®
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

nPoaykT OMES3 kancynbl KuweyHopacTteopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC69821 Dara npouseoactea 08.2022 Fopen no 07.2024
TEST / TECT REQUIREMENT / CMIELIU®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.
OINMUCAHUE TBepAble ¥enaTuHoBbIe Kancynbl pasMepa N°4, Conform / CooTBeTCcTBYET

C KpbILLeYKoii CUHero LiBeTa U KOprnycom
Genoro LBeTa, coaepxalyue cepuyeckue
rpaHynbl oT 6enoro 4o nouTu 6enoro ¢
KenToBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OJHOPOAHOCTb OO3UPOBAHUA (AV)

3HayeHue AV, paccuutaHHoe ansa 10 kancyn,

41

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

3HauyeHue AV, paccuutaHHoe ansa 30 kancyn,
LOMKHO ObITb He 6onee 15,0 % u copepxaHue
oMenpa3ona HY B OAHOW Karicyre He [lOMKHO

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

OMEPRAZOLE IDENTIFICATION (HPLC)
in the chromatogram

The retention time of the main peak

of test solution

should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).

NOANUHHOCTDb (B3XX)

BpeMﬂ yAepXuBaHUsi OCHOBHOro

Conform / CooTBeTCcTBYET

nuKa Ha XxpomartorpaMme UCMbITyeMoro
pacTBOpa [OMKHO COOTBETCTBOBATh
BpeMeHU yiepXXUBaHUSi OCHOBHOIO NUKa

Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(paspen «KonuyectBeHHOE onpepeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 11.10.2022
(Signature & Date) Quality Assurance/(lMoanucb/aaTta) obecneveHuskayecTsa:
Release by/Buinyiieno Deputy Qualified Person/:

(Signature & Date)/(lMognuck/aata) Cristina Benedicto Ibafiez

Manufacturing Site/[MpoussofcteeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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
CEPTUOUKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nrPoaykKT OMES kancyrnbl KuleyHopacTBopUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC69821 Data npoussoactea 08.2022 Fopen no 07.2024

TEST / TECT REQUIREMENT / CNELUUOPUKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD peTtekTop)

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 oCHOBHOro NuKa,

CHSAITbIV NPU XpoMaTorpadupoBaHum
UCNbITYeMOro pacTBopa, AOMKeH

coOoTBEeTCTBOBaTh Y®-cneKTpy nornoiieHus

OCHOBHOrO NUKa, CHATOMY Mpu
XpomaTtorpampoBaHuu cTaHAAPTHOrO
pacTtBopa (pasgen «KonuyectBeHHOe

onpeneneHue»)

Conform / CooTBeTCTBYET

WATER
BOOA

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

1,7%

OMEPRAZOLE ASSAY %
KONMMYECTBEHHOE OMPEAENEHUE

95.0 - 105.0 % of label claim

95,0 - 105,0 % ot 3asiBNeHHOro cogepxaHust

100,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OIMPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

20,0 %

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctanus)

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coaepxaHusi

C17H19N303S (omenpasona)

yepe3 120 MUH

2%

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (ByepHas cragus)

not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
He meHee 80 % (Q) ot 3asaBnNeHHOro

coaepxanua C17H19N303S (omenpasona)

yepe3 30 MUH.

97 %

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunar

not more than 1.0 %
He 6ornee 1,0 %

<0,1 %

Approval date (dd.mm.yyyy)/nata onobpexus (ag.mm.rrrr): 11.10.2022

(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneyeHusikayecTsa:
Release by/BrinyuieHo Deputy Qualified Person/: ‘

(Signature & Date)/([Moanuck/nata) Cristina Benedicto Ibafiez ‘;‘;fn ,L\_'[: s
Manufacturing Site/lNpoussofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. /| ig (0. &L
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/«’\\) LABORATORIOS LICONSA, S.A.
( 2 Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
CH EmO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOoAYKT OME3 kancynbl KuweyHopacTeopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC69821 Dara npoussoactea 08.2022 lopen no 07.2024
TEST / TECT REQUIREMENT / CNELU®UKALIUAA RESULT / PE3YINbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
INo6as eauHuyHasn He 6onee 0,2 % <0,1 %
HeuaeHTUULUpPOBaHHasA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % <0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HA. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemMneparype He Bblwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 11.10.2022
(Signature & Date) Quality Assurance/(lNoanuck/aaTa) obecnevyeHuskavecTsa:
Release by/Bbinyuierno Deputy Qualified Person/:

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

2 "7
Manufacturing Site/[Mpou3soacTeeHHas nnowaaxa: Laboratorios Liconsa, S.A. V / \7 13.l011 Page/ctp.3/5



Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

@ LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OMES3 kancynbl kuwe4vyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC69821 Oata npoussoactea 08.2022 Tronen no 07.2024

TEST / TECT REQUIREMENT / CNELU®UKALIUA 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, 3,5,6,9or 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 6nuctep us Conform / CooTBeTcTBYET
antoMUHUeBOW onbru
Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C UHCTPYKUUElN NO NPUMEHEHUIO B NayvKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPYKLUUEN No NPUMEHEHUIO B MavKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Kancyn BMecTe C MHCTpPYKUUeii no
nNpUMeHEeHUI0 B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMUHUEBLIN GnucTep.
Mo 1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPYKLMEN No
NPUMEHEHUIO B NaYKy KAPTOHHYIO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ UHCTpyKUuel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
1nn-006953-180122

AHanu3s npoBegeH no HA:
JM-006953-180122
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Approval date (dd.mm.yyyy)/nata onobpenus (ag.mm.rrrr): 11.10.2022 - W= v
(Signature & Date) Quality Assurance/(lMoanuck/aata) obecrneveHuskadecTsa: )

Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aata) Cristina Benedicto Ibafiez ?t ‘/77' 210 sz

Manufacturing Site/MponaBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagel/ctp. 4 /5



LABORATORIOS LICONSA, S.A.

)
(\\{ Avda Miralcampo 7. Polig Ind. de Miralcampo

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
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuwevyHopacTBopumMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC69821 DOata npoussoactea 08.2022 Fopen no 07.2024
TEST / TECT REQUIREMENT / CNELUN®UKALIAA RESULT / PE3YINIbTAT

Notes / HabnogeHUsA
** 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 antOMUHUEBOM (hONbIU.
Mo 5 6nucTtepos no 6 kancyn BMecTe ¢ UHCTPYKLEl MO NPUMEHEHUI0 B NayKy KapTOHHYIO.

—
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Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 11.10.2022 ~—is T *Z_&

(Signature & Date) Quality Assurance/(loanuce/aaTa) obecrnevyeHusikayecTsa:
Release by/BbinywieHo Deputy Qualified Person/: /
(Signature & Date)/(Moanuck/para) Cristina Benedicto Ibafiez (’b f [5 A OLL

Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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,;\\) LABORATORIOS LICONSA, S.A.
(\/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3pelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OMES3 kancynbl kuwe4yHopacTeopumMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPU4 : LC69821 Hata npouseogctea : 08/2022
BATCH MANUFACTURING DATE

nata nepenposepku : 07/2024 Pasmep cepum : 7 UN
RETEST DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilumMm s noaTBepXAalo, YTo AaHHas MHGopMaLUs SBNsIeTCS AOCTOBEPHON U TOYHOMN. [laHHasa napTua npoayKTa
6L1na npov3BeAeHa, BKMoYas ynakoBKY/MapKMPOBKY U KOHTPOIb KauyecTBa, Ha YKa3aHHOM HuXe y4acTke (y4acTKax)

B MNONTHOM COOTBETCTBUMU ¢ TpeGoBaHUsiMM GMP MecTHOro perynupyoLiero opratda, cneuudgukaumsmu B paspelueHum
Ha MapKeTUHF CTPaHbI-UMMNopTePa U TEXHUYECKUMU COrNalleHUSAMMU, KOTOPble MOTYT GbITk 3aKMtoUYeHbl, Unu gannom
cneuudukauuu npoaykra ansa UccnenyeMbix nekapCcTBeHHbIX CPeACTB.

3anucu no o6paGoTke, ynakoBKe U aHanu3y napTum 6binu NpoBepeHbl U NPU3HaHbI COOTBETCTBYHOWUMU TPEGOBaHUAM
GMP.

MapTus 6bina npousBeaeHa B JflabopaTtopuoc JlukoHca SA., a TaM, rae NPMMeHUMO MUKpoGUonoruyeckoe

uccnenoBaHue,
oHo npoBoguTcs B llabopaTopun 3ueBapHe 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.

f‘“‘/L/ 151012
Moanuck u gara / Signature&Date: Cristina Benedicto Ibafiez
I Deputy Qualified Person

PeructpauunoHHoe yaoctoBeperue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



