;,\\) LABORATORIOS LICONSA, S.A.

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

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancyrnbl Kuwe4yHopacTBopumMbie 20 mr

CODE
Kopn, 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70649 DOata npoussoactea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CMELIM®UKALIUA RESULT / PE3YIIBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TBepAble xenaTuHoBbIe Kancyrnbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKol CUHero LiBeTa U Koprnycom
6enoro LBeTa, coaepxallyue cgepuleckme
rpaHynbl oT 6ernoro 4o nouTu 6enoro ¢
HenToBaTLIM OTTEHKOM LiBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of

omeprazole in not a single capsule

should be outside 0.75M-1.25M.
OOHOPOOHOCTb JO3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 75

LOMKHO 6bITb He Gonee 15,0 %.

3HaueHue AV, paccuuTtaHHoe gnsa 30 kancyn,

[OIMKHO 6bITb He Gonee 15,0 % u copepxaHue

oMernpasora HU B OJHOI Karcyrne He [OMKHO

BbIXOA4UTb 3a npegens! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) The retention time of the main peak
in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).
NOANMUHHOCTD (B3XKX) Bpemsi yaepxuvBaHUA OCHOBHOro Conforms / CooTBeTCTBYET
nuKa Ha XxpomatorpaMmmMe UchbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHUsA OCHOBHOIO Nuka
Ha XpomaTorpamme CTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeneneHue»).

A
Approval date (dd.mm.yyyy)/aata onobpeHus (ag.Mm.rrrr): 04.11.2022 , (6 ﬂ/)
(Signature & Date) Quality Assurance/(Moanuce/naTta) obecneveHusikavecrtea: © debl-22
Release by/BeinyweHo Deputy Qualified Persont/: (\ ) ] 1
(Signature & Date)/(Monnuck/nara) Cristina Benedicto Ibafiez == Gy NV Lo

Manufacturing Site/lMpousBoacTBeHHasi nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 1/5



(’\\) LABORATORIOS LICONSA, S.A.
\J

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

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES kancynbl kuweyHopacTtBopumble 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC70649 DOara npouseoactea 09.2022  Topen go 08.2024

TEST /| TECT REQUIREMENT / CNIELIU®UKALIAA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) recorded in the chromatography of test

solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
NOANUMHHOCTb B3XX (DAD petekTop) Y®-cnekTp normnoweHus OCHOBHOrO MuKa, Conforms / CooTBeTCTBYET
CHATBIA Npu XpomMartorpaduposaHum
UCMbITYEMOro pacTBopa, AOKeH
COOTBETCTBOBATb Y®-CreKTpy nornoweHus
OCHOBHOFO MNUKa, CHATOMY Npu
XpomaTtorpadupoBaHuu CTaHAAPTHOrO
pactBopa (pasnen «KonuyecrBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUMYECTBEHHOE OMPEQENEHUE 95,0 - 105,0 % oT 3asiBreHHOro copepxaHus 101,3 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJIMYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap / MI/KATMCYIA
Mr/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas cragus) He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 0%
C17H19N303S (omenpasona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He menee 80 % (Q) ot 3asiBneHHoOro 99 %

copepxaHus C17H19N303S (omenpa3sona)
yepe3s 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE NMPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/naTta onobpeHus (aa.Mm.rrrr): 04.11.2022 , {"//{ﬁ}

(Signature & Date) Quality Assurance/(Moanucs/nara) o6ecnevenuskadectsa: (V4 1127 A

Release by/Bbinyierno Deputy Qualified Person/: (\ ) -
(Signature & Date)/(lMopnuck/nata) Cristina Benedicto Ibafiez s ) NQV‘ AN

Manufacturing Site/MpousBoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. - Pagelctp.2/5



f’:\\) LABORATORIOS LICONSA, S.A.
K\J/ 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
CEPTU®UKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPogykT OMES3 kancynbl kK4le4yHopacTBOpUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70649 Dara npoussopctea 09.2022 Fopen no 08.2024
TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHuyHas He 6onee 0,2 % <0,1 %
HenaeHTUULMPOBaHHasA NpUMech
TOTAL IMPURITIES not more than 2.0 %
CymMma npumMecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUM ¢ H. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepartype He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK roiHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6peHus (ag.Mm.rrrr): 04.11.2022 <

; 7,
(Signature & Date) Quality Assurance/(Mognuck/nata) obecnevenusikadectea: & (| L L BYUC
Release by/BbinywieHo Deputy Qualified Person/: ‘
(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafez é@xb\ paV. STL

Manufacturing Site/lMpovasoacTBeHHas nrowagka: Laboratorios Liconsa, S.A. Page/ctp. 3/5



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

C H E mO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

(C\\) LABORATORIOS LICONSA, S.A.
\J

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES kancynbl Kuwe4yHopacTBopuUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC70649 Oara npoussopctea 09.2022 Fopen no 08.2024

TEST / TECT REQUIREMENT / CNELU®UKALIUNA RESULT / PE3YIIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDC/AI
blister.
1,2, 3,5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep 13 Conforms / CooTBeTcTBYeT**
anoMuHueBol donbru
Mo 2 unu 20 6nuctepoB no 5 karncyn BMecTe
C MHCTPYKUUEN No NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nucrepos no 6 kancyn BmecTe
C UHCTPYKLUUEl No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Karicyn BMecTe C UHCTPYKLUen no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMuUHUeBbLIN GriucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kKancyn BMecTe ¢ UHCTPYKLMEN Nno
NPUMEHEHUIO B NMayKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NayKy KAPTOHHYHO.

Analysis performed according ND
J1M-006953-180122

Ananus npoBegeH no HA:
1M-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.mMm.rrrr): 04.11.2022
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecriedeHusikaqecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/gata) Cristina Benedicto Ibanez (M- Nov- Lo
Manufacturing Site/[TpouaBoacTeeHHas nnowagka: Laboratorios Liconsa, S. A.
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7)) LABORATORIOS LICONSA, S.A.
(k_) Avda Miralcampo 7. Polig Ind. de Miralcampo
S~ 19200 Azuqueca de Henares - Guadalajara - Spain

C H Emo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES kancyrnbl KulwevyHopacTBOpUMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70649 Oara npouseoacrea 09.2022 Fopen no 08.2024

TEST / TECT REQUIREMENT / CNEUU®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnopeHuUs
** 6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6GnucTep U3 antoMUHUEBOW dronbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN MO NMPUMeHeHUIo B Nayky KapTOHHYI.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 04.11.2022 ﬁ'
(Signature & Date) Quality Assurance/(lMoanuck/naTta) obecneveHusikadectsa: © oq-il-Tl

Release by/BbinyiieHo Deputy Qualified Person/: A

(Signature & Date)/(Mopnuck/pata) Cristina Benedicto Ibafiez (é%(j} Qv N \Ya s

Manufacturing Site/MponasoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



,(5\\) LABORATORIOS LICONSA, S.A.

K\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICADO DE CONFORMIDAD
CERTIFICATE OF COMPLIANCE

PRODUCTO : OME3 kancyrsibl KuieyHopactBopumbie 20 Mr

PRODUCT

CcODIGO : 231903 Market : Russia

CODE MA NUMBER : J1M-006953

LOTE : LC70649 FECHA DE FABRICACION : 09/2022
BATCH MANUFACTURING DATE

FECHA DE CADUCIDAD : 08/2024 CANTIDAD : 350.640 UN
EXPIRY DATE AMOUNT

OMEZ capsules enteric-coated 20mg

Por la presente se certifica que la informacién aportada es real y precisa. El lote de producto ha sido
fabricado, incluidas las fases de acondicionamiento/etiquetado y analisis 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 autorizacién de comercializacion del pais importador o a las especificaciones
de Producto en Investigacion Médica.

Los registros de los procesos de fabricacion, acondicionamiento y andlisis 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.

I 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
it is performed at Laboratorio Echevarne, SA.

_ &%_ G NOV. I\

Firma y fecha / Signature&Date: Cristina Benedicto Ibafez
Director Técnico Suplente / Deputy Qualified Person

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



