f,’»\\) LABORATORIOS LICONSA, S.A.
(K\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES3 kancynbl KuweYyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71913 Oata npoussoacrtea 11.2022 FopeH no 10.2024
TEST / TECT REQUIREMENT / CMELUU®UKALIUA RESULT / PE3YNIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE Teeppable XenaTUHoOBbIe Kancynbl paamepa N°4, Conforms /| CooTBeTCTBYET
C KpbilleYyKol cUHero LBeTa U Koprnycom
6enoro UBeTa, coaepxalyue cepuyeckue
rpaHyrbl oT 6enoro o noyTtu 6enoro ¢
KenToBaTbIM 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 JO3UPOBAHUSA (AV) 3HauyeHue AV, paccyuTaHHoe ana 10 kancyn,

[OMKHO 6bITb He 6onee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ansa 30 kancyn,

LOMKHO 6bITb He 6onee 15,0 % u copepxaHue

oMenpa3oria HU B OHOW Karncyre He JOMKHO

BbIXoAUTb 3a npegensi 0,75M-1,25M.

12,5

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).
NOANMUHHOCTDL (B3XX) Bpems yaepXuBaHUs 0OCHOBHOro
nuKa Ha XpomaTorpamme UcMbITyeMoro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUSI OCHOBHOrO NUKa
Ha XpomaTtorpammMe cTaHAapTHOro pacTteopa
(paspen «KonuyecTtBeHHOE onpeaeneHuey).

Conforms / CooTBeTCTBYET

B e
Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 16.01.2023 QQ(L 2 %
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHuskadecTsa:
Release by/BuinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/MpounasoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A7
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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®PUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaoyKT OME3 kancynbl KuieyHopacTBopumMble 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUsA LC71913 Narta npouseoactea 11.2022  TomeH o 10.2024

TEST / TECT REQUIREMENT / CMELIU®PUKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONUHHOCTbL 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®-cnekTp nornoweHusi OCHOBHOIO MNuKa, Conforms /| CooTBeTCTBYET
CHATbINA NpU XpomaTtorpadupoBaHUU
UCMNbLITYEeMOro pacTBopa, AOoMmKeH
cooTBeTCTBOBaTh Y®-creKTpy normnoweHus
OCHOBHOrO NUKa, CHATOMY Nnpu
XpomaTtorpatupoBaHUU CTaHAAPTHOFO
pacTtBopa (pasgen «KonuyecteeHHoe
onpepgeneHue»)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 2,1 %

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE OMPEQENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oOT 3asiIBNeHHOro coaepxaHus 101,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUMYECTBEHHOE OMNPEQENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,4 mg/cap / M[/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asBNeHHOro cogepaHus 0%
C17H19N303S (omenpa3ona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 92 %
copepxanusi C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POAOCTBEHHbLIE MPUMECU

OMEPRAZOLE CARBOXYLATE
OmMenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/naTta ogo6penus (oa.mm.rrrr): 16.01.2023
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(Signature & Date) Quality Assurance/(loanuck/aata) obecrneveHusikaqecTsa:

Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Mopnucs/aata) Macarena Gonzalez

"\ /P/

60OL13

Manufacturing Site/lMpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagelctp.2/5




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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES3 kancynbl Kuwe4yHopactsopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71913 Oarta npoussonctea 11.2022  TopeH no 10.2024
TEST / TECT REQUIREMENT / CMELA®UKALUA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecb G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eguHUYHaRA He 6onee 0,2 % <0,1 %

HeuaeHTUdMLUPOBaHHAs NpUMech

TOTAL IMPURITIES not more than 2.0 %

CymMMa npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUY ¢ HA. Conforms / CooTBeTcTBYeET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata ono6perus (aa.MM.ITrT): 16.01.2023 T Neo| 2>

(Signature & Date) Quality Assurance/(lMoanucs/farta) obecreyeHuskadecTsa:

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez
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"\\) LABORATORIOS LICONSA, S.A.
((\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

(‘\ H E m @ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES kancynbl KuweyHopacTBopuMblie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC71913 Narta npoussopcrea 11.2022 Nopen no 10.2024

TEST / TECT REQUIREMENT / CNELU®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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep us Conforms / CooTBeTcTBYyeT**
antoMuHueBoi donbru
Mo 2 unu 20 6nuctepoB no 5 Kancyn sMecTte
C UHCTPYKLUUEN No NPUMEHEHUIO B NauKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKLMUEl MO NPUMEHEHUIO B NauKy
KapTOHHYI0.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Karncyn BMecTe C UHCTPYKLUUei no
NpUMeHEeHUI0 B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnoMUHUEBbLI 6niucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C UHCTPYKLUUei no
NPUMEHEHUIO B NaYKy KApTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe C UHCTPYKLUUel no
NPUMEHEHUIO B NaYKy KapTOHHYH.

Analysis performed according ND
Jn-006953-180122

AHanus nposeaeH no HA:
Jn-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 16.01.2023 (i QJCA 2
(Signature & Date) Quality Assurance/(loanucbk/aata) obecneveHuskadectsa:

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez /)x//e oLz
Manufacturing Site/MpoussoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A./ : T
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f’\\) LABORATORIOS LICONSA, S.A.
\\j/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ H E rﬁ @ 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 kuweyHopacTeopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC71913 Oara npoussoactea 11.2022 Nopen no 10.2024

TEST /| TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YNIbTAT

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 6rMcTep U3 antoM1UH1eBo donbru.
Mo 5 6nucTepoB o 6 Kancyn BMecTe C UHCTPYKUUe Mo NpMMeHeHUo B NavkKy KapTOHHYIO.

——
Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 16.01.2023 U232
(Signature & Date) Quality Assurance/(Moanuce/aara) obecneveHusikadecTsa:
Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez /\p ) v
760113

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




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

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 kancynbl KuweyHopacTBopuMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC71913 Nata npouseoactea : 11/2022

BATCH MANUFACTURING DATE

Fopen po : 10/2024 Paamep cepuu : 334.800 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosumM si noATBEPXAAL0, YTO faHHasi MH(hOpMaLUs IBMSIETCS AOCTOBEPHOI 1 TOYHOM. [laHHas NapTus NpoayKTa
6bina Npou3BeAeHa, BKIloUasl yNakoBKY/MapKUpPOBKY 1 KOHTPOMNb Ka4yecTBa, Ha yKa3aHHOM HuXe y4acTke (yyacTkax)
B NOMHOM COOTBETCTBUM C TpeGoBaHusiMu GMP MeCTHOro perynupyoLiero opraHa, crneuudgukaumsamu B paspeLueHmu
Ha MapKeTUHT CTPaHbLI-UMNOPTEPa U TEXHUYECKUMU COTMaLIEHUSIMU, KOTOPbIE MOTYT GbITk 3aKntoueHbl, Unu harinom
cneuudmkauuu npoaykra ana Uccnepgyembix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTKe, ynakoBKe U aHanu3y napTuu 6binu nposepeHbl U NPU3HaHbLI COOTBETCTBYHLLUMU Tpeb6oBaHUAM
GMP.

MapTus 6bina npousseneHa B Nla6oparopuoc liukoHca SA., a TaM, rae NnpuMeHUMo MUKpoOObUonoruyecKkoe
uccnegoBaHue,
oHo npoeoautcs B llaoparopuun duesapHe 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.

/\//5
/
Moanuck u pata / Signature&Date: Macarena Gonzalez 4 0.0 2/

/| Deputy Qualified Person

PervcTpauumoHHoe yaoctoBeperue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



