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

O nl_ m BQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kuwe4HopacTteopumsie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC77496 Dara npoussoactea 08.2023 Mopen no 07.2025
TEST /| TECT REQUIREMENT / CNELA®PUKALIAA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTUHOBLIE Kancynki pa3Mepa N°4, Conforms / CooTBeTCTBYET
€ KpbIlWeYyKol cUHero UBeTa U KOpNycom
6enoro uBeTa, cofepxaluue chepuyeckue
rpaHynel ot 6enoro fo noytu Genoro ¢
WeNnToBaThbIM 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 AO3MPOBAHUA (AV) 3Ha4eHue AV, paccyutaHHoe ana 10 kancyn, 6,5

OOMKHO ObITh He Gonee 15,0 %.

3Ha4eHue AV, paccuyutaHHoe ana 30 kancyn,

LOMKHO 6bITh He 6onee 15,0 % v coaepxaHue

omMenpa3ona HU B OQHOW Karncyne He SOMKHO

BbIXOOWUTL 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).
NOANMMHHOCTDL (B3XX) BpemsAa yoepXUBaHUs OCHOBHOIO Conforms / CooTBeTCTBYET
NUKa Ha XpomaTorpammMe UcneITyemoro
pacTBOpa BOMKHO COOTBETCTBOBATL
BpeMeHU yaepKUMBaHUS OCHOBHOrO NUKa
Ha XpoMaTorpaMme cTaHAapTHOro pacTeopa
(paapen «KonuuyecTBeHHOE onpegeneHuen).

,w/,\_\.‘.. w;\. V¢ >
Approval date (dd.mm.yyyy)/nara ogobpexus (oa.mm.rrrr): 03.10.2023
(Signature & Date) Quality Assurance/([oanuck/aaTa) obecneveHusKaqecTsa:
Release by/Brinywieno Deputy Qualified Persan/: 3 /qll.i —
(Signature & Date)/(Moanuce/nata) Macarena Gonzélez v__ \ L L))
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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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl kMwe4yHopacTteopumMsie 20 Mr

CODE

Kofn 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC77496 Data npoussoactea 08.2023 Nopen oo 07.2025

TEST /| TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTbL B3XX (DAD getektop)

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®-cneKTp NornolleHnsi OCHOBHOTO NMUKa, Conforms / CooTBeTcTBYET
CHATBLIN NPWU XpomaTtorpacpuposaHum
WCNbITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBATEL Y®P-cneKkTpy NOrnolweHus
OCHOBHOrO NUKa, CHATOMY Npu
XpomaTtorpatupoBaHUU cTaHOapTHOro
pacteopa (pa3zgen «KonuyecTeeHHoe
onpegeneHuen)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 29%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % OT 3aABNEeHHOro copgepXaHus 99,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONMPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/lkancyna 19,9 mglcap | MI/KATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNeHHOro cofgepXaHus 0%
C17H19N303S (omenpasona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHasn ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asiBneHHoro 94 %
cogepxanus C17H19N303S (omenpasona)

Yepe3 30 MUH.

RELATED SUBSTANCES
POOACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpasona kap6okcunar

not more than 1.0 %
He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 03.10.2023 \\T v -
(Signature & Date) Quality Assurance/(Mognuce/aarta) obecneyeHuskaqecTsa: ;

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez N

Manufacturing Site/lpouaeoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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‘m /.\lﬂ» Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
CHEMO

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77496 Oara npoussogcrea 08.2023 lFopen no 07.2025
TEST /| TECT REQUIREMENT / CNELUA®UKALIAA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumeck 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
TNobaa eguHUYHaAA He 6onee 0,2 % <0,1 %
HeugeHTUULMpOBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWPOBKA B cooTtBeTcTBUM ¢ HL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHMUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoOCTHU 2ropa.

Approval date (dd.mm.yyyy)/nata opobpenus (oa.mm.rrrr): 03.10.2023

(Signature & Date) Quality Assurance/(Mognucs/naTa) obecneveHusikadecTsa:

Release by/BoinyweHo Deputy Qualified Person/: oo e P
(Signature & Date)/(Moanucs/aara) Macarena Gonzalez PR N gb o N
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Jw LABORATORIOS LICONSA, S.A.
ﬁ/\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

Omuu_ mm m NQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES kancynbl kuwe4yHopactBopumbie 20 mr

CODE
Koa 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77496 Oara npoussogctea 08.2023 Fopen no 07.2025

TEST / TECT REQUIREMENT / CMELA®UKALINA RESULT / PE3YNBTAT

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-PVDCJ/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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep 13 Conforms / CooTBeTcTBYeT**

anrMUHUEBOW donbru

Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUMEN MO NMPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nucTtepos no 6 kancyn BMecTe
C UHCTPYKUMEN MO NPUMEHEHUWIO B NMaYKy
KapTOHHYHO.

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

Kancyn BMecTe ¢ UHCTPYKUUWel no
NpyuMeHeHUH B Navyky KapTOHHYH.

Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AntomuHUeBbIA GrMcTep.

Mo1,2, 3,5, 6,9 unu 10 6nucrepor no

10 Kancyn BMecTe C MHCTPYKUMUEN no
NPUMEHEHUIO B NAaYKy KAPTOHHYH.

Mo 1, 2, 3,4 unu 7 6nuctepoe no 14

Kancyn BMecTe ¢ UHCTPYKUUeN no
NPUMEHEHUIO B NAaYKy KAPTOHHYH.

Analysis performed according ND
1nn-006953-180122

Ananua npoeegeH no HO:
Nnn-006953-180122

Approval date (dd.mm.yyyy)/nata ogotpenus (og.mm.rrr): 03.10.2023 Ly v,

(Signature & Date) Quality Assurance/(TMognucs/gara) obecneveHuskayecTsa: d
Release by/Beinywe+o Deputy Qualified Person/: p/ .
(Signature & Date)/(Moanuck/gata) Macarena Gonzélez D, ‘ﬁli — L Jo - )
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Manufacturing Site/MpouasoacTeerHas nnowaaka: Laboratorios Liconsa, S.A.

Page/ctp. 4 /5




= w LABORATORIOS LICONSA, S.A.
m/\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaial/Spain

ﬁhimﬂwmnhm m —O Phone: +34 949 34 97 00
h\ nn_ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77496 Oarta npoussogctea 08.2023 Mopen no 07.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YNILTAT

Notes / HabnwogeHun
**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 antoMUHUEBOMU Gonbru.
Mo 5 6nucTepor no 6 Karncyn BMecTe ¢ UHCTPYKLUe No NPUMEHEHUHO B NaYKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nara ogobperus (aa.mm.rerr): 03.10.2023 .
(Signature & Date) Quality Assurance/(lognuck/aarta) obecnedeHuskadecraa: . f

Release by/Beinywe+xo Deputy Qualified Person/: /T\/..ﬁl? > =

(Signature & Date)/(Moanuce/nata) Macarena Gonzéalez = ou o ¢

Manufacturing Site/MpoussoacTeeHHas nnowapaka: Laboratorios Licansa, S.A. Pagel/ctp.5/5




W/v LABORATORIOS LICONSA, S.A.

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

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

Pa3spelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl KuweYyHopacTBopumMble 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JINM-006953
CEPUSA : LC77496 Hata npoussoactea : 08/2023
BATCH MANUFACTURING DATE

FopeH no: 07/2025 Paamep cepun : 323.856 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiwum s nogTBepXaaln, YTo AaHHas UHopMaLumna SIBNsieTcsl AOCTOBEPHON U TouHOW. [laHHas napTusi npoaykTa
6bIna npousBeaeHa, BKNOYas yNakoBKy/MapKUPOBKY U KOHTPONb Ka4ecTBa, Ha yKa3aHHOM HUXe y4yacTKe (y4acTKax)
B MOMHOM cooTBeTcTBUU ¢ TpeboBaHuaMu GMP MecTHoro perynupytoliero oprasa, cneuMdguKauMaMu B paspelueHuu
Ha MapKeTUHIr CTPaHbI-MMMNOpTepa U TEXHUYECKUMU COrnalleHUAMM, KOTOpPbIe MOTYT BbITh 3aKMnYeHsbl, Unu dainom
cneuudmkauuu npoaykra ansa Mcecnegyembix nekapcTBEHHbLIX CPEACTB.

3anucu no o6paboTke, yNakoBKe U aHaNU3y NapTuUM GLINU NpoBepeHkbl U NPU3HaHbLI COOTBETCTBYHOLWMMM TpeBoBaHUAM
GMP.

MapTusa 6e1na npousBeaeHa B llabopaTtopuoc JlukoHca SA., a Tam, rge NnpMMeHMMO MUKpoBuonoruyeckoe
uccnegoBaHue,
OoHo npoeoauTtce B llabopatopuu JyeBapHe 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 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.

lo L))

Moanuck u gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrtpauuorHoe yaocroseperue / Manufacturing Authorization: 3414E
Homep TNukoHca GMP / LICONSA GMP Number: ES/085HVI/19



