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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NMPOOYKT OMES kancyrbl KMwwevyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70939 IHata npousesoncrea 10.2022 Fopen no 09.2024
TEST / TECT REQUIREMENT / CINELIU®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.
OMUCAHUE TBepAble xenaTuHoBble Kancynbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKON CUHero LBeTa U Koprnycom
Genoro LBeTa, coflepXalume cepuyeckue
rpaHyrnbl oT 6enoro [0 noyTu G6ernoro c
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 OO3UPOBAHUSA (AV) 3HauveHue AV, paccuuTtaHHoe ans 10 kancyn, 6,5

OOIMKHO 6bITh He 6onee 15,0 %.

3HayeHue AV, paccuntaHHoe ans 30 kancyn,

LOMKHO 6bITb He 6ornee 15,0 % 1 copepxaHue

omMernpasoria HU B OOHOM Karcyrne He JOMKHO

BbIXoAuUThb 3a npegensi 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).
NOANUHHOCTb (B3XX) Bpems yaepXuBaHUsi OCHOBHOIO Conforms / CooTBeTCTRYET
nuka Ha xpomaTtorpamMmme UCMbITYyeMOro
pacTBopa AOMKHO COOTBETCTBOBaThL
BpeMeHU yAepXMBaHUs OCHOBHOIO NUKa
Ha XxpoMaTtorpaMme cTaHAapTHOro pacteopa
(pa3pgen «KonuuyecTBeHHOE onpeperneHue»).
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuleyHopacTtBopumMbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70939 Hata npoussogctea 10.2022 Fopen no 09.2024

TEST / TECT REQUIREMENT / CNELUU®UKALINA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANUHHOCTb B3XX (DAD peTekTop) Y®-cneKTp norrnolileHus OCHOBHOrO MnukKa, Conforms / CooTBeTCTBYET
CHATLIN NpuU XpomaTorpadupoBaHmm
UCMbLITYeMOro pacTBopa, AOIKeH
COOTBETCTBOBaThL Y®-creKTpy NornoLeHus
OCHOBHOTO NUKa, CHATOMY Npu
XpomaTtorpadupoBaHumn CTaHAAPTHOrO
pacrBopa (pa3nen «KonuyecteeHHoe

onpepenexHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJNMMYECTBEHHOE OMNMPEOENEHUE 95,0 - 105,0 % oT 3asiBrieHHOro cogepXxaHus 101,3 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMNPEQOENEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,3 mg/cap / M[/KAMCYNA
MP/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas ctagus) He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 0%
C17H19N303S (omenpa3ona)
Yyepe3s 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctagus) He meHee 80 % (Q) oT 3asiBNeHHOro 100 %
conepxaHusi C17H19N303S (omenpa3sona)
Yyepe3 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

/oy
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3IA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaoykT OME3 kancynbl kuweyHopacTBopuMbie 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC70939 Nata npoussopctea 10.2022 lopen no 09.2024
TEST /| TECT REQUIREMENT / CMELIUM®UKALIUA RESULT / PE3YINILTAT
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
IMo6as eguHuyHas He 6onee 0,2 % <0,1%

HeugeHTUdULUPOBaHHAas NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTtBeTtcTBUM ¢ HI. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl KulieyHopacTBopuMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70939 Oata npoussopctea 10.2022 Fopen po 09.2024

TEST / TECT REQUIREMENT / CNELIU®UKALINA 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 13 Conforms / CooTBeTCTBYyeT*
antoMuHueBol conbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C MHCTPYKLUUENR No NPUMEHEHUIO B NayKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKLUMeN No NPUMEHEHUI0 B NaYKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C UHCTPYKLUeli no
NpUYMeHeHUo B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnoMUHMEBBIN 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C UHCTPYKLM1eNn no
NPUMEHEHUI0 B NayKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karicyrn BMecTe C UHCTpYKLUeii no
npuYMeHeHUI0 B NavKy KapTOHHYHO.

Analysis performed according ND
IMn-006953-180122

AHanus npoBegeH no HA:
J1M-006953-180122
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogykT OME3 kancynbl Kuwe4yHopacTBopumble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70939 Oara npoussoacrea 10.2022 Fopen po 09.2024

TEST / TECT REQUIREMENT / CNELUUN®UKALIUA RESULT / PE3YIIbTAT

Notes / HaGnropeHus
**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 anoMUHUEBOl dornbru.
Mo 5 6nucTepoB no 6 Karncyn BMecTe ¢ UHCTPYKLMEl Mo MPUMeHeHUI0 B NaYKy KapTOHHYIO.

SV 2012
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FQ\) LABORATORIOS LICONSA, S.A.

‘(K\’-/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl KuweyHopacTBopuMblie 20 Mr

PRODUCT

Kond : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPU4 : LC70939 Nata npoussoactea : 10/2022
BATCH MANUFACTURING DATE

Fonen oo : 09/2024 Paswmep cepuu : 342.000 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluum s noaTBepxaalo, 4to fgaHHas uHgopmauus aBMsieTcsl AOCTOBEPHON U TOYHOMN. [JaHHas napTusi NpoayKra
6bina npousBeeHa, BKIOUas ynakoBKy/MapKMPOBKY M KOHTPOSb KauyecTBa, Ha yka3aHHOM HIKe yyacTke (yuyacTkax)
B NOMHOM COOTBETCTBUMU C TpeGosaHusiMu GMP MecTHOro perynupyloliero oprata, cneuudukauusmm B paspelueHmm
Ha MapKeTUHT CTPaHbLI-UMMOPTepa U TeXHUYECKUMU COTfaLleHUsIMU, KOTOPbIE MOTYT GbITh 3aKnko4eHbl, Unu gaiinom
crieyundpmkauuu npoaykra ans Uccnegyembix nekapcTBEHHbLIX CPeACTB.

3anucu no o6paboTke, yNnakoBKe U aHanu3ay napTuv G6binu NpoBepeHbl U NPU3HaHbI COOTBETCTBYHOLUMU TPeGOBaHUAM
GMP.

MapTus 66ina npousseseHa B Jlabopartopuoc fNukoHca SA., a TaM, rae NPUMEHUMO MUKpoGuonoruyeckoe

uccrnegoBaHue,
oHo npoBoauTtcs B llabopaTtopuu 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.

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

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



