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"'\\) LABORATORIOS LICONSA, S.A.
=

CERTIFICATE OF ANALYSIS

PRODUCT TELMISARTAN 80 mg 98 tab XANTIS RU
CODE 223589

BATCH LCA0600 Manufacturing Date: 04.2026  Expiry Date: 04.2029

APPEARANCE White oblong tablets with LC is Conforms
embossed on one side.

WATER <=50 % 1.9 %
TELMISARTAN IDENTIFICATION (HPLC) Positive Positive
TELMISARTAN IDENTIFICATION (UV) Positive Positive
UNIFORMITY OF DOSAGE UNITS: CONTENT Coplies EP 3,6
UNIFORMITY AV <= 15,0

TELMISARTAN ASSAY (%) 95,0 - 105,0 % 101,9 %
TELMISARTAN DISSOLUTION > = 80 (Q) (45 minutes) 103 %
UNKNOWN INDIVIDUAL IMPURITIES <=0,2 % <0,1 %
TOTAL DEGRADATION IMPURITIES <=1,5% <0,1 %
TOTAL AEROBIC MICROBIAL COUNT <= 1000 CFU/g <10 CFU/g
(TAMC)

TOTAL COMBINED YEASTS/MOULDS <= 100 CFU/g <10 CFU/g

COUNT(TYMC)

Escherichia coli Absencelg Conforms

LABELING LP-N(005716)-(RG-RU)-100624,
consequence - 0002

Approval Date: (B S0y
(Signature&Date) Quality Assurance: ™ ’
Release by Deputy Qualified Person: ,_yw’,',// = , ( X062 ~ Manufacturing Site: Laboratorios Liconsa, S.A.

(Signature&Date) Macarena Gonzélez ©  _=— | Page 1/ 1



(ﬂ) LABORATORIOS LICONSA, S.A.
‘\\)/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

CHEMO Fax: +94 949 26 68 37

CERTIFICADO DE CONFORMIDAD
CERTIFICATE OF COMPLIANCE

PRODUCTO : TELMISARTAN 80mg 98tab XANTIS RU

PRODUCT

cODIGO : 223589

CODE MA NUMBER : LP-N°(005716)-(RG-RU)
LOTE : LCA06G00 FECHA DE FABRICACION : 04/2026
BATCH MANUFACTURING DATE

FECHA DE CADUCIDAD : 04/2029 CANTIDAD : 9.757 UN
EXPIRY DATE AMOUNT

Por la presente se certifica que la informacion aportada es real y precisa. El lote de producto ha sido
fabricado, incluidas las fases de acondicionamiento/etiquetado y andlisis en el/los lugar/es

en conformidad con los requerimientos GMP/NCF vigentes por las autoridades regulatorias

locales, de acuerdo a la autorizacion de comercializacion del pais importador y a los

acuerdos técnicos que pueda haber en vigor, o a las especificaciones de Producto en Investigacion
Médica.

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

| hereby certify that the given information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at 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 and with technical agreements that might be in place 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.
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Firma y fecha / Signature&Date: Macarena Gonzélez
Director Técnico Suplente / Deputy Qualified Person

Manufacturing Authorization: 3414E
LICONSA GMP Number: ES/053HVI/26
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NABOPATOPMWOC NIMKOHCA C.A,
AseHnga Mupanskamno, 7, Monuroto Muaycrpuans

Mupanekamno, 19200 Acyxkeka-pe-Suapec — [Baganaxapa -

Wenadna
TenedhoH: + 34 949 34 97 00
Daxe: + 34 949 26 68 37

CEPTUDOUKAT AHANTU3A

NPOAYKT TENMNPEC (TENMMUCAPTAH) 80 mr 98 Tabnetok KCAHTUC POCCUSA
Kon 223589
CEPUA LCA0600 [larta npousBogcrtea: 04.2026 Cpok rogHocTu: 04,2029
TECT TPEBOBAHUA PE3YNBTAT
OTNMUCAHWUE Mpoaonroearsie CooteeTcrayeT

OBOSKOBbINYKNEIE TABNeTku

Genoro useTa, ¢ rpaBMPOBKOW

«L.C» Ha ofHOW cTopoHe

Tabnetin.
BOOA He Bonee 5 % 19%
AOANMAHHOCTE TENMWUCAPTAHA MonoxuTtensHo NonoxurTensHo
{B3IKX)
NOANUHHOCTbL TEAMUCAPTAHA (Y®) MonoxuTensHo MonoxuTensHO
OAHOPOOHOCTL AO3UPOBAHUA Cootsetcteyet TpebopaHuAM 3,6

Eep. ®apm.

AV <150
KONWYECTBEHHOE ONPEAENEHWUE 95,0 - 105,0 % 101,9 %
TENMWUCAPTAHA (%)
PACTBCPEHUE TENMUCAPTAHA He meHee 80 % (Q) yepez 45 MuH 103 %
EAUHUYHARA He Gonee 0,2 % <01%
HEWOEHTU®ULUWPOBAHHASR
NPUMECbH
CYMMA NPUMECEWN He 6onee 1,5 % <0,1%
OBLWEE KONUYECTBO A3POBHbLIX He Gonee 102 KOE/r < 10 KOE/r
BAKTEPHUM (TAMC)
OBLUEE KONUYECTBO NPUEOB He Bonee 102 KOE/r <10 KOE/r
{TAMC)
Escherichia coli OT1cyTcTave/r OTCYTCTBYET
MapkupoBka CooTeeTtctBue maketam JIM- COOTBETCTBYET

Ne(005716)-{Plr-RU),

nocnefosarensHocTb - 0002
Nara 08.06.2026
floanuce

Mopnuce/gara yTeepASHUA (A4, MM.ITTT)
{Moanuce n flata) CnyxGa kavecrsa
Bunyweno xeaniyyupoBaHHLIM CReuUanucTom:
(Moanuech n flaTa) Makapena Mouaanec

08.06.2026

MpouaeoacreenHan nnowapaka: NaGopatopuoc Nukonca A.C.

Crpanuna 1 u3 2




2 NABOPATOPUOC NMKOHCA C.A.
f' B Asennaa Mupanskamno, 7, NMonwrono MHayeTprans
&..__, Mupanekamno, 19200 Acykexa-ge-3xapec - Meaganaxapa -

CHEMO 'l::::;:":n +34949.34 97 00

daxc; + 34 949 26 68 37

CEPTUOUKAT COOTBETCTBUA

NPOAYKT: TENNPEC (TENMUCAPTAH) 80 mr 98 Ta6netok KCAHTUC, POCCUSA

KOA: 223589 HOMEP PY: JIN-Ne(005716)-(Pr-RU)
CEPUA: LCA0600 AATA NPON3BOACTBA: 04/2026
CPOKTOAHOCTU: 04/2029 KONNYECTBO: 9 757 eA.

HacToawum noateepxgaem, uTo npuBeAeHHas WHOPMALMA ABNSAETCA AOCTOBEPHONM W
TO4HOW. ATa cepua npenapata Obina UroToBNEHA, BKNIOYAS YNAKOBKY/MapKUPOBKY U KOHTPONb
Ka4yecTBa Ha HMKEYKa3aHHOW NpPOW3BOACTBEHHOW Nnowlagke (ax) B NOMHOM COOTBETCTBUM C
TpeboBaHMAMKM Haanekaileid NPOUIBOACTBEHHOW NPAKTWKU NOKANLHOTO PErynsTOPHOro
opraHa, co  ChneuuuKauuaAMK, yKasaHHbIMW B PerucTpauMoHHOW  [AOKYMEHTauuu
UMNOPTMPYIOWEN CTPaHbl U B COOTBETCTBUM C COrMaleHUAMU NO KadecTBy, KOTOPbIe MOFYT
ObITb NpUHATLI, NK ¢ daiinom cneymdmnkauun NpenapaTta Ans UccneayembIX NeKapcTBEHHbIX
npenaparoe,

Ormyetsl cepuitHoit o6paboTku, ynakoBkn M aHanu3a GbinM paccMOTPEHbl W MpPU3HAaHBbI
COOTBETCTBYIOWNMI TpeboBaHWAM Hagnexallei npouaBoaCTBEHHON NPAKTUKM.

Moanuce Nara: 08.06.2026

MakapeHa NoH3anec
3am. YnonHomoveHHoro nuyua

NuueHsus Ha Nnpon3BOACTBO: 3414E
NWUKOHCA GMP Homep: ES/053HVI/26

Crpanuua 2 u3 2
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