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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl Kuwe4yHopactesopumbie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC76400 Data npouasogctea 06.2023  Topen oo 05.2025
TEST / TECT REQUIREMENT / CNELW®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 TeepAble XenaTUHOBLIE Kancynkl pazmepa N°4, Conforms / CooTBeTCTBYET
C KpbILEYKOoi CUHETOo LIBeTa U KOpMycom
Benoro UBeTa, coaepxalyue cepuyeckue
rpaHynkl oT 6enoro fo no4ytu Genoro ¢
HenToBaTLIM 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.
OOHOPOOHOCTbL OJO3UPOBAHUA (AV) 3Ha4eHue AV, paccuutaHHoe ana 10 kancyn, 7,2

LoMmKHo 6bITb He Bonee 15,0 %.

3Ha4eHue AV, paccuutaHHoe ana 30 kancyn,

LOIMKHO ObITh He 6onee 15,0 % v conepxaHue

OMEenpa3ona HU B OLHOW Kancyne He JOMKHO

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).
NOANUHHOCTDL (B3XX) Bpems yaepuBaHUs OCHOBHOIO Conforms / CooTBeTcTBYET
nuKa Ha XpoMaTtorpaMMe UcrnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpeMeHW yaepXKMBaHUA OCHOBHOIO NuKa
Ha XpoMaTorpaMme CTaHOapTHOrO pacTeopa
(paznen «KonuuyecTBEHHOE onpegeneHunes).

e -

Approval date (dd.mm.yyyy)/aaTa ogoGpenus (an.mm.rrr): 12.08.2023~— 7" 7_(;'?6-3-—
(Signature & Date) Quality Assurance/(Mognuck/aata) obecnedeHusKayecTsa:

Release by/Bsinywero Deputy Qualified Person/: [ \

(Signature & Date)/(lNognuck/aara) Macarena Gonzélez / i 21 g s

Manufacturing Site/MponaroacTeexHas nnowanka: Laboratorios Liconsa, S.A). Pagelctp. 1/5



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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykt OME3 kancynel KMweyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76400 Hata npouszroactea 06.2023 Fopen po 05.2025

TEST / TECT REQUIREMENT / CNIELIM®UKALINA RESULT / PE3YIILTAT
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).
NOANUHHOCTE B3XX (DAD petekTop) Y®-cnekTp nornoleHusi OCHOBHOFO NUKa,
CHATLIA NpU XpomaTorpadMpoBaHumn
UCnbITyeMoro pacrteopa, gomxeH
COOTBETCTBOBATL Ym-cnempy nornoLlieHus
OCHOBHOrO NUWKa, CHATOMY nNpu
XpomartorpatupoBaHum cTaHgapTHoOro
pacTBopa (pazgen «KonuyecTBeHHOE

Conforms / CooTBeTCcTBYET

onpegeneHuey)
WATER Not more than 5.0 %.
BOIA He 6onee 5,0 % 2,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMMYECTBEHHOE OMNMPEOENEHUE 95,0 - 105,0 % oT1 3anBneHHOro copepxaHusa 100,0 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUYECTBEHHOE OMPEOENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap [ MI/KAMCYNA
MI/KAMNCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnoTHas ctagus) He 6onee 10 % oT 3asBneHHOro cogepiaHus 1%
C17H19N303S (omenpazona)
yepez 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydhepHas cragus) He menee 80 % (Q) ot 3asBneHHoro 97 %
copepxanua C17H19N303S (omenpasona)
yepes 30 MuH.
RELATED SUBSTANCES
POOCTBEHHEIE MPUMECH
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

(’ —

Approval date (dd.mm.yyyy)/nata ogo6peHus (og.mm.rrrr): 12.08.2023 s ) e
(Signature & Date) Quality Assurance/(lNoanuce/aaTa) obecneyeHuskayecTsa:

Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucek/naTa) Macarena Gonzélez A';, i L”)
Manufacturing Site/lpouasoncTeenHas nnowapnka: Laboratorios Liconsa, S.A/ {tVe
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(,’:‘\) LABORATORIOS LICONSA, S.A.
(\_J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

CH E F‘n O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancynbl kuwe4yHopacTteopumMbie 20 mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC76400 Hara npoussoactea 06.2023 Mopex no 05.2025
TEST / TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YIILTAT
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
Mwobas eguHuyHan He 6onee 0,2 % 0,1%

HeupeHTUdULUPOBaHHAA NPUMeECch

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooTtBercTBUM ¢ HA. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMmnepatype He Bhiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ono6penus (oa.mm.rrrr): 12.08.2023 L 2,2('?_({32 4

(Signature & Date) Quality Assurance/(loanucs/aara) obecneveHuaAKavecTaa;
Release by/Beinywexo Deputy Qualified Person/: :

(Signature & Date)/(Moanuce/nara) Macarena Gonzadlez \f 79 ~09 %
L CUDC

/
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("\\) LABORATORIOS LICONSA, S.A.
(k/' Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

C H Ei E !O Phone: +34 949 34 97 00
' Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
NMPOOYKT OME3 kancynbl kuwe4yHopacTtBopumble 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC76400 Nata npouseoactea 06.2023  Topen go 05.2025

TEST /| TECT REQUIREMENT / CNELIA®PUKALIUA

RESULT / PE3YNIbTAT

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 6nucTtep U3
antoMuHueBol donbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKLME Mo NPUMEHEHUI0 B Na4Ky
KapTOHHYHO.
Mo 5 unu 10 BnucTepos no 6 kancyn BmecTte
C MHCTPYKUWEN No NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1,2, 4, 8 unn 14 6nuctepoB no 7
Karncyn BMecTe ¢ UHCTPYKUUen no
NpUMEHeHUI0 B MavKy KapTOHHYO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHUEBLIA BnvcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe C MHCTPYKLMeX Nno
NpUMEHEeHUHO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTpYKLUWel no
MPUMEHEHUIO B NaYKy KAPTOHHYHO.

Conforms / CootBeTcTBYyeT**

Analysis performed according ND
JM-006953-180122

AHanus npoBegeH no HA:
J1M-006953-180122

Approval date (dd.mm.yyyy)/nata ono6perus (og.mm.rrrr): 12.08.2023 %3}
(Signature & Date) Quality Assurance/(Moanuck/aarta) obecneyeHuskavecTea: ' '
Release by/BuinywieHo Deputy Qualified Person/: .

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez j '\?’/‘) a %1 )
Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Y [ e
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,,r—-f\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C!’ﬁ Ei ﬂ HO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NnPOOYKT OMES3 kancynbl kuiwe4yHopacTeopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76400 Oara npouseoactea 06.2023  Topen no 05.2025

TEST / TECT REQUIREMENT / CNNELUU®UKALIAA RESULT / PE3YNILTAT

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 anNOMUHKMEBON (honbr.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKUMEN NO NPUMEHEHUIO B NMaYky KApTOHHYI.

o

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.mm.rrir). 12.08,2023 = -(‘2 Pl Z_%
(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecneyeHusikayecTsa:

Release by/Beinywexo Deputy Qualified Person/: E

(Signature & Date)/(Moanuce/nata) Macarena Gonzéalez /\__g' 703 L’Ab
Manufacturing Site/lMpou3soacTeenHas nnowagka: Laboratorios Liconsa, S.A. ‘
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(5\) LABORATORIOS LICONSA, S.A.
( _ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E rﬁ Q Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbINyCcK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KuweyHopacTtsopumsie 20 mr

PRODUCT

Kona: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC76400 Hata npouzeoactea : 06/2023

BATCH MANUFACTURING DATE

lopex po : 05/2025 Paamep cepuu : 345.260 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiluum 51 noaTBepxaak, YTo AaHHasa uHopMauus ABNAeTCH JOCTOBEPHOW U TOYHOU. [laHHaA napTusa npoaykTa
6bina npouzBefeHa, BKMOYas yNakoBKY/MapKUMpPOBKY M KOHTPONbL Ka4yecTBa, Ha YKa3aHHOM HUXe yJacTke (y4YacTkax)
B MNOMTHOM COOTBETCTBUM C TpeboraHuamMu GMP mecTHOro perynupytoLlero opraHa, cneyqudukauusaMu B paspelueHumn
Ha MapKeTUHI CTPpaHbI-MMMNOPTEpPa U TEXHUYECKUMU cornalleHUaMM, KOTOpble MOTYT BbITk 3aKMioYeHbl, Unu dainom
cneuudmkauuu npoaykta ana UccnegyeMbix nekapcTBeHHLIX CPeACTB.

3anucu no obpaboTKe, ynakoBKe W aHanuay napTuu 661U NpoBepeHktl U NPU3HaHbl COOTBETCTRYHOWUMU TPeOGoBaHUAM
GMP.

MapTusa 6bina npouaBegeHa B Nla6opaTtopuoc MNMukoHca SA., a Tam, rae NpUMeHUMO MUKpoBUuonoruyeckoe

vccriefjoBaHue,
oHo npoeoauTcs B Jlabopatopuu ueBapHe 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.

I
[ 210%Y

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

PerucTpauuonHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep INukorca GMP / LICONSA GMP Number: ES/085HVI/19



