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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl kMwe4vHopacTBopumMmble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70703 Dara npoussoacrea 09.2022 Fopen po 08.2024
TEST /| TECT REQUIREMENT / CMIELUU®UKALINA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE TBepAble XenaTuHoOBbIe Karncynbl pasMmepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEeYKol CUHEero LBeTa U Koprnycom
6eroro LBeTa, coaepxallyue cgepuyeckme
rpaHy’bi ot 6ernoro fo noutu 6ernoro ¢
erToBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OHOPOJHOCTb O3UPOBAHUA (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.

3HauyeHue AV, paccuutaHHoe ans 10 kancyn, 8,4
[OMKHO ObITb He 6onee 15,0 %.

3HauyeHue AV, paccuutaHHoe ans 30 kancyn,
LOMKHO GbITb He 6onee 15,0 % u copepxaHue
omMerpa3sorna Hu B O[HOI Karcyne He [OMKHO
BbIX0AUTb 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).

NOANUHHOCTD (B3XX) Bpemsi yaepXuBaHus 0CHOBHOro Conforms / CooTBeTCTBYET
nu1ka Ha xpomartorpaMme UcbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUSI OCHOBHOIO NUKa
Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pasgen «KonuyectBeHHOE onpeaeneHuey).
Approval date (dd.mm.yyyy)/naTa onobpenus (aa.mm.rrrr): 11.11.2022 [ ) 5 5wl ) )
(Signature & Date) Quality Assurance/(Mognucs/aara) oGecneveHuskaqecTsa: ;/X ) | | (L /l/? e 3 :
Release by/BbinywieHo Deputy Qualified Person/: f €0 rc.\ ‘U( H 22

(Signature & Date)/(Mognuck/nata) Cristina Benedicto Ibafiez ‘(; &H D
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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
nPoaykT OMES karncynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70703 Dara npoussopctea 09.2022 Fopen po 08.2024

TEST / TECT REQUIREMENT / CNIELIUDOUKALIAA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MNOANUHHOCTb 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 norrnolieHnUsi OCHOBHOIO MNuKa, Conforms / CooTBeTCTBYET
CHSATbIN NpU XpomaTtorpadupoBaHumn
UCMbLITYeMOro pacTBopa, AoKeH
COOTBETCTBOBaThb Y®-CreKTpy nornoweHus
OCHOBHOFO MNUKa, CHATOMY Npu
XpomaTtorpadmpoBaHuu CTaHAAPTHOTO
pacTtBopa (pasnen «KonuyecteeHHoe

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

KONMWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepxaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYINA

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

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNEHHOro cofepXaHus 0%
C17H19N303S (omenpasona)

Yyepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 96 %
copepxanus C17H19N303S (omenpa3sona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECU

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpa3sona Kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogobpexus (ag.mm.rrrr): 11.11.2022 y 2)

(Signature & Date) Quality Assurance/(Mognuck/gaTa) obecneveHuskavecTsa: \'( N l ‘ Ll " / en .,f\ L ——
Release by/Bbinyiero Deputy Qualified Person/: i S }/Z ’ l {\l 2 74

(Signature & Date)/(lMoanuck/nata) Cristina Benedicto Ibafez (
Manufacturing Site/lMpoussofcTBeHHas nnowagka: Laboratorios Liconsa, S.A.
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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
nPoaykT OMES3 kancyrnbl kuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70703 Dara npoussoactea 09.2022 Fopen oo 08.2024
TEST / TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YIIbTAT
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
IMob6as eguHUYHasn He 6onee 0,2 % <0,1%
HeupeHTUULMpOoBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKIrOgHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 11.11.2022 :_." 17_ 2 )

(Signature & Date) Quality Assurance/(Mognuce/narta) obecneveHuskavecTsa: (z' H\ ‘ % ép r% \\{ \1 29
Release by/BeinyweHo Deputy Qualified Person/: 2 ) ==

\ ;
(Signature & Date)/(Mognuck/nata) Cristina Benedicto Ibafiez ( -
Manufacturing Site/lNponaBoacTeeHHasi nnolaaka: Laboratorios Liconsa, S.A. h o
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?’\ﬁ\) LABORATORIOS LICONSA, S.A.
(v Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl kuiwevyHopacteopumMble 20 Mr

CODE
Kkon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70703 HOata npoussogctea 09.2022 Monen no 08.2024

TEST / TECT REQUIREMENT / CMELIM®GUKALIUA 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.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep u3 Conforms / CooTBeTcTBYeT**

antoMUHUEBOU onbru

Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
C UHCTPYKLUMEN Mo NMPUMEHEHUIO B Nauky
KapTOHHY!O.

Mo 5 unu 10 6nucTepoB no 6 kancyn Bmecte
C VHCTPYKLUUEN No NpUMEHEHUI0 B Nauky
KapTOHHYIO.

Mo 1,2, 4, 8 unu 14 6nuctepoB no 7

Karcyrn BMecTe C MUHCTPYKLUeN no
NMPUYMeHEHUIO B NaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-N3-NBAOX/
AntoMUHUEBbIN 6nucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepos no

10 kancyn BMecTe ¢ MHCTPYKLMEN Mo
NMPUMEHEHUIO B NaYvKy KaPTOHHYHO.

Mo 1,2, 3,4 unu 7 6nucrepos no 14

Karcyn BMecTe C MHCTpyKLuel no
MPUMEHEHMIO B MaYKy KaPTOHHYHO.

Analysis performed according ND
JM-006953-180122

Ananu3s nposegeH no HA:
I1M-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mm.rrrr): 11.11.2022

(Signature & Date) Quality Assurance/(lMoanuck/nara) obecneveHuskavectsa:

Release by/Bbinywerno Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nara) Cristina Benedicto Ibafiez

Manufacturing Site/[MpousBoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A.
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("Q\) LABORATORIOS LICONSA, S.A.
K\J/ Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancynbl kuwe4yHopacTBoOpuUMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC70703 Dara npoussogctea 09.2022 Fopen no 08.2024
TEST /| TECT REQUIREMENT / CNEL®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnogeHUs1
**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 antoMUHUEBON oNbIN.
Mo 5 6nuctepoB no 6 Kancyn BMecTe ¢ MHCTPYKUMel Mo npuYMeHeHUIo B Nayky KapToOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6peHus (ag.mm.rrrr): 11.11.2022 N
(Signature & Date) Quality Assurance/(Mognuck/naTa) obecnedeHusikayecTsa: 4 [ l [ \
Release by/BbinywieHo Deputy Qualified Person/: \

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibanez r

Manufacturing Site/lNpouasofcTBeHHas nnowagka: Laboratorios Liconsa, S.A.
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'Q\) LABORATORIOS LICONSA, S.A.

«(\\4 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
i 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancyrnbi kKuwieyHopacTtBopumMblie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUSA : LC70703 Nata npouseoactea : 09/2022
BATCH MANUFACTURING DATE

lFopen pmo : 08/2024 Pa3smep cepuu : 344.586 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiumm 51 noaTBepXxaalo, YTo fgaHHasi MHGopMaLus SBIAETCS JOCTOBEPHON 1 TOYHOM. [laHHasi napTus NpoayKTa
6bina npousBefeHa, BKIHOYasi yNakoBKY/MapKMpPOBKY U KOHTPOIb KayecTBa, Ha yKa3aHHOM HuKe yJyacTke (yyacTkax)
B MOMTHOM COOTBETCTBUMU C TpeGoBaHusiMM GMP MecTHOro perynuvpytoLiero opraHa, crieludukauusMy B paspeLeHum
Ha MapKeTUHI CTPaHbI-MMIopTepa U TeXHUYECKUMU COrfalleHUsiMU, KOTopble MOryT GbITh 3aKMOYeHbl, Unu danom
cneuudukauum npopykra ans UccnenyeMbix nekapcTBeHHbIX CPeacTB.

3anucu no obpaboTke, ynakoBKe U aHanu3y napTuu ObINiu NpoBepeHbI U NpU3HaHbl COOTBETCTBYHOLWUMU TpeﬁOBaHMﬂM
GMP.

MapTus 6bINa npousBegeHa B JlabopaTtopuoc JlukoHca SA., a Tam, roe NPUMEHUMO MUKpoGUonoruyeckoe
uccrnenoBaHue,
oHo npoBoAauTcs B JlabopaTtopun 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.

Moanucek n parta / Signature&Date: Cristina Benedicto Ibanez
I Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
HoMmep IukoHca GMP / LICONSA GMP Number: ES/085HV1/19





