Avda Miralcampo 7. Polig Ind. de Miralcampo

’\\) LABORATORIOS LICONSA, S.A.
{ \/

19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl kMwevyHopacTBopumMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC68228 MNata npouseopcrea 05.2022 ropen po 04.2024
TEST /| TECT REQUIREMENT / CNELIM®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.
OMUCAHUE TBeppble XenaTuHoBble Kancyrnbl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOW CUHEro LiBeTa U Koprnycom
6ernoro LBeTa, cofepxalive chepuyeckme
rpaHyribl OT 6eroro [0 noyTtu 6enoro ¢
erToBaTbIM 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.
OJHOPOJHOCTb [O3UPOBAHUA (AV) 3HauveHune AV, paccumTaHHoe ansa 10 kancyn, 7,0

[OIMKHO 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ans 30 karncyn,

[OMKHO GbITh He 6onee 15,0 % ¥ conepxaHue

omenpasora HY B OAHOM Karncyre He AOMKHO

BbIXoAuUTb 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 yaepXvMBaHUsi OCHOBHOIO Conforms / CooTBeTCcTBYET
nuka Ha Xxpomartorpamme UcrbITyeMoro
pacTBOpa JOMKHO COOTBETCTBOBAThL
BpeMeHU yAepX1BaHUA OCHOBHOIO NuKa
Ha XpoMartorpamMme cTaHAapTHOro pacTeopa
(pasgen «KonuyectBeHHOe onpeneneHuey).

Approval date (dd.mm.yyyy)/aarta ogo6peHus (oa.mm.rrrr): 20.07.2022

(Signature & Date) Quality Assurance/(loanucs/aaTa) obecrneveHusikadecTsa:

Release by/Beinywero Deputy Qualified Person/: (‘—\ L 2 swILDLL

(Signature & Date)/(Mopnuce/nara) Marta Gémez Marquez de Prado ¢

Manufacturing Site/lNpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. Page/ctp. 1/5



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®PUKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoayKT OMES3 kancynbl kMieyHopacTBopuMblie 20 mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68228 Oata npouseopctea 05.2022 ropen no 04.2024

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD netektop)

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®-crnekTp normnolieHusi 0CHOBHOIO MUKa, Conforms / CooTBeTCcTBYET
CHSITbIV NpU XpomarorpadupoBaHum
UCMbITYeMOro pacTBopa, JoMmKeH
cooTBeTCTBOBaThL Y®-creKkTpy normnowieHus
OCHOBHOTO NUKa, CHATOMY npu
XpomMarorpaMpoBaHUu cTaHAapTHOro
pacTtBopa (pasgen «KonuyectBeHHOE

onpegereHuey)
WATER Not more than 5.0 %.
BOLOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJIMYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBrieHHOro cogepXaHus 98,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJIMYECTBEHHOE OMPEQENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mg/cap /| MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHas ctaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coaepXaHus 0%
C17H19N303S (omenpasona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHOro 103 %
copepxaHua C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ogo6perus (aa.mm.rrrr): 20.07.2022

/) )«
v/ /
" 4F 4

(Signature & Date) Quality Assurance/(Moanuck/aata) obecrneveHusakadectsa:

Release by/BbinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Marta Gémez Marquez de Prado gEh 2R O L L
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("\’\) LABORATORIOS LICONSA, S.A.
(\‘J) Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancyrnbl kMwevHopacTBopuMblie 20 mMr

CODE
Kon, 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC68228 Nata npouseopcrea 05.2022 open go 04.2024
TEST / TECT REQUIREMENT / CNELW®UKALIUA RESULT / PE3YIIbTAT
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 6ornee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobasi eauHUYHasA He Gonee 0,2 % <0,1 %

HeM,EleHTMdJMIJ.MpOBaHHaﬂ npumechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBUU ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu TemnepaType He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK rOHOCTH 2ropa.

( 27 > )

\/ < w]() b)) /:

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mm.rrrr): 20.07.2022
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneveHusikadecTsa:
Release by/Boinywero Deputy Qualified Person/: p
) X . N, 2220 101w
(Signature & Date)/(Moanuck/nata) Marta Gémez Mérquez de Prado e 2
Manufacturing Site/MpouasoscTBeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagel/ctp. 3/5



’\\) LABORATORIOS LICONSA, S.A.
f'( )

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPooyKT OMES3 kancynbl KuleyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC68228 Nata npoussoactea 05.2022 lFopen no 04.2024

TEST/ TECT REQUIREMENT / CNIELU®UKALIAA 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 u3 Conforms /| CooTBeTCTBYeT**)

anoMuHueBon donbru

Mo 2 unu 20 6nuctepoB no 5 Kancyn BMecTe
C UHCTPYKUUEl Mo NPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C VIHCTPYKUUEl Mo NPUMEeHEeHUIO B NavKy
KapTOHHYHO.

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

Karncyn BMecTe ¢ MHCTPYKUUel no
NpUMeHeHUIo B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NMBX-N3-NBAOX/
ArntoMuUHUEBBIN 6nincTep.

Mo 1,2, 3,5, 6,9 unu 10 6nucrepoB no

10 Karncyn BMecTe C UHCTPYKLMeln no
NPUMeHeHUIO B NaYKy KapTOHHYHO.

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

Kancyn BMecTe ¢ MHCTPYKLIUeN o
npPUMeHeHUIo B NaYKy KapTOHHYHO.

Analysis performed according ND
1Mn-006953-180122

AHanus npoBegeH no HO:
J1N-006953-180122

N ] £
(v

Approval date (dd.mm.yyyy)/nata ono6perus (ag.mm.rrrr). 20.07.2022
(Signature & Date) Quality Assurance/(Moanuck/narta) obecrneveHusikaqecTsa:

Release by/BoinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Marta Gémez Marquez de Prado [\ —¢ 22 . LOTL
Manufacturing Site/MpoussogcTeeHHas nrolazka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

\\JJ 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 AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOoyKT OMES3 kancynbl KuweyHopacTBopumbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68228 Nata npoussopcrea 05.2022 ropen oo 04.2024

TEST / TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3SYINNIbTAT

Notes / HabntopeHus
** 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 6r1cTep U3 antoOMUHUEBOI (ornbru.
Mo 5 6nncTepos no 6 Karcyrn BMecTe ¢ UHCTPYKLIMEN Mo NPUMEHEHUIo B Navky KapTOHHYI.

Approval date (dd.mm.yyyy)/aarta ogo6perus (aa.mm.rrrr): 20.07.2022
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneveHuskadecrsa:
Release by/BoinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Marta Gémez Marquez de Prado I O v P I O = o (WY
Manufacturing Site/MpouasoacTeeHHas nrotjaaka: Laboratorios Liconsa, S.A.
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(«"\\) LABORATORIOS LICONSA, S.A.

K\Jd Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

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

PaspelueHue Ha BbINycCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kulie4yHopacTBopumMblie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUS : LC68228 Nara npoussoactea : 05/2022

BATCH MANUFACTURING DATE

lopen po : 04/2024 Pazmep cepum : 159.168 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilLummM st NOATBEPXKAAl0, YTO AaHHasi MHopMaLys sIBISIETCS JOCTOBEPHON U TOYHOI. [laHHasi napTusi NpoaykTa
6bina Npon3BeeHa, BKIIOUas ynakoBKy/MapKupoBKY 1 KOHTPOIb KauecTBa, Ha YKa3aHHOM Hixe y4acTke (y4acTtkax)

B MOfHOM COOTBETCTBUM ¢ Tpe6oBaHusamu GMP MecTHOro perynupyoliero opraHa, crieyudpukaumsiMu B paspelueHmu
Ha MapKETUHI CTPaHbI-UMMOPTePa U TEXHUYECKUMIU COrTIaLleHUsIMU, KOTOPbIe MOTYT BbiTh 3aKMtoYeHbl, Unu gaiinom
cneuudmkauuu npoaykra ans ViccnepgyeMbix nekapcTBeHHbIX CPeACTB.

3anucu no 06pa6oTke, ynakoBKe U aHanM3y napTuu 6b1nu NPoBepeHbl U MPU3HaHLI COOTBETCTBYIOWUMY TPEGOBaHNAM
GMP.

MapTus 6bina npousseneHa B Nla6opatopuoc Mukoxca SA., a TaM, rae NpUMeHMMO MUKpoGBurosioruieckoe
uccriegoBaHue,
oHo npoBoauTcs B llabopaTtopun 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.

€ 20 O TOLL:

Mopnuck u gara / Signature&Date: Marta Gomez Marquez de Prado
| Deputy Qualified Person

PerucTtpaumorHoe yaoctoseperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



