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

(E\\ H E H"’F‘ B &'Q)) Phone: +34 949 34 97 00
>4 J > Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancyrnbl kuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC72235 DOata npouseoactea 12.2022 Fopen oo 11.2024
TEST / TECT REQUIREMENT / CIMIELIM®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.
OlNMUCAHUE TBeppAble xenaTuHoBbIe Karncyrnbl pa3Mepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKOl CUHEro LiBeTa U Koprnycom
Genoro LBeTa, cofepXallue cdepuyeckme
rpaHy’sbl ot 6ernoro Ao no4ytu 6enoro c
XenToBaTbIM 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.
OOHOPOOHOCTb OO3UPOBAHUSA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 11,6

[OMKHO ObITb He Gornee 15,0 %.

3HaueHue AV, paccuutaHHoe ansa 30 kancyn,

[OMKHO GbITb He 6onee 15,0 % 1 cogepxaHue

omMenpasona Hu B 0AHOU Karncyrne He [OMKHO

BbIXOAUTL 3a npepens! 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).
NMOANMMHHOCTb (B3XKX) Bpemsi yaepXuBaHus OCHOBHOIo Conforms / CooTBeTcTBYET
nuKa Ha XpomaTorpamMmme UcnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAaThL
BpeMeHU yaepXuBaHUsi OCHOBHOTO Nuka
Ha XxpomaTorpamMmme CTaHAapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOe onpeaeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.mm.rrrr): 02.02.2023

(Signature & Date) Quality Assurance/(Moanuck/aara) o6ecneveHusikadecTsa: & e 2%

Release by/BeinyuieHo Deputy Qualified Person/: /'

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez /L )

Manufacturing Site/lNponasoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. /OVZ SOl ¢3 Pagelctp. 115
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayktT OME3 kancynbl Kuie4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC72235 [ara npoussopctea 12.2022 Fopen no 11.2024

TEST /| TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONIMHHOCTb B3XX (DAD petekrop)

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 normnolieHusi 0CHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATBLIN Mpu XpomaTorpaduposaHum
UCMbITYeMOro pacTBopa, [orhkeH
cooTBeTCTBOBaThL Yd-CrneKTpy NornoleHus
OCHOBHOTO NK1Ka, CHATOMY Npu
XxpomaTorpadMpoBaHUm CTaHAapPTHOro
pacrBopa (pa3nen «KonuyectBeHHOE

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

KOJNUMYECTBEHHOE ONPEQOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepXaHusi 102,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOJINYECTBEHHOE OMPEOENEHUE
Mr/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,5 mg/cap /| MI/KATICYINA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asiBNieHHOro cofepaHus 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 95 %
copepxaHusi C17H19N303S (omenpasona)

yepe3 30 MUH.

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

IMPURITY F
Mpumeckb F

not more than 0.2 %
He Gonee 0,2 % <0,1 %

Approval date (dd.mm.yyyy)/nata opo6penus (aa.mm.rrrr): 02.02.2023

(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecreveHusikadecTsa: TR
Release by/Bbinywero Deputy Qualified Person/: /
(Signature & Date)/(Moanucs/aata) Macarena Gonzalez //(//\[(:(’_“2, 5L

Manufacturing Site/MpoussoacTeeHHas nnowjagka: Laboratorios Liconsa, S.A. Pagelctp. 2 /5




,-.:\) LABORATORIOS LICONSA, S.A.
'(\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
CHEMO

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OME3 kancyrnbl KuleyHopacTBopumMbie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC72235 Oara npousBogctea 12.2022  Topen no 11.2024
TEST /| TECT REQUIREMENT / CMELIM®UKALINA RESULT / PE3YIIbTAT
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 Gornee 0,2 % <0,1 %
HeugeHTUPULMpPOBaHHAs NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUY ¢ HJ. Conforms / CooTBeTcTBYeET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6perus (ag.mm.rrrr): 02.02.2023

(Signature & Date) Quality Assurance/(IMoanuck/aata) obecrneveHuskavecTsa: h
Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez

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

(‘a H F Wm (‘:} Phone: +34 949 34 97 00
>4 e = Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kuweyHopacTBopuMblie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC72235 fara npoussopctea 12.2022 ropen oo 11.2024

TEST / TECT REQUIREMENT / CNIELIU®UKALIASA 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrtep U3 Conforms / CooTBeTCTBYeT**
anoMuHueBol donbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUUEN Mo NpUMeHEeHUIO B Nayky
KapTOHHYIO.
Mo 5 unu 10 6nuctepor no 6 Kancyn sMecrte
C MHCTPYKUMEl Mo NPUMEHEHUI0 B NauKy
KapTOHHYIO.
Mo 1,2, 4,8 unu 14 6nucrtepor no 7
Kancyrn BMecTe ¢ UHCTPYyKLuen no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnoMUHUEBBLINV GniucTep.
Mo 1, 2,3,5,6,9unu 10 6nuctepos no
10 kancyn BMecTe ¢ MHCTPYKLUUel no
NPUMEHEHUIO B NAYKy KaPTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTpyKLuel no
NPYMEHEHUIO B NaYKy KaPTOHHYIO.

Analysis performed according ND
I1M-006953-180122

AHanu3s npoBegeH no HA:
11n-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6peHus (aa.mm.rrrr): 02.02.2023 ((/‘:< .
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecnedeHuskadecTsa: — =Sl
Release by/BuinyiieHo Deputy Qualified Person/: /

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez //\ 2

Manufacturing Site/MponasoncteerHas nnowjaska: Laboratorios Liconsa, S.A. j Pagelctp. 4 /5



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

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaoyKT OME3 kancynbl kuwevyHopacTBopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUs LC72235 fOarta npoussoactea 12.2022 lNopen oo 11.2024

TEST / TECT REQUIREMENT / CNELMA®UKALIUA RESULT / PE3YNIbTAT

Notes / HabntopeHuUs
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karcyn B 6nvcTep U3 antoMUHUEBON (OOSTLIU.
Mo 5 6nucTepoB no 6 Karicyn BMecTe ¢ MHCTPYKLUMEN No NpuMeHeHUto B Navky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6perus (ag.mm.rrrr): 02.02.2023 '7
(Signature & Date) Quality Assurance/(Moanuce/nara) obecreveHusikadectsa: T AT 222
Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez /(,

H /
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f\ﬁ\) LABORATORIOS LICONSA, S.A.
(K\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ H E m @ Phone: +34 949 34 97 00
-’ 2t Fax: +34 949 26 68 37

Pa3pelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

nPOOYKT : OME3 kancynbl KulieyHopacTBopuMble 20 Mr

PRODUCT

Kond : 231903 Market : Russia

CODE Homep MA / MA NUMBER : Jrn-006953
CEPUA : LC72235 Nara npouseoactea : 12/2022
BATCH MANUFACTURING DATE

Fopen no : 11/2024 Pa3amep cepum : 343.584 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiluum st noaTBePKAal0, YTO AaHHAasi UHopMaLs SIBIISIETCS [JOCTOBEPHON 1 TOUHOI. [laHHasi napTus npoaykTa
6bina npou3sBeneHa, BKMoYas yrakoBKy/MapKupoBKY 1 KOHTPOSIb KauecTBa, Ha YKa3aHHOM Hibke yuacTke (y4acTkax)

B MONHOM COOTBETCTBUM ¢ TpeGosaHusamMu GMP MeCTHOro perynupyroliero opraHa, crneuudukauusim B paspeLueHuu
Ha MapPKeTUHT CTPaHbI-MMMOPTEPa U TeXHUIECKUMM COrMalleHUsIMU, KOTOpble MOFYT GbITh 3aKno4eHbl, Unu gannom
cneumndomkauuy npogykra ans MiccrienyeMbix nekapcTBeHHbLIX CPpeacTE.

3anucu no o6pa6oTke, yNakoBKe U aHaNU3y NapTuu Gbiny NPoBepeHs! U NPU3HaHbl COOTBETCTBYHOLUMMM TPeGOBaHUAM
GMP.

MapTus 6bina nponseeneHa B JlaGopatopuoc JlukoHca SA., a TaMm, rae NPUMEHUMO MUKpoGUonoruyeckoe
uccnenoBaHue,
oHo npoBoauTtcs B fllabopaTtopuu 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.

I, ,
Y or.cr. 12
Moanuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrtpaumoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep TNukoHca GMP / LICONSA GMP Number: ES/085HVI/19



