTuH (YO) Mo3uTmaHo [NoBuHHO BignosigaTu cTaHgapTy
Paminpun (BEPX) MoauTtusHO MosuHHO BiOnOBIAaTU CTaK4apTy
Paminpun (Y®) MoauTtusHo MoBWHHO BIANOBIAATU cTaHAapTy
Tectu

PosnagatHa 5 He Ginbwe 30 xsuUnuH
Bmict Boau 3,0 He 6inblie 6,0 %

OpaHopiaHicTb Ao30BaHUX 0AUHUUL

AueTtuncaniuunoa kucnota
AtopBacTaTuH

Paminpun

Bipnoeinae MosuHxHo sinnosigatu (€sp. dapm.)
( piseHb L1)

Bianosinae MosuHHo Bignosigatu (E€ap. dapm.)
( piseHb L1)

Binnosinae MoBuHHo BignoBigaTy (€8p. dapm.)
( piBetb L1)

Nara aHanisy: 24-04-2024 08:49

Cratyc 3aTeepaxeHo
Rxopai Tom Mapcia
KoHTtpons skocti [nianuc]

[ara: 24-04-2024 09:56

BaTBepmkeHHs 3abeanedeHHs aKocTi : 3ateepmxero  [nignuc]
BeaTpis ByecTt [hxumenxo

3abesneueHHs AKoCTi

Crieumndpikauis:. 1308197 TRINOMIA100/20/10 28C UA (gen/ver: 4/1)

2046764 TRINOMIA 100/20/10 AAR UA (gen/ver: 1/1)
2048773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046768 RAMIPRIL 1T0MGCOMP.RECAAR UA (gen/ver: 21)

[neuarka] 2046766 AAS 50MG COMP.REC. AAR UA (gen/ver: 2/1)

BHYTPILLHIM KoA, KomnaHiT

Crop.1i33



NIOroTrN KOMMAHI
(NMEPEK/IAL)

CepTudpikat ananiay

®eppep {HTepHauioHans, C.A.

NpoayKkT: TpuHoMIA® Kancyau Teepai no 100 mr/20 mr/10 mr Ne 28 (YKPATHA)

Kog 1308197

Cepis: V001

Poamip cepii: 10204 Y11

24B0983
2315524

Cepist Hepo3hacosaHoOro NPoAyKTy:

Hata supobHuurea: 17-11-2023
TepmiH npuaaTHocTi: 11-2026

2046764 23K5356 2046766
2046768 2315532 2046773

MoKasHUKu I Pesynbtatn l Bumoru
Po34nHeHHs
AueTurncaniuunosa kucriota (BEPX) Bignosigae Q=80 % 3a 30 xsunuH (Bignoeiaae €sp. apm.)
(piBeHb S1)
CepefiHe 3Ha4eHHs 99 S1:2 Q+5% (2 85%) / S2 aGo S3: 2 Q (280 %) (%)
MiHimaribHe 3Ha4YeHHs 94 Ons iHcbopmauii (%)
MakcumanbsHe 3HaYeHHs 102 Ans indopmauit (%)
ATopsactaTuH (YBEPX) Bignogigae Q=75 % 3a 30 xsunuH (Bignosigae €sp. Gapm.)
(piBeHb S1)
CepepHe 3HaveHHs 94 S1:2 Q+5% (2 80%) / 82 abo S3: 2 Q (275 %) (%)
MiHiManbHe 3HaverHHs 88 [ns indopmadii (%)
MakcumanbHe 3HadveHHst 97 Ons indopmadii (%)
Pawminpun (BEPX) Bianosinae Q=80 % 3a 30 xsunuH+ (signosigae €ep. Papm.)
(piseHb S1)
CepepHe sHaueHHs 104 S1:2 Q+5% (2 85%)/ S2 abo S3: 2 Q (280 %) (%)
MiHimanbHe 3Ha4YeHHs 102 Ons indopmauit (%)
MakcumanbHe 3Ha4eHHst 105 Iins indbopmauii (%)
KinbkicHe BU3Ha4eHHA
AueTturicaniuunosa kucnota (BEPX) 103,8 95-105 (%) Bial 3a9BneHOT KiNbKOCTI
AtopeacTatus (YBEPX) 97,8 95-105 (%) Bifl 3aABNEHO! KiNbKOCTI
Paminpun (BEPX) 1011 95-105 (%) Bif 3asiBNEHOT KiNbKoCTi
CTOpPOHHI BOMIlIKK
Auernncaniumnoea kucnota (BEPX)
Caniuunosa kucnota 0,12 0,5 (%)
Byap-ska iHWwa QoMilLiKa <0,1 <0,2 (%)
Cyma [OMILLIOK 0,12 0,7 (%)
CropoHHi gomiwku ATopBacTaTuH
(YBEPX)
Dowmiwka D <0.1 0.5 (%)
Homiwka H <0.1 <0.5 (%)
[ara aHaniay: 24-04-2024 08:49 [Nara: 24-04-2024 09:56
CraTyc 3aTsepoXeHo 3aTeepmKeHHa 3abesneveHHs akocTi : 3ateepmkeHo  [nignuc]
Dxopai Tom lapcia Beartpis Byect [hxumeHo
KoHTponb sikocTi [nianwuc] 3abesneyeHHs AKOCTI
Creuudikauis: 1308197 TRINOMIA100/20/10 28C UA (gen/ver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046768 RAMIPRIL 10MGCOMP.RECAAR UA (gen/ver: 21)
[newatka] 2046766 AAS 50MG COMP.REC. AAR UA (gen/ver: 2/1)

BHYTRIWHIM Koa KomnaHil

Crop.2i33



NOroTUN KOMMAHIT
(NEPEKNAL)

CepTudikat aHanisy deppep IHTepHauioHans, C.A.

MpoaykT: TpuHOMIA® Kancyaun Teepai no 100 mr/20 mr/10 mr Ne 28 (YKPATHA)

Kop 1308197 Cepisn: VOO1

Poawmip cepii: 10204 YN Hara supo6Huurea: 17-11-2023
Tepmid npugaTtHocTi: 11-2026
Cepist HeposhacoBaHoro npoaykTy:  24B0983 2046764 23K5356 2046766
2315524 2046768 2315532 2046773

MorasHukn Pesynbraty Bumoru
Byab-sika iHWwa gomitlka <0,1 <0.2 (%)
Cyma AOMiLLIOK <01 <1.0 (%)
CTopoHHi gomiwku Paminpun (BEPX)
Oowiwwka D (PaMinpun guketoninepasuH) 0,1 < 1.0 (%)
[owiwka E (Paminpun giauva) <0,1 < 0.5 (%)
Bynb-sika iHWa aomillka <0,1 0.2 (%)
Cyma AoMilloK 0,1 < 1.5 (%)
EHaHTioMep aTopeacTatuHy (BEPX)
Dowiwka E 0,1 £0.3 (%)
Mikpo6ionoriyHa yucTtoTa
TAMC <10 He Ginbiue 103 KYO/r
TYMC ' <10 He Binblue 102 KYO/r
Escherichia coli Bignosinae BigcyTHicTe Escherichiacolis 11

MpuMiTKK 00 BUNYCKY:

NS TeCTy PO3YMHEHHS Pe3YNbTaTU CepeAHIX 3HaueHb, BUSHaueri MakcuMyMu i MiHiMymu noBuHHI ByTu npeacTasneti.
ToBuHHI ByTy NpefcTaBneHi AaHi Npo BiAnoBIAHUYA piBeHb posuuHerHs (S1, S2 abo S3) y sianosigHocTi 3 €8p. Gapm.
MikpobionoridHa YMcToTa NPOBOAUTLCS NEPICANYHO KOXHI 3 BUPOBHUYI cepii.

BuaHaueHHs EHaHTiOMepyY aTopBacTaTuhy NpoBOAUTECS nepiofnyHo koxHi 10 BUpoBHUUMX cepiit (MiH. 1 pas B piK).
Lle#t cepTudbikaT SIKOCTi Ha cepilo nikapcbKoro npenapaty Ta aHanis Oynu BUKOHaHi y BIANOBIAHOCTI 3 MeToAamu
KOHTPOMHO AKOCTI.

Cuna giilakTusHicTb: 1 kancyna MictuTb 100 Mr KMUCNOTY aueTuncaniuunosol, 20 Mr aTopBacTaTUHy (y Burnsagi
aropsacTaTUHy Kanbuito Tpurigpaty) Ta 10 Mr paminpuny.

Bua Ta poamip ynakosku: no 7 kancyn y 6nictepi; no 4 Gnictepu B kapToHHil kopobui.

Nikapcbka dopma: karicynu Teepai no 100 mr/20 mr/10 mr.

PeectpauiitHe noceiaveHHs B Ykpaini: Ne UA/15408/01/01

BupoBruk: Oeppep IHTepHauionans, C.A.

BupoBHuia finbruuga; Qxoat Byckanna, 1-9, CAHT-KYFAT-OENL-BANNEC, 08173 bapcenora

Homep niuexsii: MIA-0183

KpaiHa-BmpobHuK: lcraHia

[ara aHaniay: 24-04-2024 08:49 Iara: 24-04-2024 09:56

Craryc 3aTBepkeHo 3aTsepmKeHHs 3abesnedeHHs akocTi : 3ateepmxero  [nignuc)
Hxopai Tom lapcia Beatpi3 Byect [IxumeHo
KoHTponb AkocTi [nignuc] 3abeaneveHHA AKoCTi

Creumndixauis: 1308197 TRINOMIA100/20/10 28C UA (gen/ver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (geniver: 2/1)
2046768 RAMIPRIL 10MGCOMP.RECAAR UA (gen/ver: 21)

[newatka] 2046766 AAS 50MG COMP.REC. AAR UA (gen/ver: 2/1)

BHYTpiWHiM Kog KomnaHii

Crop.3i33



Ferrer Internacional S A.
Planta Especialidades Farmacéuticas

r r C/ Joan Buscalla 1-9
08173 Sant Cugat del Vallés

CERTIFICATE OF RELEASE AND GMP

COMPLIANCE
=2 |Product TRINOMIA® 100 mg / 20 mg/ 10 mg 28 HARD CAPSULES (UKRAINE)
57 | Code: 1308197
ém Batch: V001
§: Manufacturing date:  17-11-2023 Delivery:
Expiry date: - 112026 Amount: 10204,000 UN
£ [Release date: . 24-04-2024
£

Documento firmado electranicat

CERTIFICATION STATEMENT:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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
Authorisation 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.

Release notes:

Qualified Person

QA APPROVED
Eduard Comos Callergues

24/04/2024 12:21

ertificado_fiberacion_fisa_ml_ukr.rep / 1.1 Pag. 1 de 1



Ferrer Internacional S.A.

Planta Especialidades Farmacéuticas
C/ Joan Buscalla 1-3

08173 Sant Cugat del Vallés -
Barcelona - Espafia / Spain

ferrer

Certificate of analysis FERRER INTERNACIONAL, S.A.

Quality Control

Certificado_global_FISA_ml_ukr.rep / v1.0

- Material.  TRINOMIA® 100 mg /20 mg /10 mg 28 HARD CAPSULES (UKRAINE)
£ | Code: 1308197 Batch: V001
& % Amount: 10204,000 UN Manufacturing date: 17-11-2023
g3 Expiry date: 11-2026
$ £ |Semifinished batch: 24B0983 2046764  23K5356 2046766
§7 2315524 2046768 2315532 2046773
§ m Components Result Requirements
“ PHYSICAL-CHEMICAL CONTROL
CAPSULES APPEARANCE PASS NUMBER 0 SIZE HARD SHELL GELATINE
gt CAPSULES WITH OPAQUE PALE PINK-
8¢ COLOURED BODY AND CAP, IMPRINTED WITH
55 "AAR 100/20M0" CONTAINING TWO
E g ACETYLSALICYLIC WHITE OR NEARLY WHITE
3t FILM-COATED TABLET ENGRAVED "AS", TWO
ATORVASTATIN GREENISH-BROWNISH FILM-
2L COATED TABLETS ENGRAVED "AT" AND ONE
o3 RAMIPRIL PALE YELLOW FILM-COATED
TABLET ENGRAVED "R1"
IDENTIFICATION
ASA IDENTIFICATION (HPLC) POSITIVE RT COINCIDES WITH THAT OF THE
REFERENCE STANDARD
ASA IDENTIFICATION (UV) POSITIVE UV SPECTRUM COINCIDES WITH THAT OF THE
REFERENCE STANDARD
ATORVASTATIN IDENTIFICATION (UHPCL) POSITIVE RT COINCIDES WITH THAT OF THE
REFERENCE STANDARD
ATORVASTATIN IDENTIFICATION (UV) POSITIVE UV SPECTRUM COINCIDES WITH THAT OF THE
REFERENCE STANDARD
RAMIPRIL IDENTIFICATION (HPLC) POSITIVE RT COINCIDES WITH THAT OF THE
o REFERENCE STANDARD
RAMPRIL DENTIFICATION (UV) POSITIVE UV SPECTRUM COINCIDES WITH THAT OF THE
REFERENCE STANDARD
TESTS : '
DISINTEGRATION 5 <= 30 (min)
WATER CONTENT 3.0 <=6.0 (%)
UNIFORMITY OF DOSAGE
UNIFORMITY OF DOSAGE UNITS (M.V.) ASA PASS (LEVEL L1) COMPLIES Eur. Ph.
ATORVASTATIN UNIFORMITY OF DOSAGE (C.U) PASS (LEVEL L1) COMPLIES Eur, Ph.
UNIFORMITY OF DOSAGE UNITS (C.U.) RAMIPRIL PASS (LEVEL L1) COMPLIES Eur, Ph,
DISSOLUTION TEST
ASA DISSOLUTION TEST (HPLC) PASS (LEVEL 81) COMPLIES PH, EUR, (Q=80% at 30 min)
ASA AVERAGE 99 S1:>= Q+5% (>=85%) / 52 or $3: >= Q (>=80%)
(%)
Analysis date: 24-04-2024 08:49 Date: 24-04-2024 09:56
Status APPROVED QA Approval: APPROVED
Jordi Tomé Garcia Beatriz Wuest Gimeno om)

Quality Assurance i

1308197 TRINOMIA100/20/10 28C UA (geniver: 4/1)

2046764 TRINOMIA 100/20/10 AAR UA (geniver: 1/1)
2046773 ATV 10MG COMP.REC.{AAR) UA (genfver: 2/1)
2046768 RAMIPRIL 10MGCOMP.RECAAR UA (geniver: 2/1)
2046766 AAS 50MG COMP.REC. AAR UA (gen/ver. 2/1)

Specification:

Page 1 0of 3




Ferrer Internacional S.A.

Planta Especialidades Farmacéuticas
C/ Joan Buscalla 1-9

08173 Sant Cugat del Valles
Barcelona - Espafia / Spain

ferrer

Certificate of analysis FERRER INTERNACIONAL, S.A,

- Material. ~ TRINOMIA® 100 mg / 20 mg /10 mg 28 HARD CAPSULES (UKRAINE)
4% | Code: 1308197 Batch: V001
; % Amount: 10204,000 UN Manufacturing date: 17-11-2023
Expiry date: 11-2026
% “ Semi finished batch: 2480983 2046764  23K5356 2046766
@ : 2315524 2046768  23L5532 2046773
f : Components Result Requirements
u " ASA MINIMUM VALUE 94 FOR INFORMATION (%)
ASA MAXIMUM VALUE 102 FOR INFORMATION (%)
£ : ATORVASTATIN DISSOLUTION TEST (UHPLC) PASS (LEVEL §1) COMPLIES PH. EUR. (Q=75% al 30 min)
; £ ATORVASTATINAVERAGE 94 S1:>= Q5% (>=80%) / S2 0R §3: >= Q (>=75%)
i (%)
B ATORVASTATIN MINIMUM VALUE 88 FOR INFORMATION (%)
¢ ATORVASTATIN MAXIMUM VALUE 97 FOR INFORMATION (%)
ek RAMIPRIL DISSOLUTION TEST (HPLC) PASS (LEVEL 81) COMPLIES PH. EUR. (Q=80% at 30 min)
RAMIPRIL AVERAGE 104 (3/1) >= Q5% (>=85%) / S2 or 53: >= Q (>=80%)
OD
RAMIPRIL MINIMUM VALUE 102 FOR INFORMATION (%)
RAMIPRIL MAXIMUM VALUE 105 FOR INFORMATION (%)
ASSAY
ACETYLSALICYLIC ACID (HPLC) 103.8 95.0-105.0 (%)
ATORVASTATIN (UHPLC) 97.8 95.0-105.0 (%)
RAMIPRIL (HPLC) 1011 95.0-105.0 (%)
ASA RELATED SUBSTANCES (HPLC) 4
SALICYLIC ACID 0.12 <= 05 (%)
ANY OTHER IMPURITY (ASA) <0.1 <=02 (%)
TOTAL IMPURITIES (ASA) 0.12 <= 0.7 (%)
ATORVASTATIN RELATED SUBSTANCES (UHPLC)
MPURITY D <0.1 <= 05 (%)
IMPURITY H <0.1 <=05 (%)
SINGLE UNKNOWN IMPURITIES <0.1 <= 02 (%)
TOTAL MPURITIES (ATORVASTATIN) <0.1 <= 1.0 (%)
RAMIPRIL RELATED SUBSTANCES {HPLC)
RAMIPRIL DIKETORIPERAZINE (IMP D) 0.1 <=1.0 (%)
RAMIPRIL DIACID (IMP E) <0.1 <=0.5(%)
ANY OTHER IMFURITY (RAMIPRIL) <0.1 <=02(%)
TOTAL MPURITIES (RAMIPRIL) 0.1 <= 15 (%)
PUREZA ENANTIOMERICA (HPLC)
Analysis date: 24-04-2024 08:49 Date: 24-04-2024 09:56
Status APPROVED QA Approval: APPROVED

Jordi Tomé Garcia Beatriz Wuest Gimeno

Quality Control Quality Assurance

1308197 TRINOMIA100/20/10 28C UA (gen/ver: 4/1)

2046764 TRINOMIA 100/20/10 AAR UA (geniver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (genfver: 2/1)
2046768 RAMIPRIL 10MGCOMP.RECAAR UA (geniver: 2/1)
2046766 AAS 50MG COMP.REC. AAR UA (gen/ver: 2/1)

Specification:
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Ferrer International S.A.
Planta Especialidades Farmacéuticas

C/ Joan Buscalla 1-3
e rre fw 08173 Sant Cugat del Valles
Barcelona - Espafia / Spain

Certificate of analysis FERRER INTERNACIONAL, S.A,

Materia.  TRINOMIA® 100 mg / 20 mg / 10 mg 28 HARD CAPSULES (UKRAINE)

Code: 1308197 Batch: V001
Amount: 10204,000 UN Manufacturing date: 17-11-2023
' Expiry date: 11-2026

Semi finished batch: 2480983 2046764  23K5356 2046766
2315524 2046768 2315532 2046773

Components Result Requirements
IMPURITY E (ATORVASTATIN) 0.1 <= 03 (%)

MICROBIOLOGICAL CONTROL

_TAMC ' <10 <= 10° (cfulg)

STyMe - T <10 <= 107 (cfufg)
ESCHERICHACOL © © - PASS ABSENCE IN 1g SAMPLE

1D Proceso de firma electrénica avanzada: ecades3c-240d-4602-836-02¢cc7f14dch3

Documento firrnado electrinicamenté a través de Signaturit, Soluticns, S.i. en 28/04/2024 07:39:06 UTC

Release notes: Average, maximum and minimum values obtained should also be reported. Reference to which level of Ph. Eur. {S1, S2 or S3) applies will be
also reported.
Microbiological control is performed periodically every 3 manufactured batches.
Atorvastatin enantiomeric purity is performed periodically every 10 manufactured batches (min. 1 batch per year).
This as a batch quality certificate for medical product and the analysis has been done according to quality control methods.
Strength/Potency: 1 capsule contains 100 mg Acetylsalicylic acid, 20 mg Atorvastatin (as atorvastatin calcium trihydrate) and 10 mg Ramipril
Package size and type: 7 capsules in blister; 4 blisters in carton box
Dosage form: capstles, hard, 100 mg/20 mg/10 mg
Marketing Authorization number in Ukraine:UA/15408/01/01
Manufacturer: Ferrer Internacional, S.A. .
Manufacturing site: Joan Buscalla, 1-9, Sant Cugat del Valles, 08173 Barcelona
License number: MIA-0183
Country of origin: Spain

Analysis date: 24-04-2024 08:49 : Date: 24-04-2024 09:56

Status APPROVED - : QA Approval: APPROVED
Jordi Tomé Garcia Beatriz Wuest Gimeno !

Quality Assurance - .
Specification: 1308197 TRINOMIA100/20/10 28C UA (geniver: 4/1)
2046764 TRINOMIA 100/20/10 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.{AAR) UA (geniver: 2/1)
2046768 RAMIPRIL. 10MGCOMP.RECAAR UA (genfver: 2/1)
2046766 AAS 50MG COMP.REC. AAR UA (geniver: 2/1)

Quality Control
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