CHEMO JIABOPATOPIOC JIIKOHCA, C.A
Agspa. Mipankamno, 7, ITon. Ing. Mipankamno,
19200 Asyxexa ne Enapec, I'Bananaxapa, Icnanis
Ten: +34 949 34 97 00
®akc: +34 949 26 68 37

CEPTU®IKAT AHAJII3IB

IIpoayknin: TEJIPEC IIJIFOC, Tadaerkun mo 80 Mr/12,5 mr Ne 28 (14 Tada x 2 daicrepa)
Kon: 228864

Cepin: LC59450 Hata supobuunrna: 01.2021 Tepmin npunarnocri: 01.2024
 BHIIPOFYBAHHA | __  BumMoru |  PE3YVIIPTATH
3oeHiwniii euznao Kpyruni, aBoonykii ABowaposi TabneTku 6e3 Bignosinae
obosonku. lap Bia cBiTiO-poKEBOTO /10
POXKEBOTO KOJIBOPY 3 OAHOrO OOKY TaGleTKH,
map Bif 6izoro 1o Maibke 6110r0 KOJILOPY 3
MO>KIIHBUMH BKJIFOYEHHSAMH POXEBOTO
KOJBOPY 3 iHmoro Ooky TabneTku
Booa He 6inbiue 3,0 % 1,9 %
IToenmudpixayia Yac yTprMaHHsS OCHOBHOTO ITiKY Ha Ilo3urnBHMIHA

Tenmicapran (BEPX) XpOMAaTOrpaMi JOCHIPKYBaHOTO PO3YHHY,
NOBUHEH BIANOBIAATH Hacy yTPHMaHHA
OCHOBHOTO ITiKY TeJIMicapTaHy Ha
XpOMaTorpami CTaHAapTHOTO PO3UHHY
Tenmicapran (YO) VY ®-cnexTp 0CHOBHOTO iKYy Ha Xpomatorpami | ITosuTuBHMI
JOCII)KyBaHOTO PO3UHHY, B Aianasoni Big 200
uM j10 400 uM Mae Bignoigath Y ®-cniektpy
HiKy TeJIMicapTaHy CTaHAApPTHOTO PO3YHUHY.
Tigpoxnoporiasua (BEPX) Yac yrpuMaHHs OCHOBHOTO MKy Ha ITosuTuBHHKH
XpOMaTOorpami A0CHiZXKyBaHOTO PO3YHHY,
IOBHHEH BiJTIOBIJATH Yacy YTPUMaHHA
OCHOBHOTO MKy TipOXJOpoTia3uay Ha
XpoMaTorpami CTaHJapTHOTO PO3UUHY.
linpoxnopotiasun (YD) Y ®-criekTp OCHOBHOTO MiKy Ha Xpomarorpami | ITosuTHBHMI
JOCIIDKYBaHOTO PO34HHY, B Aianasoni Big 200
uM 110 400 M Mae Binnosinatn YO-cnextpy
HiKy TiAPOXIOPOTia3uay CTaHAAPTHOTO
PO3YHHY.

Oxcup 3aiiza YepBOHHUIH TeMHo-uepBOHE 3a0apBrieHHs NpU IosutnBHAiA
XapakTepHiil peakuii

Oonopionicms 0030eanux odunuys: | L1=150; L2=250

OHOpiMHICTb BMicTy TenMicaptady | AV = BignosigHo 1o €O 3,1
OZIHOPIAHICTb BMICTY L.1=15,0; L2=25,0
FipoXJI0poTiasuay AV = Binnosiguo fo €O 9,7

Kinvkicne susnauennn

TenMicapTaH 95,0 % - 105,0 % 100,4 %
riApOXJIopoTiasua 95,0 % - 105,0 % 101,7%
Po3uunennsn He menmie 80% (Q) Bia 3asaBaeHOT KiNBKOCTI 101 %
TeNnMicapTaH TeJMicapTaHy IOBUHHO EPEHTH B PO3YHH
yepes 15 xBHIHMH.
KpUTepil NpHAHATHOCTI Binnosigno no €@ (S1, S2 0 S3) 1
Hata 3atBepmxenHs: 26.02.2021 Bupo6GHuya ginsHuLs:
Binnin 3a6esneuenHs sxocti (manuc ta gara): 27.02.2021 JIABOPATOPIOC JIIKOHCA, C.A
Bunyck YnoBHOBa)keHO10 0C006010: Cropinka 1 i3 2

(minmuc ta para) Kpicrina Benenixro I6anec 01.03.2021
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CHEMO

JJABOPATOPIOC JIIKOHCA, C.A
Asna. Mipanxamno, 7, ITon. Ina. Mipankammno,

19200 Asyxexa ne Enapec, 'Bananaxapa, Icnanis

Ten: +34 949 34 97 00
®axkc: +34 949 26 68 37

CEPTU®IKAT AHAJII3IB

Hpoayxkunia: TEJIIIPEC IIVIIOC, Tadnerkn no 80 mr/12,5 mr Ne 28 (14 TtabJ x 2 6aicTepa)

Kon: 228864

Cepisn: LC59450

JdaTta BupooHunTBa: 01.2021 Tepmin npuaarrocTi: 01.2024

Po3uunenns He menme 80% (Q) Bix 3asBieHOT KijIbKOCTI 105 %
TiApOXJIOpoTia3ung FipOXJIOPOTia3uAy HOBMHHO HEPCHTH B

pO3uMH uepe3 15 XBHIHH.
KpuTepii NpUAHATHOCTI BignosigHo no €® (S1, S2 o S3) 1
Homiwxu
Beusotianiazux He 6insme 0,5% 0,1%
XuopoTiaszun He 6inbiie 0,5% <0,1%
HerinoMi omUHUYHI JOMILIKH He 6inpwe 0,2% 0,1%
CyMa fOMIIIOK IS TeNMicapTany He 6inpie 0,2% <0,1%
QyMa FOMIUTIONK Ju1 He 6inpie 1,5% 0,3%
ripoxiopoTiasunay
Mikpobionoziuna wucmoma
3aranbpHa KinbKicTh aepobiB He 6impme 10° KYO/r 0 KYOrr
(TAMC):
3araipHa KiIBKICTh APIXIKOBUX He Ginbwe 10> KYO/r 0 KYO/r
rpu6is ta ruicHasu (TYMC):
E. coli: BiacytHiB I ¢ BincyrHi

Hara 3aTBepmxeHHs: 26.02.2021

Binnin 3abe3neuenHs sxkocTi (miamuce ta aarta): 27.02.2021

Bunyck YnoBHoBaxeHOw0 0c06010:

BupobHnua AinsHULA:

(miznuc T2 nata) Kpictina benenixro I6anec 01.03.2021

JIABOPATOPIOC JIIKOHCA, C.A

Cropinka 2 i3 2




CHEMO JIABOPATOPIOC JIIKOHCA, C.A
Agpna. Mipankamno, 7, [Ton. Taa. Mipankamro,
19200 Azyxexa ne Enapec, I'Bapanaxapa, Icnanis
Ten: +34 949 34 97 00
Paxc: +34 949 26 68 37

CEPTHUDIKAT BIAIIOBIIHOCTI

Ipoaykuis: TEJIIPEC ILTIOC, Taéaerku no 80 mr/12,5 mr Ne 28 (14 ta6 x 2 Giicrepa)

Kon: 228864 Peecrpamniitne noceiguenns Ne: UA/15949/01/03
Cepin: LC59450 Jara BupooHunTBa: 01.2021
Tepmin npuaaTnocri: 01.2024 Kinbkicts B cepii: 8 768 onunnun

CripaBxHiM 5 3aCBi/I9y10, IO HaBeIEHA BUIIE iHdOpMallist € JOCTOBIPHOIO Ta TOUHO. g cepis mpoaykTy
Oyiia BupoOiieHa, yiakoBaHa Ta IPOKOHTPOIEOBAHA Ha BHIIE3a3HAYEHiH BUpPOOHUYIH JIBHULI y TOBHIi
BiAnoBiAHOCTI 10 BuMor GMP, BuMor Micuesoro Perynstoproro Oprany, Ta y BiAIOBiAHOCTI 10
cnenudikautii 1o Peectpaniinoro nocsinuenHs kpainu iMnoprepa a6o no cnernmbikanii Ha JTKapchKHit
3acib, 110 HOCTIIKYEThCS,

Iponecs BUpoGHMUTBA Cepii, NaKyBaHHSA Ta aHJIi3iB GyJI0 PO3TIIHYTO Ta BU3HAHO BiNOBiAHICTH MPOLECIB
ao GMP.

Is cepis npoxyxty 6yna Bupo6nena Ha ninsanui JJABOPATOPIOC JIIKOHCA, C.A., Tect
«MIKpOGiOJIOTIYHA YHCTOTAY, Y pa3i 3aCTOCYBaHH:, NPOBOAUTHCA Ha AinbHULi JABOPATOPIO JIP. ®.
EYEBAPHE, AHAJIICIC, C.A. Iposenua 312, Bagxoc, 08037, Bapcenona, Icnanis.

GMP Ceprudikat: NCF/1836/001/CAT

01.03.2021 migmuc
Kpicrina Benenixro IGanec Yrosnosaxena ocoGa

BupoGuuua ninensis Ne: 3414E
JIKOHCA GMP ceprudixar Ne: ES/085HVI/19




CHEMO

LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

PRODUCT TELPRES PLUS tbl 80mg/12,5mgN.28(14x2bl)

CODE 228864

BATCH LC59450

Manufacturing Date: 01.2021

Expiry Date: 01.2024

APPEARANCE Round biconvex bilayer un-coated Conforms

tablets, one layer pink to off-pink

other layer white to off- white with

possible inclusions of pink color
WATER <= 3% 1.9 %
TELMISARTAN IDENTIFICATION (HPLC) Rt corresponds to the standard. Positive
TELMISARTAN IDENTIFICATION (UV) UV spectrum corresponds to the standard Positive
HYDROCHLOROTIAZIDE IDENTIFICATION Rt corresponds to the standard. Positive
(HPLC)
HYDROCHLOROTIAZIDE IDENTIFICATION UV spectrum corresponds to the standard Positive
(Uv)
RED IRON OXIDE IDENTIFICATION Comply with ferric salt assay. Positive
UNIFORMITY OF DOSE TELMISARTAN: L1=15,0; L2=25,0 3.1
CONTENT UNIFORMITY AV = Conforms EP
UNIFORMITY OF DOSE HCTZ: CONTENT L1=15,0; L2=25,0 8,7
UNIFORMITY AV = Conforms EP
TELMISARTAN ASSAY 95,0 - 105.0 % 100.4 %
HCTZ ASSAY 95,0 - 105,0 % 101,7 %
TELMISARTAN DISSOLUTION Q80 (15 min) 101 %
ACCEPTANCE CRITERIA TELMISARTAN Reported as EP (S1, S2 o S3) 1
HCTZ DISSOLUTION Q80 {15 min) 105 %
ACCEPTANCE CRITERIA HCTZ Reported as EP (S1, S2 o S3) 1
Benzothiadiazine (USP-A / EP-B) <= 0,5% 0.1 %
Chlorotiazide (EP -A) <= 0,5% <0,1 %
Any individual impurity <= 0,2% 0.1 %

pproval Date (dd.mm.yyyy): 26.02.2021
(Signature&Date) Quality Assurance:
Release by Deputy Qualified Person:
(Signature&Date) Cristina Benedicto Ibanez

A

Manufacturing Site: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
(\) Avda Miralcampo 7. Polig Ind. de Miralcampo
N~ 19200 Azuqueca de Henares - Guadalajara - Spain

CHEmO Phone: +34 949 34 87 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

PRODUCT TELPRES PLUS tbl 80mg/12,5mgN.28(14x2bl)
CODE 228864
BATCH LC59450 Manufacturing Date: 01.2021 Expiry Date: 01.2024
Sum of degradation produdts related <= 0,2% <01 %
with Telmisartan
Sum of degradation products related <= 1,5% 0.3 %
with HCTZ
TOTAL AEROBIC MICROBIAL COUNT <=10"3 CFU/g 0 CFU/g
(TAMC)
TOTAL COMBINED YEASTS/MOULDS <=10"2 CFU/g 0 CFU/g
COUNT(TYMC)
Escherichia coli Absence/g Conforms
Stz ——
Approval Date {dd.mm.yyyy): 26.02,2021 "?m
(Signature&Date) Quality Assurance: \ M%»m‘
Release by Deputy Qualified Person: LA@..* ! Manufacturing Site: Laboratorios Liconsa, S.A.

(Signature&Date) Cristina Benedicto Ibafez Page 2 / 2




7)) LABORATORIOS LICONSA, S.A.
(k_) Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CH E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICADO DE CONFORMIDAD
CERTIFICATE OF COMPLIANCE

PRODUCTO : TELPRES PLUS tbl 80mg/12,5mgN.28(14x2bl)

PRODUCT
CODIGO : 228864

CODE MA NUMBER : UA/15949/01/03
LOTE : LC59450 FECHA DE FABRICACION : 01/2021
BATCH MANUFACTURING DATE

FECHA DE CADUCIDAD : 01/2024 CANTIDAD : 8.768 UN
EXPIRY DATE AMOUNT

Por la presente se certifica que la informacién aportada es real y precisa. El lote de producto ha sido
fabricado, incluidas las fases de acondicionamientol/etiquetado y anélisis en el/los lugar/es abajo
indicado/s en conformidad con los requerimientos GMP/NCF vigentes por las autoridades regulatorias
locales, de acuerdo a la autorizacion de comercializacién del pais Importador o a las especificaciones
de Producto en Investigacién Médica.

Los registros de los procesos de fabricacién, acondicionamiento y anahsns han sido revisados y se
encuentran en conformidad con la normativa GMP/NCF.

El lote ha sido fabricado en Laboratorios Liconsa, SA y cuando el ensayo de microbiologia aplique,
.éste es realizado en el Laboratorio Echevarne, SA.-Provenza; 312 BJS-08037 Barcelona, Espaiia

(GMP cert.: NCF/1836/001/CAT).

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

the Marketing Authorization 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.

The batch has been manufactured at Laboratorios Liconsa, SA, where microbiological test is applicable
itis performed at Laboratorio Echevarne, SA.-Provenza, 312 BJS-08037 Barcelona, Spain

(GMP cert.: NCF/1836/001/CAT).

Q.{g——ol MAE. 10T}

Firma y fecha / Signature&Date; Cristina Benedicto Ibafiez
Director Técnico suplente / Deputy Qualified Person

Manufacturing Authorization: 3414E
LICONSA GMP Number: ES/085HVI/19




HEPXJIIKCIIVXXBA
AEPKABHA CJIYXEA 3 JIIKAPCI:I(I&IX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMH Y KMiBCHKIil OBJIACTI

npocnekt Banepis Jlo6anoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,ht_tps://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBe3eHOro B YKpainy JiKapchKOro 3acoGy

13.04.2021 Ne 15581/21/10

TEJHIPEC ILTIOC

(HakMeHyBaHHS miKkapchKOro 3aco0y 3riTHo 3 peecTpariinum TOCBi TYEHHAM)
Tabaerkn no 80 mr/12,5 mr; no 14 TabJ1eToK y GJricTepi; mo 2 OJticrepH y KapTonuiii mauni

(¢popma Bunycky, n03yBaHHs, BUX TaKkyBaHHA 1iKapchKkoro 3acoby)

Homep peectpauiitroro noceimuenns UA/15949/01/03 CTPOK Aii peecTpaniittoro noceimuenns 28.04.2022

Cepis nixapcskoro 3aco6y Ne LC59450 Kinekicts BBe3eHoro mikapcekoro saco6y 8768
Bupo6Guux JIABOPATOPIOC JIKOHCA, C.A., Icnanis
(na¥iMenyBaHHs BUpOGHHKa nikapcrKoro 3acoby, KpaiHa MOXOMKEHHs)
BeeseHo B Vkpainy Cuinbae ykpaincbko-ecTonchKe nianpuemcreo y dopmi TOBapHCTBA
3 00Me:xkeHOM0 BignoBizaabHicTIO "OnriMa-®apm, JITA", inenr. Kox:
21642228

(naliMenyBanHs Ta xox 33 €IPIIOY ropuanaHoi 0cobu abo npi3sume, iM'a, 0 6aTEKOB] Gizmunof
0cobu - mianpuems, ii Micre TIPOXMBAHHS Ta PEECTPaLiiiHuli HOMep 0GikoBOT KapTKH IIaTHHKA
nozarkis aGo cepis Ta HOMED IacTiopra)

IpoToxoa Bisyansuoro kourposo six 13.04.2021 Ne 0935/2.

3a pesymeraTamm  nepaBHOro KOHTPOJIO ~ BCTAHOBJNIEHO, INO Jikapchkuii 3aci6 BmeseHo g Vkpainy 3

SIKOCTI JTIKaPCLKUX 3ac06iB.
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