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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAINUIA

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

CODE
Kkon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73782 [arta npouseoactea 02.2023  Topen po 01.2025
TEST / TECT REQUIREMENT / CNELU®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.
OMNMUCAHUE TeepAble XenaTuHoBble Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbIleYKoi cuHero LiBeTa U KOpnycom
6enoro UBeTa, cofepxallue cepuyeckue
rpaHysbl ot 6eroro fo no4tu 6enoro ¢
XenToBaTbIM OTTEHKOM LiBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %. 5

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.
OJJHOPOHOCTb AJO3UPOBAHUS (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 7,0

[OMKHO 6bITb He Gonee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ans 30 kancyn,

[OMKHO 6bITb He Gonee 15,0 % v cogepxaHue

omenpasona HU B OZHOW Kancyre He JOMKHO

BbIXOAUTL 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).
NOANUHHOCTD (B3XX) Bpemsi yaepXvBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XpoMaTorpamMmmMe UcnbiTyeMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU yAepXXMBaHUA OCHOBHOrO Nuka
Ha XpomaTorpaMme CTaHAapTHOro pacTeopa
(paspen «KonuuyecTBeHHOe onpeaeneHuey).

"
Approval date (dd.mm.yyyy)/aata ofo6peHus (aa.MM.ITTT): 20.04.2023 Ct Ve Q =2
(Signature & Date) Quality Assurance/(Mognucs/aata) obecneyeHusKavecTsa:
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Manufacturing Site/MpoussoacTeeHHas nnoaaka: Laboratorios Liconsa, S.A. \?)5
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73782 Nata npouseoacrtea 02.2023 Nopex po 01.2025

TEST / TECT REQUIREMENT / CNEL®UKALIUA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTb 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).
VY®-cneKTp NornoLeH1usi 0CHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATbIV NpU XpoMaTtorpagupoBaHum
UCMNLITYEMOro pacTBopa, AOMKEH
cooTBeTCcTBOBaTh Y®-cneKTpy normnoueHusi
OCHOBHOTO NUKa, CHATOMY Nnpu
XpomaTtorpacupoBaHuu CTaHAAPTHOroO
pactBopa (pa3nen «KonuyectseHHoe

onpefeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPEQENEHUE

95,0 - 105,0 % oT 3afABNEHHOro cofepXaHus 99,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMNPEOENEHUE
MI/KATCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI/KAMNCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTHas cTagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cogepxaHus 0%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cranus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3aaBneHHOro 99 %
conepxanus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

==

Approval date (dd.mm.yyyy)/aata ogo6peHus (aa.mm.rrrr): 20.04.2023 < < 28 QT
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(’/\\) LABORATORIOS LICONSA, S.A.
\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayktT OMES kancyrnbl KuwevyHopacTtBopuMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73782 Nata npouseoactea 02.2023  Togen no 01.2025
TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YNIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6an eauHnyHas He 6onee 0,2 % <0,1 %

HeuaeHTUULUPOBaHHAs NPUMech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceii He 6onee 2,0 % 0,1 %

TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g

(TAMC)

O6Lee Yyucno aapobHbIX He 6onee 1000 KOE/r <10 CFUIr
MUKPOOpPraHM3MoB

TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g

COUNT(TYMC)

O6LLee YACIIO APOXIKEBLIX U NMNecHeBbIX He 6onee 100 KOE/r <10 CFUIr

rpu6os

Escherichia coli Absencelg

Escherichia coli OtcytctBue B1r1 Conforms / CooTBeTCTBYET
LABELING According to ND

MAPKUPOBKA B cootBeTtcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE : Mpu TeMneparype He Bblwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata opgobpeHus (aa.mm.rrrr): 20.04.2023
(Signature & Date) Quality Assurance/(lMoanuck/narta) obecneveHusikadecTsa:
Release by/BbinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez

Manufacturing Site/MpouasoacTeeHHas nnowjaaka: Laboratorios Liconsa, S.A. Page/ctp. 3/5




Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

—_ LABORATORIOS LICONSA, S.A.
2

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E' ! IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancynbl Kuwe4HopacTBopumMble 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73782 Nata npoussoactea 02.2023  Togen go 01.2025

TEST / TECT REQUIREMENT / CNMELIU®UKALIUA 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 u3s Conforms / CooTBeTCcTBYET**

antoMUHUeBOW onbru

Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUIO B NayKy
KapTOHHYI0.

Mo 5 unu 10 6nuctepos no 6 kancyn BmecTe
C MHCTPYKUUE No NPUMEHEHUIO B MaYKy
KapTOHHYIO.

Mo 1, 2, 4,8 unu 14 6nuctepor no 7

Karncyn BMecTe ¢ MUHCTpyKLUel no
NPUMEHEHUIO B NMaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AntoMUHUEBbIN 6nucTep.

Mo 1, 2, 3, 5, 6,9 unu 10 6nuctepos no

10 Kancyn BMecTe ¢ UHCTPYKLMen no
NPUMEHEHUIO B MAYKy KaPTOHHYIO.
Mo1,2,3,4unu7 6nucrepos no 14

Karncyn BMecTe C UHCTpyKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND

11n-006953-180122

AHanua npoegeH no HA: 3
J1M-006953-180122

Approval date (dd.mm.yyyy)/aarta onobpenus (aa.mm.rrrr): 20.04.2023 ﬁ) S

(Signature & Date) Quality Assurance/(Mognuce/aata) obecneyeHusikadectea:
Release by/BoinyweHo Deputy Qualified Person/:
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(’2\\) LABORATORIOS LICONSA, S.A.
(kj Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73782 Hara npoussopctea 02.2023 Fopen no 01.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnogeHus

**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 6rMcTep U3 antoMUHNEBON (ronbru.

Mo 5 6nucTepoB no 6 Kancysn BMecTe ¢ MHCTPYKUMeN Mo NpUMeHeHUo B NMayky KapTOHHYIO.
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(’\\) LABORATORIOS LICONSA, S.A.
(\)/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3spelueHue Ha BbINyck
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl kKuwe4yHopacTBopumMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-006953
CEPUA : LC73782 Data npouseopctra : 02/2023
BATCH MANUFACTURING DATE

lopen no : 01/2025 Paamep cepun : 339.888 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiumm 5 noaTBepxAato, 4tTo fAaHHas MHOPMaLUS sIBMsIeTCS1 AOCTOBEPHON U TOUYHO. [laHHas napTusi NpogyKTa
6bIna npou3sBefeHa, BKOYas ynakoBKY/MapKUPOBKY U KOHTPOIb KauecTBa, Ha YKa3aHHOM HuXe y4acTke (y4yacTkax)
B MOMTHOM COOTBETCTBUU C Tpe6oBaHuAMU GMP MecTHOro perynupyoLlero opraHa, cneyugukauusiMm B paspeLueHmm
Ha MapKeTUHI CTPaHLI-MMINopTepa U TEXHUYECKUMM COrnalleHUsiMU, KOTopble MOryT GbITh 3aKnoYeHbl, Unu gannom
cneuudukauum npoaykra aAns Uccnepyembix nekapcTBeHHLIX CPEACTE.

3anucu no o6paboTke, ynakoBKe U aHaNMU3y NapTum GbINU NPOBepeHbl U MPU3HaHbl COOTBETCTBYHOLWUMU TPeGoBaHUAM
GMP.

MapTus 6b1na npousBeaeHa B Jlaboparopuoc INlukoHca SA., a Tam, rae NpYMMEHUMO MUKPOGUororMyeckoe

uccrenoBaHue,
OHo npoeoautca B llabopatopuu 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.

\ o
& —L o 0 L‘ l g
Moanuck v gata / Signature&Date: Macarena Gonzélez

| Deputy Qualified Person

PeructpaunoHHoe ynoctoBeperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



