Avda Miralcampo 7. Polig Ind. de Miralcampo

@ LABORATORIOS LICONSA, S.A.

19200 Azuqueca de Henares - Guadalajara - Spain

CH EI | 'O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl kuweyHopacTteBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date:
CEPUA LC69957 DOata npoussoactea 08.2022

Expire Date:
Fonen no 07.2024

TEST / TECT REQUIREMENT / CNELIM®UKALINA 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 Kancynkl pasMepa N°4, Conform / CooTBeTCcTBYET

C KpbILIEYKo CUHero LBeTa U Kopnycom

6enoro UBeTa, coaepxalyue cepudeckue

rpaHyrnbl OoT 6enoro Ao no4Tu 6emnoro ¢
erToBaTbIM 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 AO3UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe ans 10 kancyn, 6,0

LOMMKHO 6bITb He Gonee 15,0 %.

3HayeHue AV, paccyutaHHoe ansa 30 kancyn,
LOMKHO 6bITb He 6onee 15,0 % u cogepxaHue
omMenpasona HY B OOHOW Karncyne He JOMKHO

BbIXoAuTb 3a npegensl 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 (B3XX) Bpems yaepxuBaHUA OCHOBHOro

nuKa Ha XpomMartorpaMme UcnbITyeMoro

pacTBOpa AOMKHO COOTBETCTBOBATL

BpeMeHU yAepXuBaHUsi OCHOBHOIO MukKa

Conform / CooTBeTcTBYET

Ha XpoMmaTorpamme cTaHAapTHOro pacTeopa
(paspen «KonuyectBeHHOE onpepeneHue).
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Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 11.10.2022 C7.,("i>,\£, 2.
(Signature & Date) Quality Assurance/(loanuck/aarta) obecneveHusikadecTea:
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Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbl kuwe4yHopacTBOpUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69957 Data npoussopgctea 08.2022  Togen no 07.2024

TEST / TECT REQUIREMENT / CNELUUPUKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTDb B3XX (DAD petekTop)

UV absorbance spectrum of the main peak
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).
Y®-cneKkTp nornolleHusi OCHOBHOro NuKa,
CHAITbIN NpU XpoMartorpadMpoBaHuu
UCMNbITYeMOro pacTBopa, AOoMmKeH
COOTBETCTBOBATb Y®-CneKkTpy nornoljeHust
OCHOBHOFO MUKa, CHATOMY Npu
XpomartorpagupoBaHuu cTaHAAPTHOrO
pactBopa (pa3faen «KonuyectBeHHoe

Conform / CooTBeTCTBYET

onpegeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJTMYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % oT 3asiBNEHHOro cogepaHus 98,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUYECTBEHHOE OMPEQENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 %
MF/KAMNCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHas ctagusi) He 6onee 10 % oT 3asBneHHOro coaepxaHus 1%
C17H19N303S (omenpa3sona)
Yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cTapus) He meHee 80 % (Q) ot 3asiBneHHOro 99 %
copepxaHust C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES
POOACTBEHHLIE MPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
He 6onee 1,0 % <0,1 %

Omenpa3sona kapbokcunar

Approval date (dd.mm.yyyy)/nata ogobpexus (aa.mm.rrrr): 11.10.202
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(Signature & Date) Quality Assurance/(lMoanuce/aarta) obecneyeHuskadyecTsa:

Release by/Buinyieno Deputy Qualified Person/:
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/"\\) LABORATORIOS LICONSA, S.A.
(&\J/ 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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancynbl kKuwevyHopacTtBopuMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC69957 Dara npousesoactea 08.2022 Fopen no 07.2024
TEST / TECT REQUIREMENT / CMTELU®PUKALIAA RESULT / PE3YNIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckb G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMo6as eguHuyHasn He 6onee 0,2 % <0,1%
HenaeHTUDULMPOBaHHAA NpUMech
TOTAL IMPURITIES not more than 2.0 %
CymMMa npumMecem He 6onee 2,0 % <0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUM ¢ H. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepatype He Bbiwwe 25 °C.
SHELF-LIFE 2 years
CPOKrogHoOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHnus (aa.mm.rrrr): 11.10.2022 ((’\“J
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(Signature & Date) Quality Assurance/(loanuck/garta) obecneveHusikadecTsa:

Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aata) Cristina Benedicto Ibafiez .J/\/ -
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;\\) LABORATORIOS LICONSA, S.A.
(\\j/ 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
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl kuwevyHopacTBopuMblie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC69957 Oata npoussogctea 08.2022 Topen oo 07.2024

TEST/TECT REQUIREMENT / CNELUU®UKALINA 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 6nucrtep U3 Conform / CooTBeTCcTBYeET
anroMUHUeBOU onbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C MHCTPYKUUel Mo NPUMEHEHUIO B MAYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BmecTe
C UHCTPYKUMEN No NPUMEHEHUIO B MaYKy
KapTOHHYIO.
Mo 1, 2, 4,8 unu 14 6nucrepos no 7
Karcyn BMecTe C MHCTPYKLUel no
NpUMeHEeHUI0 B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-M3-NBOX/
AntoMuHUeBbIN 6nucTep.
Mo 1,2,3,5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe C UHCTPYKUUEN No
NPUMEHEeHUI0 B NaYKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKUUen no
NpUYMeHeHUIo B NaYKy KapTOHHYIO.

Analysis performed according ND
IMn-006953-180122

Ananus npoBegeH no HO:
JM-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 11.10.2022
(Signature & Date) Quality Assurance/(Moanucb/gaTa) obecreveHusikadecTsa:
Release by/BrinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Cristina Benedicto Ibafiez Kor L/ i
Manufacturing Site/lNpouasoncTeenHas nnowaaka: Laboratorios Liconsa, S.A. [ ’3 101t Page/ctp. 4 /5



,5'\\) 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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl kuwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69957 Dara npoussoactea 08.2022 Fopen pno 07.2024

TEST / TECT REQUIREMENT / CNEUUA®PUKALIUA RESULT / PE3YINIbTAT

Notes / HabnrogeHus
** 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 6nucTep U3 anOMUHUEBON (PONbLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN MO MPUMEHEHUIO B MayKy KapTOHHYIO.

—
Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 11.10.2022 (<," N

(Signature & Date) Quality Assurance/(lMoanuck/aarta) o6ecneyeHusikadecTsa: S <

Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Cristina Benedicto Ibafiez Do b/ . N

Manufacturing Site/lNpouaBoacTeeHHas nnowlaaka: Laboratorios Liconsa, S.A. ‘f’ / (51011 Page/ctp.5/5



,/’\\) LABORATORIOS LICONSA, S.A.
(k) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KulieyHopacTteopumble 20 mr

PRODUCT

Kond : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC69957 Jata npouseoactea : 08/2022
BATCH MANUFACTURING DATE

nata nepenposepku : 07/2024 Paamep cepuu : 345.360 UN
RETEST DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluuM st NOATBEPXAalo, YTO AaHHasi MHOPMaLUst sIBMSIETCS AOCTOBEPHO U TOYHON. [laHHas napTus npoaykra
6bina NpousBeaeHa, BKMovas ynakoBKy/MapKUpOBKY M KOHTPOMb KauyecTBa, Ha YKa3aHHOM HuKe yyacTke (y4acTkax)

B NONHOM COOTBETCTBUU ¢ Tpe6oBaHusiMu GMP MecTHOro perynupyiollero oprasa, cneuvdukauumsiMu B paspelieHum
Ha MapKeTUHT CTPaHbI-UMMOpPTepa U TEXHUYECKUMU COrMaLleHUsIMU, KOTOPbIE MOTYT GbITh 3aKMo4eHbl, Unu aitnom
cneuudukauuu npoaykra ans UccnepyeMbix nekapCTBEHHLIX CPEeACTB.

3anucu no o6paboTke, yNakoBKe U aHanu3y napTuu Gbiny NpoBepeHbl U NPU3HaHbLI COOTBETCTBYIOWUMU TPeGOBaHUAM
GMP.

MapTus 6bina npousseaeHa B Jlaboparopuoc fNukoHca SA., a Tam, rae NpMMeHMMO MUKpoGurorioruyeckoe
uccriegoBaHue,
oHo npoBoauTcs B lTabopaTtopun dueBapHe SA.

| 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 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.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

i\,’&‘ L\,/\ n e
/e i (:7 {0 L
Moanuck u gata/ Signature&Date: Cristina Benedicto Ibafiez

| Deputy Qualified Person

PeructpaumoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



