,"\\) LABORATORIOS LICONSA, S.A.
K/ Avda Miralcampo 7. Polig Ind. de Miralcampo
S~ 19200 Azuqueca de Henares - Guadalajara - Spain

CH EI l 'O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl Kuwe4yHopacTBopumblie 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70567 Marta npouseoactea 09.2022 Fopen po 08.2024
TEST / TECT REQUIREMENT / CMELIUPUKALINA 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 XenaTuHoBble Karcyrnbl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEeYKol CUHero LiBeTa U Koprnycom
Geroro LBeTa, cofepxallue cepuyeckue
rpaHyribl oT 6enoro Ao noutu 6emnoro ¢
enToBaTbIM 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.
OJHOPOOHOCTb AO3UPOBAHUSA (AV) 3HaueHue AV, paccuuTtaHHoe ans 10 kancyn,

OOIMKHO 6bITh He 6onee 15,0 %.

3HauveHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO 6bITh He Gonee 15,0 % u copepxaHue

oMenpasora HY B OAHOW Karncyne He A0MKHO

BbIXoAUTb 3a npepenb! 0,75M-1,25M.

3,0

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 (B3XKX) BpemMsi yaepXXMBaHUA OCHOBHOrO
nuKa Ha XxpomarorpamMmme UCMbITYyeMoOro
pacTBOpa [OMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOrO nuka
Ha XxpomaTorpaMmme cTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOE onpeneneHue»).

Conforms / CooTBeTCTBYET

Approval date (dd.mm.yyyy)/aata ogobpenus (ag.mm.rrrr): 31.10.2022 /}/ J¢ {Z{/{;'/ ¢
(Signature & Date) Quality Assurance/(Mognucek/gaTa) obecrneyeHusakadecTsa:
Release by/BuinyiieHo Deputy Qualified Person/: /
(Signature & Date)/(Mopnuck/gata) Cristina Benedicto Ibafiez /\/
[

Manufacturing Site/lpouasoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. 4 O1 AL kL
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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
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancyrnbl kuwe4dHopacteopumblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70567 Nata npouseopctea 09.2022 Fopen no 08.2024

TEST / TECT REQUIREMENT / CTIELIUDOUKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb 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®-crieKTp nornolleHusi 0CHOBHOro NukKa, Conforms / CooTBeTCTBYET
CHATbIV Npu XxpomaTtorpadupoBaHum
UCMbITYEMOro pacTBopa, [OMmkeH
COOTBeTCTBOBaTh Y®-CreKTpy nornoLjeHus
OCHOBHOTIO MUKa, CHATOMY NpK
XpomaTtorpadupoBaHuM CTaHAAPTHOroO
pactBopa (pa3pen «KonuyectBeHHOe

onpefeneHuey)
WATER Not more than 5.0 %.
BOJOA He Gonee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepxaHus 100,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUYECTBEHHOE OMNPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3asiBNEHHOro cofepXaHus 0%
C17H19N303S (omenpa3ona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBneHHOro 98 %
copepxanus C17H19N303S (omenpasona)

yepe3s 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/aaTa onobpeHnus (ag.mm.rrrr): 31.10.2022 \ '?,;' /), ‘//,'L)()
(Signature & Date) Quality Assurance/(Mognucs/aaTa) o6ecneverusikadectsa: ' N

Release by/BbinyLeHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nara) Cristina Benedicto Ibafiez o / )
Manufacturing Site/MpoussoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. \ 1 W o
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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.
4

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaoykKT OME3 kancyrnbl kuwevyHopactBopumMblie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC70567 Nata npoussopcrea 09.2022 Fopen no 08.2024
TEST / TECT REQUIREMENT / CMELA®PUKALINA RESULT / PE3YINIbTAT
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
Mo6as eguHUYHan He 6onee 0,2 % <0,1 %

HenaeHTUdULMPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

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

XPAHEHUE Mpu Temneparype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2ropa.

Approval date (dd.mm.yyyy)/aata ogo6perus (aa.mm.rrrr): 31.10.2022 ’.j),//i{ . 2’,‘{1) l?
(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveHuskayectsa:

Release by/BoinyweHo Deputy Qualified Person/: /

(Signature & Date)/(Moanuce/nata) Cristina Benedicto Ibafiez f“"’ \

i 2% )
Manufacturing Site/MpouasoacTeeHHasi nnowaaka: Laboratorios Liconsa, SA. | Oz .\ (59 Page/ctp.3/5



(’\\) LABORATORIOS LICONSA, S.A.
(KJ 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
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbl KuweyHopacTBopumble 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC70567 Oata npoussoactea 09.2022 Fopen oo 08.2024

TEST / TECT REQUIREMENT / CMELIM®UKALILA 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTCTBYeT**
anroMUHUeBOW cornbru
Mo 2 unu 20 6nucTepoB no 5 Karncyn BMecTe
C UHCTPYKUMel No NpYMeHEHUI0 B NayKy
KapTOHHY10.
Mo 5 unu 10 6nuctepoB no 6 kancyn smecre
C VHCTPYKLMEN Mo NpUMeHEHUIO B NMaYkKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Kancyrn BMecTe ¢ MHCTPYKLWen no
NPUMEHEHMIO B NaYvKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIN GniucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHUIO B Na4Ky KAPTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karncyrsn BMecTe C MHCTPYKUUel no
MPUMEHEHUIO B NaYvKy KapTOHHYHO.

Analysis performed according ND
J1M-006953-180122

Ananu3s npoBegeH no HA:
11Mn-006953-180122

(Signature & Date) Quality Assurance/(lognuck/aaTa) obecneveHuskavecTsa:’

Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Cristina Benedicto Ibafiez A A / o7 M. L%
Manufacturing Site/MpoussogcteeHHas nnotagka: Laboratorios Liconsa, S.A. /| ‘ )

Approval date (dd.mm.yyyy)/narta ogo6penus (ag.mm.rrrr): 31.10.2022 y/’/ &//2 ? ///C,
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Avda Miralcampo 7. Polig Ind. de Miralcampo

(’\\) LABORATORIOS LICONSA, S.A.
\J

19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kuwevyHopacTeopumMbie 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC70567 Mara npouseopctea 09.2022  Topen pno 08.2024

TEST / TECT REQUIREMENT / CNELUA®UKALUNA RESULT / PE3YINIbTAT

Notes / HabnrogeHus
**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 antoMUHMEBON OONLIU.
Mo 5 6rnicTepoB o 6 karcyn BMecTe ¢ UHCTPYKLMel No NpUMeHeHUIo B Mayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/gata ogo6perus (aa.mm.rrrr): 31.10.2022 S /’ C/"(Jr')*«///«/é
(Signature & Date) Quality Assurance/(Moanucs/aara) obecneveHusikadecTsa:
Release by/Bbinyiiero Deputy Qualified Person/: /
(Signature & Date)/(Moanuck/para) Cristina Benedicto Ibafiez Et)v M 01
Manufacturing Site/MpouasoacTeeHHas nnotapaka: Laboratorios Liconsa, S.A.
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,’R\) LABORATORIOS LICONSA, S.A.
(\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

C H E i"“ﬂ C) Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3pelwieHne Ha BbinyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kMwe4yHopacTBopumMble 20 Mr

PRODUCT

kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC70567 Nata npouseogctea : 09/2022

BATCH MANUFACTURING DATE

Fonen oo : 08/2024 Pasmep cepum : 332.731 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiuum s noareepXxpako, UTo fgaHHas Mchopmame ABrsieTcs AOCTOBepHOﬁ 1 TouHOMN. laHHasn napTuvsa npoaykKra
Oblina npousseneHa, BKrnro4vas ynaKOBKylMapKMpOBKy U KOHTPOJ1b KavyecTBa, Ha YKa3aHHOM HUXe y4acTKe (yqacTKax)
B NOJIHOM COOTBETCTBUU C Tpe6OBaHM$|MI/I GMP mecTHOro perynupyroliero opraHa, cneuucbuxaumwu B paspelueHumn
Ha MapKeTUHI CTPaHbI-UMIopTepa U TeXHUNYEeCKUMU corraltieHUsiMu, KoTopbie MoOryT ObITb 3aKrnoYeHbl, Unu d)aﬁnom
cneuucbukauuu npoaykTa ans MCCﬂeﬂyeMbIX NeKapCTBEHHbLIX CpencTB.

3anucu no o6paboTKe, ynakoBKe 1 aHanuM3y NapTum GbInuv NPoBepeHkI U NMPU3HaHbI COOTBETCTBYIOLMMY TPeGOBaHUSAM
GMP.

MapTus 6bIna npousseneHa B llaGopaTtopuoc JlukoHca SA., a TaM, rae NPUMEHMMO MUKpobBUuororuyeckoe
uccrieqoBaHue,
OHo npoBoauTcs B [llabopaTopuu SueBapHe 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.

pren /U

P>/ ot.lg
Moanuck u gata / Signature&Date: Cristina Benedicto Ibanez
| Deputy Qualified Person

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



