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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayktT OMES3 karncyrbl KuwevyHopacTBopuMble 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUHS LC70826 Dara npoussoactea 10.2022 Fopen po 09.2024
TEST / TECT REQUIREMENT / CNELIU®UKALIUA 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 TBepAble XenaTuHoBbIe Karncyrbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKol CUHero LiBeTa 1 Kopnycom
Gernoro LBeTa, cofepxalliue cpepuleckme
rpaHyrnbl oT 6ernoro Ao nouTu 6emnoro ¢
ENTOBaThbIM 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 JO3UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe ans 10 kancyn, 5,4

LOMKHO GbITh He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe gns 30 kancyn,

[OMKHO 6bITb He 6onee 15,0 % u copepxaHue

omMernpasorna HY B OfHOI Karncyre He [OMKHO

BbIXOAUTbL 3a npepensl 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).
NOANUHHOCTDb (B3XX) Bpems yaepXXuBaHUsi OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha Xpomarorpamme UCNbLITYeMOro
pacTBOpa AOMKHO COOTBETCTBOBATL
BpeMeHU yaepXuBaHUsi OCHOBHOTO MuKa
Ha XxpomaTorpamme CTaHAapTHOro pacTBopa
(pa3gen «KonuyecTBeHHOE onpeaerneHue).

N

Approval date (dd.mm.yyyy)/nata ogobperus (ag.mm.rrrr); 15.11.2022

(Signature & Date) Quality Assurance/(Moanuce/garta) obecneveHusikayecTsa: ,

Release by/Beinywero Deputy Qualified Person/: PG‘ “]ﬁ i 5\ \ ZL

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafiez

Manufacturing Site/[MpousBogcTeeHHas nnowlaaka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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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
CEPTUDPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES kancyrbl KuwevyHopacTBopuUMble 20 Mr

CODE

Kopn, 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70826 Hara npoussopcrea 10.2022 Fopen oo 09.2024

TEST / TECT REQUIREMENT / CMIELU®UKALIUA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMUHHOCTb B3XX (DAD petextop)

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 normnoLieHnsi OCHOBHOTO MNUKa, Conforms / CooTBeTCTBYET
CHATBIV NpU XpomarorpadupoBaHum
UCMbITYeMOro pactBopa, fomKeH
COOTBeTCTBOBaTh Y®-CreKTpy nornoLweHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomartorpadupoBaH1Umn cTaHAaPTHOTO
pactBopa (pasnen «KonuuyectseHHoe

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

KONUYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBMeHHOro cofepXXaHust 102,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUMYECTBEHHOE ONMPEQENEHUE
MI/KATNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,5 g/cap | MI/KATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABnNEeHHOro cofepxaHus 1%
C17H19N303S (omenpa3sona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BychepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asiBneHHoOro 100 %
cogepxaHus C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapb6okcunar

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

/j/.',/’ 7 <9
Approval date (dd.mm.yyyy)/aata ogobpenus (ag.mm.rrrr): 15.11.2022 >‘//Y/L ¢
(Signature & Date) Quality Assurance/(lNognuce/aata) obecrneyeHuskavecTsa:

Release by/BeinyleHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nara) Cristina Benedicto Ibafez s‘\ /[\(/ 15.1 1.1
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CHEMO

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 AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPooyKT OMES3 kancynbl kuweyHopacTBopumMbie 20 mr

CODE
Kon, 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC70826 Nara npoussopctea 10.2022 Fopen no 09.2024
TEST / TECT REQUIREMENT / CNELA®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
MNpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMob6as eguHuyHan He 6onee 0,2 % <0,1 %
HeuaeHTUdULMPOBaHHas NpruMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He Gonee 2,0 % 0,1 %
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
O6Lee 4UCIO a3apPOBHbLIX He G6onee 1000 KOE/r <10 %
MUKpPOOPraHU3MOB
TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g
COUNT(TYMC)
O6LLee YUCTIO APOXKEBbLIX U NMECHEBbIX He 6onee 100 KOE/r <10 %
rpu6oB
LABELING According to ND
MAPKUPOBKA B cooTtBetcTBuM ¢ HJ. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temneparype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.

////)L Cif7
Approval date (dd.mm.yyyy)/nata ogo6perus (ag.mm.rrrr): 15.11.2022 >’, / // )»//cé

(Signature & Date) Quality Assurance/(Mognucek/aata) obecneveHuskavecTsa:
Release by/Bbinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Cristina Benedicto Ibafiez

Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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7 LABORATORIOS LICONSA, S.A.

d \\,)) Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

CH EI I lO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kuiweyHopacTeopumble 20 mMr

CODE
Kopn, 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70826 Nata npoussogctea 10.2022 ropen no 09.2024

TEST/ TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YJIbTAT

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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTCcTBYET*
antoMuHUeBol onbru
Mo 2 unu 20 6nncTepoB no 5 kancyn Bmecre
C MHCTPYKLUE No NPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nucTtepoB no 6 kancyn Bmecte
C MHCTPYKUUe No NPUMEHEHUIO B NayKy
KapTOHHYO.
Mo 1, 2,4, 8 unu 14 6nuctepoB no 7
Karcyn BMecTe C MHCTpyKuueii no
npuMeHeHUIO B NMavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMUHUeEBBIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepor no
10 Kancyn BMecTe C MHCTPYKUUel no
NPUMEHEHUIO B NayKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcysn BMecTe ¢ MUHCTpYyKUueli no
npUMeHeHUIo B NavyKy KapTOHHYH.

Analysis performed according ND
J1M-006953-180122

AHanus npoeepeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mMm.rrrr): 15.11.2022 ()/// / ,(’ ({/ 44

(Signature & Date) Quality Assurance/(Moanucs/aara) obecrneveHuskavecTsa:

Release by/Buinywero Deputy Qualified Person/: A .

(Signature & Date)/(Moanucs/nata) Cristina Benedicto Ibafiez \W Y IS W2
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Avda Miralcampo 7. Polig Ind. de Miralcampo

(’\\) LABORATORIOS LICONSA, S.A.
sk

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
CEPTU®UKAT AHAJTUASA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl KulieyHopacTBopumblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70826 Nata npouseopctea 10.2022 lMopen go 09.2024

TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIILTAT

Notes / HabntogeHus
**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 antoMUHUeBoN Ponbru.
Mo 5 6ncTepoB o 6 kancysn BMecTe ¢ UHCTPYKLMeN Mo NpuMeHeHUIo B naYky KapToHHY.

Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 15.11.2022 /(/ } /S//[ 2 Z

(Signature & Date) Quality Assurance/(Mognucek/aata) obecneveHuskadecTsa: ,

Release by/BbinyiieHo Deputy Qualified Person/: ) / "

(Signature & Date)/(Moanuck/nara) Cristina Benedicto Ibafiez ?“‘ Lf ly. AR

Manufacturing Site/MpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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,’-\\) LABORATORIOS LICONSA, S.A.
( j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH El l IO Phone: +34 949 34 97 00
| Fax: +34 949 26 68 37

PaspelweHune Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OMES3 kancyrbl Kuwe4yHopacTBopuMble 20 mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JTIM-006953
CEPU4 : LC70826 Hara npouseoactea : 10/2022

BATCH MANUFACTURING DATE

Fopen po : 09/2024 Pasmep cepum : 333.600 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiumm st noaTBepxAalo, YTo gaHHas MHOpPMaLMs SIBMSIeTCS 4OCTOBEPHOM 1 TOUHON. [laHHas napTus npogykra
6bina npousBefeHa, BKMOYasi ynakoBKy/MapKUpPOBKY U KOHTPOSb KauecTBa, Ha yKazaHHOM HuKe yvacTke (yyacTKax)
B MOMTHOM COOTBETCTBUU C TpeGoBaHusiMu GMP MecTHOro perynupyoLiero opraHa, cneuudukauusiMu B paspeLueHum
Ha MapKeTUHT CTpaHbl-MMIopTepa U TEXHUYECKMMU COrnalleHUsIMU, KOTOpble MOryT BbITh 3aKmoYeHbl, Unu dannom
cneuundukauun npogykra ans Mcecrnenyembix nekapcTBeHHbIX CpeacTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y naptTuu 6 NpoBepeHbl U NPU3HaHbl COOTBETCTBYIOWUMY TPe6GoBaHUSAM
GMP.

MapTus 6bINa nponsBeneHa B JllabopaTtopuoc flukoHca SA., a TaMm, rae NPUMEHMMO MUKpPOBUOroruyeckoe

uccrnepoBaHue,
OoHo npoBoauTcs B Jlaboparopun dueBapHe 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.

Pt
Moanuck u para/ Signature&Date: Cristina Benedicto Ibariez
| Deputy Qualified Person

PeructpauuoHHoe yaooctoBepeHue / Manufacturing Authorization: 3414E
HoMmep IukoHca GMP / LICONSA GMP Number; ES/085HVI/19



