NEPKABHA CJIVKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHiBCBHKIN OBJIACTI

npoB. Ceitimynoi Haii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBe3eHOro B YKpaiHy JIiKapchKoro 3aco0y
27.08.2024 Ne 42051/24/1011
TPUHOMIA®

(HaliMeHyBaHHA NiKapchbKoTo 3acoby 3TiAHO 3 PEECTPAIiIHHIM MOCBITIEHHAM)
Kkancysm Teepai mo 100 mr/20 mr/5 mr; mo 7 kancyJt y 6uicrepi; mo 4 Gaicrepu B KApTOHHIA
KopooIIi
(thopma BHMYCKY, I03yBaHH, BHJ| TaKyBaHHA JTikapchKoro 3acoby)

Homep peectpauniiimoro moceiguenns UA/15409/01/01 crpok nii peectpauiiinoro mocsixgents 01.01.2099
Cepis mikapcekoro 3acoby Ne V001 KinbkicTh BBe3eHor0 nikapcnkoro 3acoby 1260

BupobHuk Deppep Iurepuanionans, C.A., Icnanis
(HaiiMeHyBaHHA BHPOOHHUKa likapchKoro 3acoly, kpaiHa IIOXOKEHHS)

Bseseno B Ykpainy Toeapucrso 3 o0MexeHol0 BinnosinanbuicTio "ACIHO YKPATHA",
inenT. xom: 42274733

(naiimMenyBanns Ta kof 3a €JIPTIOY topuauuH0i 0ocobu abo mpiseuie, iM's, 10 GaThKoBi (izHuHOT
ocobu - migmpHeMI, ii MicLie IPOXKMBAaHHA Ta peccTpalliiiHuil HoMep 00TiKOBOT KAPTKH IJIATHHKA
nozaTkis abo cepis Ta HOMep nacnopra)

Mporokoa Bisyansnoro kontpoato ix 20.08.2024 Ne 2479/3.

3a pesyneTaTaMHM JEpaBHOTO KOHTPOJIO BCTAHOBNEHO, IO JikapchkuH 3aci6 Bmeseno B VYkpainy 3

JOTPHMAHHSAM BuMOr 3aKOHOJABCTBA IIO0 3abe3MeyeH s AKOCTI JIKapehKuX 3aco0iB.
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EP)KABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHiBCHKI OBJIACTI

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
npo AKICTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody

02.07.2024 Ne 31921/24/1011

TPUHOMISA®
(HaliMeHyBaHHS TiKAapCRKOTO 3ac0o0Y 3TLIHO 3 PEECTPALiHUM MOCBIIYEHHAM)
kancyau Teepi mo 100 mr/20 mr/5 mr; mo 7 xancya y daicrepi; no 4 djicrepu B KapTOHHIi
Kopoo1i
(thopma BHITyCKY, 03yBaHHA, BUA MaKyBaHHA JTiKapcsKoro 3acoby)

Homep peecrpariiiroro moceiggenns UA/15409/01/01 crpox aii peectpaniiiroro nocsiguents 01.01.2099
Cepis nikapcekoro 3acoby Ne V001 KinskicTs BBE3eHOTO NiKapchkoro 3acoby 2520

Bupo6HHk Deppep InTepranionans, C.A., Icnanis
(HaiiMeHyBaHHSA BUpOOHHKa JTiKapCHKOTO 3ac0o0y, KpaiHa MOXO0/KEHHA)

BseseHo B Ykpainy ToBapucTBo 3 06MekeHo0 BinnosinaabuicTio "ACIHO YKPAITHA",

inent. xon: 42274733
(naitMeHyBanHs Ta ko1 3a €JIPTIOY 1opuanaHoi ocobu abo npissulue, iM's, Mo BaTbkoBi hisHTHOI

0cOo6H - MiANmpHeML, ii MicIle IPOKMBaHHA Ta peccTpamiiiiuit HoMep 00IiKOBOT KAPTKHU IUIATHHKA
nojatkis abo cepif Ta HOMEp Nacnopra)

Iporokon BisyansHoro kontpoio six 21.06.2024 Ne 1824/9.

3a pesylTbTaTaMH JIEPKABHOTO KOHTPOJNIO BCTAHOBNEHO, IO Jikapchkuil 3aci6 BBeseHo B Vikpainy 3

JOTPUMAHHAM BiMOT 3aKOHOAABCTBA IIOJ0 3afe3neueHHs AKOCTI JIIKapCEKHX 3aco0iB.
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Biktop CTE®KIBCHKMH

(ininianm Ta npizsMuie)



NEP)KABHA CJIIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKINA OBJIACTI

npog. CeiTmaunoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3EHOr0 B YKPaiHy JiKapcLKOro 3acody

13.06.2024 Ne 28553/24/10

TPUHOMIA®

(HaliMEHyBaHHS NTiKAPCEKOT0 3ac00Y 3TiHO 3 peecTpalliifHUM MOCBIICHHAM)
kancysm Teepai no 100 Mr/20 mr/5 mr; mo 7 kancya y Guicrepi; no 4 Gricrepu B KAPTOHHIM
Kopooui

(popma BHITYCKY, HO3YBAHHA, BULL naxysamm mxapcmorn 3acoby)
Homep peecrpauiiinoro noceigenns UA/15409/01/01 crpox nii peectpaniiinoro nocsixdeHHs OI 01 2099
Cepis nikapcrkoro 3aco6y Ne V001 KinkicTs BBe3eHOTO TiKkapeskoro 3acoby 6300

Bupobunk ®eppep Iurepranionans, C.A., Icnanis
(HaiiMeHyBaHHs BUPOOHHKa Jikapcekoro 3acoby, Kpailia MoXo/uxeHH:)

Baeseno B Vkpainy . TopapmcTBo 3 odMexenoro BinnosigansnicTio "ACIHO VKPATHA",
iment. kom: 42274733

(HaiiMeHyBaHHs Ta Koft 3a €JIPTTOY ropuaninoi ocobw abo npissHIIe, iM'a, Mo OarbkoBi (izHIHOL
0cOBH - IAIPHEMILA, Ti Miclle IPoKHBaHHA Ta pecCTpartiitiuii HomMep 00NiKOBOT KAPTKH MIaTHHKA
nojaTkis abo cepia Ta HOMep racropra)

IpoToko Bi3yaJbHOI0 KOHTPOIIO B 07.06.2024 Ne 1617/10.

3a pesynsTaTaMH JIEPKABHOTO KOHTPONIO BCTAaHOBIEHO, IO mikapcekuii  3aci6 BBeseHo B YKpainy 3

JAOTPUMAHHSAM BHMOT 3aKOHO/IABCTBA OO 3a0€3NCYCHHA AKOCT] JIKAPCHKUX 3acobiB.

JKPATH

3 S TAKOK
X‘SIQ% \\."\HHH rp

Bixtop CTEGKIBCHKWHA
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NOroTvN KOMNAHIT
(NEPEKAAA)

CEPTU®IKAT BUMYCKY | BIANOBIAHOCTI GMP

Hazea npoaykTty: TpuHomis® kancynu Teepai no 100 mr/20 mr/5 mr Ne 28 (YKPAIHA)

Kon 1308198

Cepisa: V001

Hata supobHuuTea: 20-09-2023 MocTaBKa:

Tepmin npuaartHocTi: 09-2026 Poamip cepii: 10178 YT
[arta sunycky: 18-04-2024

3agea npo cepTudikaLito:

Lium niaTeepmxyio, WO BULieBKasaHa iHchopMallis € [oCTOoBipHOW i TouHOW. [laHa cepia npoaykuii
BWFOTOBMEHA, BKIIOHAIOHM YNAKOBKY/MapKyBaHHs | KOHTPONb AKOCTI Ha BKasaHil AinbHUUI(-UAX) y NOBHIA
BignosigHocTi 3 BuMoramu GMP micuesum PerynatopHum OpraHoM, a Takox y BignosigHocTi 3i
cneuudikaLiaMu, Wo MicTUTbes B PeecTpauiitHomy [locke KpaiHu-iMnopTepa 4u B A0ChE cneuudikallii
Ha npenapat Ans JocniaxysaHoro Jlikapcekoro 3acoby. MpoTokonu BUpOGHWLITBA, YNakoBKW Ta aHaniay
Bynu nepernsaHyTi | BCTaHOBNEHO BignosigHicTe GMP.

MpUMiTKK A0 BUNYCKY:

[Mignuc]

YnoeHoBaxeHa ocoba

[MeuvaTka] 3aTBepaxeHo Bigainom sabeaneyeHHA AKOCTI
Enyapa Komoc Kanneprec

18/04/2024 12:00

BHYTpILWHIN KoA KoMNaHil Crop.1lis1l



NOroTUN KOMNAHI
(NEPEKNAL)

Ceptudpikat aHaniay deppep IHTepHauioHans, C.A.

NpoaykT: TpuHoMia® Kancynwm Teepai no 100 mr/20 mr/5 mr Ne 28 (YKPAIHA)

Koa 1308198 Cepis: V001
Posmip cepii: 10178 YN NaTa BupoBHuyTea: 20-09-2023
MocTaeka: Tepmin npupaTtHocTi: 09-2026

Cepisi HepoatbacoBaHoro npoaykty: 24B0533 2046765 23J4942 2046766
23J4744 2046769 23J4810 2046773

lMoKasHUKU | Pesynbrar Bumoru

dizuKo-XimiuHuii KOHTpOAb

Onuc kancyn Bignosinae Henposopi, TBEPAi XenaTUHOBI Kancyni posMipom
HoMep 0, 3 KoBnaykoM Bnifo-poxeBoro Konbopy i
KOpNYCOM CBITNO-ciporo konsopy, 3 HanucoM "AAR
100/20/5", wo MiCTATb nBi TabneTku
aueTMncaniuMnoBoi KWACMNOTH, BKPUTI NNiBKOBOK
obonoHkot, Ginoro abo maibke Binoro Konbopy 3
rpagitoBaHHsiM "AS", ABi TabneTku aTopBacTaTuHy,
BKPWTI NNiBkoBotlo oBonoHkoro, 3eneHysato-6yporo
Konbopy 3 rpasitoBaHHAM "AT" i oaHy Tabnetky
paminpuny, BKpWTY nniekosoto oBonoHkoto, 6nigo-
XOBTOr0 KOMbOpY 3 rpasitoBaHHaM "R5".

|peHTUbikaLin

Auetuncaniuunosa kucnota (BEPX) Mo3uTUBHO [MoBUHHO BiANOBIgATA CTaHAAPTY
Auetuncaniuunosa kucnota (Y&) MoauTusHo MoBUWHHO BigNOBIAATY CTaHaapTy
ATtopsacTaTuH (YBEPX) MoauTueHO MoBWHHO BiOMNOBIAATH CTAaHAAPTY
ATopBacTaTuH (YP) [Mo3auTueHO MoBWHHO BignNoBigaT cTaHAapTy
Pawminpun (BEPX) MoauTueHo " MoBWHHO BigNOBIAATU CTaHAApPTy
Paminpun (Y®) Mo3nTUBHO [MoBWHHO BIANOBIAATU CTaHA4apTy
Tectu
PoanagaHHs 6 He 6inbwe 30 XBUNWUH
Bmict Bogu 29 He 6Ginblwe 6,0 %
OaHopiaHicTL A030BaHUX 0AUHULL
AueTtuncaniyunoea kucnora Bignoeinae MosuHHO Bianosinatu (Esp. ®apM.)
(piBeHb L1)
ATopBacTaTvH Bianosinae | Mosuro signosinatu (Eep. dapm.)
(piBeHb L1)
Paminpun Bianosinae | Nosumro signosinatu (Eep. dapM.)
(piBeHb L1)
[Nata aHaniay: 17-04-2024 11:30 [Narta: 18-04-2024 08:16
Cratyc 3aTteepaxeHo 3aTBepkeHHs 3abeaneveHHs AkocTi @ 3aTeepaxero  [nignuc]
Dxopai Tom Mapcia BeaTpis Bect lNimeHo
KoHTponb AkocTi [nianuc] 3abeaneyeHHA AKOCTI

Cneundikauis: 1308198 TRINOMIA100/20/5 28C UA (gen/ver: 4/1)
2046765 TRINOMIA 100/20/5 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046769 RAMIPRIL 5MG COMP.RECAAR UA (gen/ver: 2/1)

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

BHYTpILLHIH Ko KomnaHil

Crop.1i33



NOroTUN KOMNAHII
(MEPEKNAL)

Ceprtudpikat aHaniay

deppep IHTepHauioHans, C.A.

MpoaykT: TpUHOMIA® Kancyau Teepai no 100 mr/20 mr/5 mr Ne 28 (YKPATHA)

Kop 1308198

Cepisn: V001

Po3amip cepii: 10178 YN
MocTaBka:

Cepisi HepoadhacoBaHoro NnpogykTy:  24B0533

2046765 23J4942 2046766
23J4744 2046769 23J4810 2046773

Oata Bupo6HuuTBa: 20-09-2023
TepmiH npuaaTtHocTi: 09-2026

MoKasHUKK ] Pe3ynbTatu i Bumoru

Po3yuHeHHA

AueTtuncaniyunosa kucnota (BEPX) Bignoeinae Q=80 % 3a 30 xeunuH (Bianosinae €sp. ®apm.)
(piBeHb S1)

CepefiHe 3Ha4YeHHsA 101 S$1:2 Q+5% (2 85%) / S2 abo S3: 2 Q (280 %) (%)

MiHiMansHe aHa4YeHHA 100 [ns indopmalii (%)

MakcumansHe 3HadeHHs 104 Ang indopmadii (%)

AtopsacTatuH (YBEPX) Bignosinae Q=75 % 3a 30 xsunuH (Bignoeinae €sp. ®apm.)
(piBeHb S1)

CepefiHe 3Ha4YeHHs 97 S1:2 Q+5% (2 80%) / S2 abo S3: 2 Q (275 %) (%)

MiHiManbHe 3HaYeHHa 91 Ons indopmauii (%)

MakcumMansHe 3Ha4eHHA 101 [Ons iHdopmauii (%)

Paminpun (BEPX) Bignoginae Q=80 % 3a 30 xsunuH (signosigae €sp. Papm.)
(piBeHb S2)

CepefiHE 3HaYEHHS 85 S1:2 Q+5% (2 85%) / S2 abo S3: 2 Q (280 %) (%)

MiHiManesHe 3Ha4YeHHA 77 Ona indhopmadii (%)

MakcumanbHe 3Ha4YeHHs 91 [Lins iHcbopmauii (%)

KinbkicHe BU3Ha4YeHHA

AueTtuncaniyunosa kucnota (BEPX) 100,3 95-105 (%) Bin 3asBNEHOI KiNbKOCTI

ATopeacTaTuH (YBEPX) 100,1 95-105 (%) Bin 3asBNEHOI KiNbKOCTI

Paminpun (BEPX) 99,5 95-105 (%) BiA 3asBNEHOI KiNMLKOCTI

CTOpPOHHI AOMiIlLKK

AueTtuncaniumnosa kucnota (BEPX)

Caniyunoea kucnoTa 0,12 £0,5 (%)

Byab-sika iHWa gomiluka <0.05 <0,2 (%)

Cyma [OMILLIOK 0,12 0,7 (%)

CTopoHHi AoMilKWM ATopBacTaTiH

(YBEPX)

Dowmiwka D <0.1 <0.5 (%)

Homiwka H <0.1 <0.5 (%)

[Lata ananiay: 17-04-2024 11:30

Cratyc 3aTBepaxeHo

Dxopai Tom Mapcia

KoHTpon sikocTi [nignuc]
Cneuudikauis:
[neuarkal

BHYTPILWHIK KoA, KoMNaHiT

Dara: 18-04-2024 08:16

3areepmkeHHs 3abeaneyeHHA AKOCTi : 3aTBEPAKEHO
Beartpis Bect limeHo

3abeaneveHHA AKOCT

[nianuc]

1308198 TRINOMIA100/20/5 28C UA (gen/ver: 4/1)
2046765 TRINOMIA 100/20/5 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046769 RAMIPRIL 5MG COMP.RECAAR UA (gen/ver: 2/1)
2046766 AAS 50MG COMP.REC. AAR UA (gen/ver. 2/1)

Ctop.2i33



NOroTHUN KOMNAHIT
(MEPEKNAL)

CepTudikat aHaniay deppep IHTepHauioHans, C.A.

NpoAyKT: TPMHOMIA® Kancyaum Teepai no 100 mr/20 mr/5 mr Ne 28 (YKPATHA)

Kog 1308198 Cepis: V001
Po3awmip cepii: 10178 YN [ata BupobHuuTBa: 20-09-2023
MocTaBka: TepMiH npupatHocTi: 09-2026

Cepia HepoadhacosaHoro npogykty: 24B0533 2046765 23J4942 2046766
23J4744 2046769 23J4810 2046773

MoKasHUKK PesynbraTtun Bumoru
Byab-sika iHWa [oMillKa <0,1 <0.2 (%)
Cyma OOMiLLOK 0,2 <1.0 (%)
CtopoHHi aomiwku Paminpun (BEPX)
[Howiwka D (Paminpun auketoninepasuH) 0,15 £1.0 (%)
Homiwka E (Paminpun giaumg) < 0,05 <0.5 (%)
Byab-AKa iHWa AoMillKa < 0,05 0.2 (%)
Cyma AOoMILLOK 0,15 < 1.5 (%)
Mikpo6GionoriyHa yMcToTa
TAMC <10 He Ginble 10° KYO/r
TYme : <10 He Ginblwe 102 KYO/r
Escherichia coli Bignosinae BigcyTHicTk Escherichia colis 11

MNpUMITKKU Ao BUNYCKY:

[Ns TecTy Po3YNHEHHA pesyrnbTaTh cepeaHix 3HaueHb, BU3HaYEHi MakcUMyMu i MiHIMyMI NOBUHHI ByTu NpeAcTaBneHi.
MoBuHHI BYTW NpescTaBneHi AaHi Npo BiANOBIAHWIA piBeHb po3unHeHnHs (S1, S2 abo S3) y signosigHocTi 3 €8p. dapm.
MikpoBionoriyHa YicToTa NPOBOAUTLECA NEPIOAUYHO KOXHI 3 BUpPoBHUYI cepil.

BuzHaueHHs EHaHTioMepy aTopBacTaTiHy NpoBoavTLCA NepioAuYHO KoxHi 10 BUpoGHUUKMX cepilt (MiH. 1 pas B pik).
Lleit cepTudikaT sKocTi Ha cepilo nikapcbKoro npenaparty Ta aHarnia Bynu BuKoHaHi y BIiANOBIAHOCTI 3 MeToAaMM
KOHTPONIO AKOCTI. )

Cuna fii/akTusHicTb: 1 kancyna Mictute 100 Mr kKucnoTu ayetuncaniuunosoi, 20 Mr atopsacTaTuHy (y BUMNsAI
aTopBacTaTUHy Kanbuito Tpuriapaty) Ta 5 Mr paminpuny.

Bua Ta poamip ynakoku: no 7 kancyn y 6nictepi; no 4 Gnictepu B kapToHHii kopoBui.

Nikapckka dhopma: kancynu TeepAdi no 100 mr/20 mr/5 mr.

PeecTpauijiiHe nocsigueHHs B YkpaiHi: Ne UA/15409/01/01

BupobHuk: ®eppep IHTepHauioHans, C.A.

BupoBHuya ainbHuua: DxoaH Byckanna, 1-9, CAHT-KYIAT-IENB-BANIEC, 08173 bapcenoHa

Homep niuensii: MIA-0183

KpaiHa-eupobHuk: lcnaHis

Nata ananisy: 17-04-2024 11:30 Nata: 18-04-2024 08:16

Crartyc 3aTBepoKeHo 3aTBeparkeHHA 3abeaneyeHHs AKOCTI : 3aTBepikeHo [mianuc]
Ixopai Tom lMapcia Beatpia Bect lNimeHo

KoHTponb skocTi [nianuc] 3abeaneyeHHs AKOCTI

Creundikauis: 1308198 TRINOMIA100/20/5 28C UA (gen/ver: 4/1)
2046765 TRINOMIA 100/20/5 AAR UA (gen/ver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046769 RAMIPRIL 5MG COMP.RECAAR UA (gen/ver: 2/1)

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

BHYTPIWHIM Koa KoMNaHii

Crop.3i33
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Ferrer Intermacional S.A.
Planta Especialidades Farmacévticas

fe r re r C/ Joan Buscalla 1-9
08173 Sant Cugat del Valles

Barcelona - Espana / Spain

CERTIFICATE OF RELEASE AND GMP

COMPLIANCE
Product: TRINOMIA® 100 mg / 20 mg / 5 mg 28 HARD CAPSULES (UKRAINE)
Code: 1308198
Batch: V001 !
Manufacturing date: ~ 20-09-2023 Delivery:
Expiry da:te‘; 09-2_026 Amount: 10178,000 UN .
Release date:. . = 18-04-2024 |
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

18/04/2024 12:00

ertificado_liberacion_fisa_ml_ukr.rep / 1.1 Pag. 1 de 1



Ferrer Internacional S.A.
Planta Especialidades Farmacéuticas

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

Barcelona - Espafia / Spain

Certificate of analysis FERRER INTERNACIONAL, S.A.

Material: ~ TRINOMIA® 100 mg / 20 mg / 5 mg 28 HARD CAPSULES (UKRAINE)

Code: 1308198 Batch: V001
Amount: 10178,000 UN Manufacturing date: 20-09-2023

Expiry date: 09-2026
Semi finished batch: 2480533 2046765  23J4942 2046766 :
23J4744 2046769 234810 2046773
Components Result Requirements

PHYSICAL-CHEMICAL CONTROL

CAPSULES APPEARANCE PASS NUMBER 0 HARD SHELL GELATINE CAPSULES
WITH OPAQUE PALE PINK-COLOURED CAP
AND CPAQUE LIGHT GREY-COLOURED BODY,
IMPRINTED WITH "AAR 100/20/5" CONTAINING
TWO ACETYLSALICYLIC WHITE OR NEARLY
WHITE FILM-COATED TABLET ENGRAVED "AS",
TWO ATORVASTATIN GREENISH-BROWNISH
FILM-COATED TABLETS ENGRAVED "AT" AND -
ONE RAMIPRIL PALE YELLOW FILM-COATED
TABLET ENGRAVED "R5"

1D Proceso de firma electrénica avanzada: 72b703cd-192e-41f2-aa10-92f6ea763d9¢c

Documento firmado electranicaments a través de Signaturit, Solutions, S.L. en 19/04/2024 06:23:41 UTC

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 EPECTRUM COINCIDES WITH THAT CF THE
_ . REFERENCE STANDARD _
RAMIPRIL IDENTIFICATION (HPLC) POSITIVE RT COINCIDES WITH THAT OF THE
REFERENCE STANDARD
RAMIPRIL IDENTIFICATION (UV) POSITIVE UV SPECTRUM COINCIDES WITH THAT OF THE
REFERENCE STANDARD
TESTS 3
DISINTEGRATION 6 <= 30 (min)
WATER CONTENT 29 <=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 $1) COMPLIES PH. EUR. (Q=80% at 30 min)
ASA AVERAGE 101 S1:>= Q+5% (>=85%) / 52 or 83: >= Q (>=80%)
(%)
Analysis date: 17-04-2024 11:30 Date: 18—04-2(?24 08:16
Status APPROVED QA Approval: APPROVED
Jordi Tomé Garcia Beatriz Wuest Gimeno f/_{u%g
Quality Control - Quality Assurance ( &
Specification: 1308198 TRINOMIA100/20/5 28C UA (geniver: 4/1)

2046765 TRINOMIA 100/20/5 AAR UA (geniver: 1/1)
2046773 ATV 10MG COMP.REC.(AAR) UA (gen/ver: 2/1)
2046769 RAMIPRIL 5MG COMP.RECAAR UA (genver. 2/1)
2046766 AAS 50MG COMP.REC. AAR UA (genver: 2/1)
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s ferrer

Certificate of analysis

Ferrer Intenacional S.A.

Planta Especialidades Farmacéuticas
C/JoanBuscalla 1-9 - .

08173 Sant Cugat del Valles
Barcelona - Espaia / Spain

FERRER INTERNACIONAL, S.A.

Material: ~ TRINOMIA® 100 mg / 20 mg / 5 mg 28 HARD CAPSULES (UKRAINE)
Code: 1308198 Batch: V001
Amount; 10178,000 UN Manufacturing date: 20-09-2023
Expiry date: 09-2026
Semi finished batch: 24B0533 2046765  23J4942 2046766
23J4744 2046769  23J4810 2046773
Components Result Requirements
ASA MINIMUM VALUE 100 FOR INFORMATION (%)
ASA MAXIMUM VALUE 104 FOR INFORMATION (%)
ATORVASTATIN DISSOLUTION TEST (UHPLC) PASS (LEVEL S1) COMPLIES PH. EUR. (Q=75% at 30 min)
ATORVASTATIN AVERAGE ) 97 S/1 :)>= Q+5% (>=80%)/S2 oR $3: >= Q (>=75%)
. : : (%
ATORVASTATIN MINIMUM VALUE 91 FOR INFORMATION (%)
ATORVASTATIN MAXIMUM VALUE 101 FOR INFORMATION (%)
RAMIPRIL DISSOLUTION TEST (HPLC) PASS (LEVEL §2) COMPLIES PH. EUR. (Q=80% at 30 min)
RAMIPRIL AVERAGE 85 ?’1: >= Q+5% (>=85%)/S2 or §3:>= Q (>=80%)
%)
RAMIPRIL MINIMUM VALUE 77 FOR INFORMATION (%)
- RAMIPRIL MAXIMUM VALUE 91 FOR INFORMATION (%)
ASSAY
ACETYLSALICYLIC ACID (HPLC) 100.2 95.0- 105.0 (%)
ATORVASTATIN (UHPLC) 100.1 95.0-105.0 (%)
RAMIPRIL (HPLC) 99.5 95.0- 105.0 (%)
ASA RELATED SUBSTANCES (HPLC)
SALICYLIC ACID 0.12 <=0.5(%)
ANY OTHER IMPURITY (ASA) <0.05 <=0.2 (%)
TOTAL IMPURITIES (ASA) 0.12 <=0.7 (%)
ATORVASTATIN RELATED SUBSTANCES (UHPLC)
IMPURITY D <0.1 <=0.5(%)
IMPURITY H <01 <=05 (%)
SINGLE UNKNOWN IMPURITIES <0.1 <=0.2 (%)
TOTAL IMPURITIES (ATORVASTATIN) 0.2 <=1.0(%)
RAMIPRIL. RELATED SUBSTANCES (HPLC)
RAMIPRIL DIKETOPIPERAZINE (IMP D) 0.15 <=1.0 (%)
RAMIPRIL DIACID (IMP E) <0.05 <=0.5(%)
ANY OTHER IMPURITY (RAMIPRIL) <0.05 <=02 (%)
TOTAL IMPURITIES (RAMIPRIL) 0.15 <=15(%)
MICROBIOLOGICAL CONTROL )
_ Analysis date: 17-04-2024 11:30 Date: 18-04-2024 08:16
Status APPROVED QA Approval: APPROVED
Jordi Tomé Garcia Beatriz Wuest Gimeno é g}\:l\y,i\ﬁ\a
Quality Control . ,"f,_ Quality Assurance =3
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ferrer

Certificate of analysis

Ferrer Internacional S.A.

Planta Especialidades Farmacéuticas
C/ Joan Buscalla 1-9

08173 Sant Cugat del Vallés
Barcelona - Espana / Spain

FERRER INTERNACIONAL, S.A.

Material: ~ TRINOMIA® 100 mg / 20 mg / 5 mg 28 HARD CAPSULES (UKRAINE)
Code: 1308198 Batch: V001
Amount: 10178,000 UN Manufacturing date: 20-09-2023
Expiry date: 09-2026
Semi finished batch: 24B0533 2046765  23J4942 2046766
23J4744 2046769 234810 2046773

Components Result Requirements

TAMC <10 <= 10° (cfulg)

TYMC <10 <= 102 (cfulg)

PASS

ESCHERICHIA COLI

Release notes:

also reported.
Microbiological control is performed periodically every 3 manufactured batches.

ABSENCE IN 1y SAMPLE

Average, maximum and minimum values obtained should also be reported. Reference to which level of Ph. Eur. (81, $2 or S3) applies will be

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 5 mg Ramipril

Package size and type: 7 capsules in blister; 4 blisters in carton box

Dosage form: capsules, hard, 100 mg/20 mg/5 mg

Marketing Authorization number in Ukraine:UA/15409/01/01

Marwfacturer: Femrer Inlernacional, S.A.

Manufacturing site: Joan Buscalla, 1-9, Sant Cugal del Valles, 08173 Barcelona
License number: MIA-0183

Country of origin: Spain

Analysis date:
Status
Jordi Tomé Garcia

Quality Control

17-04-2024 11:30 Date: 18-04-2024 08:16
APPROVED QA Approval: APPROVED
Beatriz Wuest Gimeno ?_{g\:‘! ",
/_‘}\7{", Quality Assurance T
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