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

OI m 3@ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77103 Oata npoussonctea 08.2023 Fopen no 07.2025
TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YNbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE TeepAble XenaTMHOBLIe Kancynkl paaMepa N°4, Conforms / CooTBeTCcTBRYET
C KpbILWeyKol cuHero UBeTa U Kopnycom
B6enoro UBeTa, cogepxalliue cepuyeckue
rpaHynki ot Benoro 40 NMNoYTH 6enoro c
WenTtoeaTbIM OTTEHKOM LBeTa.
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.
OJHOPOOHOCTbL AIO3UPOBAHWA (AV) 3HayeHue AV, paccuuTaHHoe ana 10 kancyn, 4,6

AONMKHO ObITk He 6onee 15,0 %.

3HaueHue AV, paccunTaHHoe ana 30 kancyn,

OOMKHO 6bITk He Gonee 15,0 % u cogepxaHue

omMenpazona HY B OAHOW Kancyrne He AOMKHO

BbIXOAUTE 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).
NMOONMUHHOCTL (B3XX) Bpemsa yaepuBaHUS OCHOBHOIO Conforms / CooTBeTCcTBYET
NUKa Ha XpomMaTtorpamme UCNkITyeMoro
pacTBopa AOMKHO COOTBETCTROBRAThL
BpeMeHU YAepXUBaHUA OCHOBHOrO NuKa
Ha XpoMaTorpamme cTaHO4apTHOro pacTteopa
(pazgen «KonuyecTeeHHOe onpegeneHues).

Approval date (dd.mm.yyyy)/nata onobpenus (no.mm.rrrr): 28.09.2023
(Signature & Date) Quality Assurance/(Moanuck/nata) obecneveHuskayecTsa:
Release by/Buinyweno Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aarta) Macarena Gonzalez

Manufacturing Site/MpounasoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5




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

nrPoayKT OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77103 Oarta npouzeogctea 08.2023 lFopen no 07.2025

TEST / TECT REQUIREMENT / CNELND®UKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONUHHOCTE BAXX (DAD aetektop)

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 nornouieHUa 0CHOBHOIO MUKa, Conforms / CooTBeTcTBYET

CHATBLIW Npu XpomaTorpagupoBaHum
UCNLITYeMOro pacTBopa, AoMKeH

COOTBeTCTBORATEL Y®P-cnekTpy nornoLeHus

OCHOBHOFO NUKa, CHATOMY Npu
XpomarorpapupoBaHuK cTaHAaApPTHOro
pacTBopa (pa3gen «KonuyecTeeHHoe

onpepgeneHue)

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONMPEQENEHUE 95,0 - 105,0 % oT 3aABNeHHOro copepxaHua 98,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEQENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

19,8 mg/cap / MI/KATICYIIA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cragus)

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEHHOrO COOEpPXKaHUa 0%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHan cTagus) He menee 80 % (Q) ot 3asBneHHoOro 88 %
copepxanua C17H19N303S (omenpazona)
yepe3s 30 MUH.

RELATED SUBSTANCES

POOCTBEHHLIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpazona kap6okcunart He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/naTta ogobpexus (oo.mm.rrr): 28.09.2023
(Signature & Date) Quality Assurance/(Mognvce/narta) obecneveHusKkavecTsa:
Release by/Beinyweno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/gata) Macarena Gonzalez

Manufacturing Site/lpouasoncteeHHas nnowagka: Laboratorios Liconsa, S.A.

Page/ctp. 2/5




7 )
(&
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
nrPoayKT OME3 kancynkl kuweyHopacTeopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77103 Data npouseoactea 08.2023 Fopen no 07.2025
TEST/ TECT REQUIREMENT / CNELUU®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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nwban eguHUYHaRA He 6onee 0,2 % <0,1 %
HeuAeHTU(ULMPOBaHHAA NPpUMeCkL
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUMM € HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKTIOOQHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nara ono6penus (oa.mm.rrrr): 28.09.2023

(Signature & Date) Quality Assurance/(lNognuck/naTta) obecneyeHuskayecTaa:

Release by/BuinywieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez

Manufacturing Site/Mpou3soacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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\-./v LABORATORIOS LICONSA, S.A.
ﬁ/t\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espaial/Spain

O I m zam Q Phone: +34 949 34 97 00
’ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES3 kancynbl KMLWeYyHopacTBOpUMbIe 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC77103 Darta npoussoactea 08.2023 Nopen no 07.2025

TEST / TECT REQUIREMENT / CNELUM®PUKALINA RESULT / PE3YINLTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6GNucTep Uz Conforms / CooTBeTcTBYET**
anmMuHueBon donbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKUUWEW No NPUMEHEHUIO B MaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKUMEN MO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 1,2, 4,8 unu 14 6nuctepor no 7
Kancyn BMecTe ¢ MUHCTPYKUUWeN no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnroMUHUWeBLIA BnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C UHCTPYKLUMEW no
NPUMEHEHUIO B NMaY4Ky KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karncyn BMecTe ¢ MHCTPYKLUWEH no
NpYMeHEeHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
In-006953-180122
AHanua npoeegeH no HA: 5
1nn-006953-180122 \\ \ :
[

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 28.09.2023
(Signature & Date) Quality Assurance/(IMoanuce/aaTa) obecneyerusikadecrsa:
Release by/Brinywieno Deputy Qualified Person/:

(Signature & Date)/(Mognucs/nata) Macarena Gonzalez

Manufacturing Site/Mpou3soacTeeHHaa nnouwaaka: Laboratorios Liconsa, S.A.
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\.‘_/w LABORATORIOS LICONSA, S.A.
AK\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espana/Spain

O I m 3 Q Phone: +34 949 34 97 00
’ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPogyKT OME3 kancynbl kuwe4HopacTBopumMslie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77103 Dara npouszsoactea 08.2023  ropen no 07.2025

TEST /| TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YINLTAT

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 6nucTep U3 anloMUHUEBOMW honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKUWEN NO NPUMEHEHUH B NaYKy KapTOHHYH,

OB
A
2E&805 23
Approval date (dd.mm.yyyy)/nata ogo6penus (oo.mm.rrrr): 28.09.2023
(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecneyeHuskayecTea: e
Release by/BuinyweHo Deputy Qualified Person/: ﬂ ?
(Signature & Date)/([ognuce/oata) Macarena Gonzalez v; C 2 ¢ 0 qw 3 b
Manufacturing Site/lpouasoncTeeHHan nnowaaka: Laboratorios Liconsa, S.A. Pagelctp.5/5
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ﬂ/\ﬁ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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O I m3 Q Phone: +34 949 34 97 00
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PaspewieHue Ha BbInyckK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Koo : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPKUA : LC77103 Harta npoussopactea : 08/2023
BATCH MANUFACTURING DATE

lopen no : 07/2025 Paamep cepum : 334.368 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoawum s noaTeepxaat, YTo AaHHas UHGopMauus ABMNsSeTCH AOCTOBEPHOM U ToYHON. [laHHas napTus npogykra
6LIna npousBeaeHa, BKMOYas YNakoBKY/MapKUPOBKY M KOHTPOIb Ka4ecTBa, Ha YKa3aHHOM HIKe ydyacTke (y4acTkax)
B MNOMHOM COOTBETCTBUM € TpeboBaHusMu GMP MecTHOro perynupyoLlero opraHa, cneludukaunsMy B paspelueHum
Ha MapKeTUHI CTPaHbI-MMNOpPTepa U TEXHUYECKMMU CornalieHUsIMU, KOTopble MOTYT 6bITh 3aKnkoYeHbl, Unu gainom
cneuudukauumn npogykra ansa MccnepyeMbix NeKapcTBeHHLIX CPeacTE.

3anucu no o6paboTKe, ynakoBKe U aHanuay napTuu 6bINU NpoBepeHkl U NPU3HaHLI COOTBETCTBYIOWUMU TpeboBaHUsIM
GMP.

MapTtus 6bina npouzBegexa B Nabopatopuoc INlukoHca SA., a Tam, rge NPUMMeHUMO MUKpoBUOnoruyecKkoe
uccrnenoBaHue,
oHo npoBoauTtcs B llaGopatopuu JueBapHe 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.

2P0 L)

Mopnuck u para / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



