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LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl KulieyHopacTtBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78355 Oarta npouseogctea 10.2023  Tlogen oo 09.2025
TEST/ TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OINMUCAHUE Teepgble XenaTuHoBbIe Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILWEYKoW cUHero LBeTa U Kopnycom
6enoro UBeTa, cogepxaliuve chepuyeckue
rpaHynkl oT 6enoro Ao nNo4Ty 6enoro c
KeNnTOBaTLIM 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 IO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ana 10 kancyn,

LOMKHO GbITh He Bornee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ana 30 kancyn,

LOMKHO ObITh He Gonee 15,0 % u cogepxaHue

oMernpa3ona HY B O4HOW Kancyrne He AOMKHO
BbIX0AuTL 3a npegens! 0,75M-1,25M.

4,3

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).
NOANMUHHOCTL (B3XX) Bpemsa yaepXuBaHUs OCHOBHOro
nuka Ha Xxpomatorpamme UcnbITyemoro
pacTBopa AOMKHO COOTBETCTBORATh
BpeMeHU yAepKUBaHUA OCHOBHOMO NUKa
Ha XpomaTorpaMme CTaHAapTHOro pacTeopa
(pa3pen «KonuuyecTBeHHOe onpegeneHuen).

Conforms / CooTBeTCcTBYET

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 13.11.2023
(Signature & Date) Quality Assurance/(lNognuck/aaTa) obecneyeHuskayecTsa:

- ) _,."
Release by/Beinyuiero Deputy Qualified Person/: // If/ f///:’f' S22 d 2

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez
Manufacturing Site/lpouasoacteeHHas nnowagka: Laboratorios Liconsa, S.A.
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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

CEPTU®PUKAT AHAJIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl KuwevyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78355 Dara npoussogcrea 10.2023 Fopen pgo 09.2025

TEST/ TECT REQUIREMENT / CNELUN®UKALINA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANIMHHOCTL B3XX (DAD getekTop)

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 nornoleHUs 0OCHOBHOIO NUKA,
CHATBIA NpY XpomartorpadupoBaHum
WUCMbITYEMOrO pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®-CreKTpy NornoweHus
OCHOBHOTO NUKa, CHATOMY NpH
XpomaTtorpapupoBaHUU CTaHOAPTHOTO
pacTBopa (pasgen «KonuyectBeHHoe
onpegeneHue»)

Conforms / CooTBeTcTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONMPEOENEHUE 95,0 - 105,0 % oT 3asBneHHOro copepxaHusn 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna no 21,0 mr/kancyna

19,8 mg/cap / M[/KAMCYINA

DISSOLUTION ACID STAGE

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

PACTBOPEHME (KucnoTtHasa ctagus) He 6onee 10 % ot 3asaBneHHOro cogepxaHus 1%
C17H19N303S (omenpasona)
yepes 120 MuH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHan cragus) He meHee 80 % (Q) oT 3asBneHHOro 97 %
copepxanus C17H19N303S (omenpa3aona)
yepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHLIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

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

S 13423

Approval date (dd.mm.yyyy)/naTta ogobpeHus (ag.mm.rrrr): 13.11.2023 i :

(Signature & Date) Quality Assurance/([Nognuck/garta) obecneyeHusKa4ecTea:

Release by/Brinywero Deputy Qualified Person/: Z._f:»,

(Signature & Date)/(Moanucs/nara) Macarena Gonzalez

Manufacturing Site/lTpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. >4
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(PQ\) LABORATORIOS LICONSA, S.A.
(\_J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
g 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl kuweyHopacTBopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78355 Oara npouzeoactea 10.2023  Tlopen no 09.2025
TEST / TECT REQUIREMENT / CNELJU®UKALIAA RESULT / PE3YINLTAT
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
Mwob6an eguHUYHAaA He 6onee 0,2 % <0,1%

HEHJJ,EHTM[iJHLlMpOBaHHEH npumMechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooteetcTBuMM ¢ HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temnepatype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoOCTH 2ropa.

Approval date (dd.mm.yyyy)/nata ogobperus (ag.mm.rrrr): 13.11.2023
(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecneveHusikavecTsa:
Release by/Beinywiero Deputy Qualified Person/: /,f /’; {i’/ '3 [/ /15
(Signature & Date)/(Moanuck/naTta) Macarena Gonzalez P

Manufacturing Site/lpou3asoacTeenHan nnowaaka: Laboratorios Liconsa, S.A. ——K-J Pagefctp. 3/5



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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OME3 kancynbl Kuwe4yHopacTteopuMele 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78355 Oara npouzeogctea 10.2023  Tlogen no 09.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIAA RESULT / PE3YINILTAT

PACKAGE 5, 6 or 7 capsules in an aluminum

foil blister.

2 or 20 blisters of 5 capsules each and
a patient information leafletin 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 bnucTep U3 Conforms / CooTBeTcTBYET**

anoMuH1eBol gonbru

Mo 2 vnu 20 6nucTepos no 5 Kancyn BMecTe
C MHCTPYKUUEN NO NMPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nuctepor no 6 kancyn BMecre
C MHCTPYKLUUWe No NpUMEHEHUK B Nayky
KapTOHHYIO.

Mo1, 2, 4,8 unu 14 6nucrepos no 7

Kancyn BMecTe C HHCprKL}LMeﬁ no
npuMeHeHUH0 B Na4Ky KapTOHHYH.

Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMUHUEBLIN BnucTep.

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

10 kancyn BMecTe ¢ MHCTPYKUUEN NOo
NPUMEHEHUIO B NMavKy KapTOHHYH).

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

Kancyn BMecTe C UHCTPYKUUEl no
NpUMEHEHUI0 B NMA4YKy KApPTOHHYH.

Analysis performed according ND
nn-006953-180122

AHanus npoeefeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrrr): 13.11.2023 A A
(Signature & Date) Quality Assurance/(lognuck/aata) obecneveHuskavecTsa:
Release by/Buinywexo Deputy Qualified Person/:

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

Manufacturing Site/Mpou3soacTeeHHas nnolwanka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

)
\\5) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OME3 kancynbl kMwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78355 Dara npouseogctea 10.2023  rogen no 09.2025

TEST /| TECT REQUIREMENT / CNELU®UKALNA RESULT / PE3YNLTAT

Notes / HabnogeHun
**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 aNnOMUHUEBON donbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUel No NPUMEHEHUIO B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/narta ogobpeHus (ag.mm.rrrr): 13.11.2023
(Signature & Date) Quality Assurance/(lognuck/aaTa) obecneyeHusaxka4ecTsa:
Release by/BeinyuieHo Deputy Qualified Person/: Vs

. y/Bhinywy puty ' /_/_,,ﬁj g F2
(Signature & Date)/(Moanucs/aata) Macarena Gonzalez =
Manufacturing Site/Mpou3sogcTeeHHas nnowagaka: Laboratorios Liconsa, S.A. /
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"‘\) LABORATORIOS LICONSA, S.A.

\\,{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelweHue Ha BbInycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4yHopacTBopUMbie 20 mMr

PRODUCT

Kopg: 231903 Market : Russia

CODE Homep MA / MA NUMBER : INM-006953
CEPUSA : LC78355 Hata npoussopactea : 10/2023

BATCH MANUFACTURING DATE

Fonen no : 09/2025 Paamep cepuu : 328.896 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosawum 5 noaTBepxaar, YTo AaHHaa uHdopmauua ABNAETCA JOCTOBEPHON U TOYHOW. [laHHasa napTusa npoaykra
6bina npousBefeHa, BKNOYas yNnakoBKY/MapKUpPOBKY U KOHTPONb Ka4yecTBa, Ha YKa3aHHOM HUXKe y4YacTKe (y4YacTKax)

B NONMHOM COOTBETCTBUM C TpeboBaHuamu GMP MecTHoro perynupyrollero oprasa, cneyudpukauuamMu B paspelieHum
Ha MapKeTUHT CTPpaHbI-MMMopTepa U TEXHUYECKMMU cornalleHUaMU, KOTOpkIe MOTYT BbITh 3aKMKOYeHbl, UNU daitnom
cneuudmkauuu npoaykra ana Uccnegyemeix nNekapcTBEHHbIX CPEACTE.

3anucu no o6paboTKe, yNaKOBKe U aHanNU3y NapTuM 6kINU NPoBepeHkl U NPU3HAHLI COOTBETCTRYHLUMU TPpeBGoBaHUAM
GMP.

MapTua 661na npouzBeneHa B JllabopaTtopuoc lNukoHca SA., a Tam, rae NPUMMEHUMO MUKpoOUonoruyeckoe
uccrnenoBaHue,
OHo npoBoauTcs B llabopatopuun 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.

A % /30 25

MNMoanuck u para / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PernctpauvoHHoe yaoctoeepenue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



