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

CH E m O 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
NMPOAYKT OME3 kancynbl KMiweyHopacTropumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80003 Data npoussoactea 12.2023  Topen o 11.2025
TEST / TECT REQUIREMENT / CMELIM®UKALLIAA 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 TeepAble XenaTUHOBLIE Kancynkl paamepa N°4, Conforms / CooTBeTCTRYET
C KpbILIEYKOW CUHEro UBeTa U Kopnycom
Gernoro UBeTa, cofepXallue cepudeckue
rpaHynkl oT 6enoro Ao no4tu 6enoro ¢
XenToBaThbIM 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.
O[JHOPOOHOCTBL NO3UPOBAHWA (AV) 3HavyeHue AV, paccyutaHHoe ans 10 kancyn, 10,6

AO0MKHO B6bITh He Bonee 15,0 %.

3HauveHue AV, paccuutaHHoe ans 30 kancyn,

[OMKHO 6bITh He Bonee 15,0 % W copepxaHue

oMenpasona HY B OHOM Kancyne He JOMKHO

BeIXOAUTL 3a npegens! 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).
NOANMUHHOCTL (B3XX) Bpemsa yaepXUBaHUA OCHOBHOrO Conforms / CooTBeTCcTBYET
nuKa Ha XxpomaTorpamMme UCNbITYeMOro
pacTBopa QOMKHO COOTBETCTBOBAaTb
BpeMeHU yaepXuBaHUA OCHOBHOIMNo Nuka
Ha XpoMaTtorpaMmMe CTaHOapTHOrNo pacrteopa
(pa3pen «KonuuyecTBeHHOE onpeneneHues).

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr): 02.03.2024 )5/,’! 9 “/ 02"

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHuskadecTsa:
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafal/Spain
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 OMES kancynbl KuweyHopacTBopumMsie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC80003 Data npoussopnctea 12.2023  Topex oo 11.2025

TEST/ TECT REQUIREMENT / CNELM®UKALINA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTb B3XX (DAD petexTop)

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 nornolieHUs 0CHOBHOro NUKa, Conforms / CooTBeTCTBYET
CHATLIA NpU XpomaTorpadupoBaHuu
UCnkITYEMOro pacTeopa, NomKeH
COOTBETCTRBOBaTh Y®-CrieKTpy NornoLeHus
OCHOBHOTO MUKa, CHATOMY Npu
XpomaTorpadupoBaHUuM CTaHAAPTHOrO
pacteopa (pasgen «KonuyectseHHoe

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

KONMWYECTBEHHOE OMPELENEHUE

95,0 - 105,0 % oT 3aABMNEeHHOro cogepXaHus 100,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mgl/cap | MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABneHHOro cofepyaHun 0%
C17H19N303S (omenpasona)

yepea 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3anBneHHoOro 97 %
cogepxaHus C17H19N303S (omenpasona)

yepes 30 MUuH.

RELATED SUBSTANCES
POOCTBEHHLIE NPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3zona Kap6okcunar

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

. /4 '." k/u;l ]
Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 02.03.2024 >// Ui ﬁ
(Signature & Date) Quality Assurance/(loanuck/gara) obecneveHunkayecTsa:

Release by/Beinywjexo Deputy Qualified Person/: e
Signature & Date)/([Nonnuck/nara) Macarena Gonzalez L
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(f“\) LABORATORIOS LICONSA, S.A.
( \__}) 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

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbi Kuwe4yHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80003 Darta npouseoactea 12.2023  lopen no 11.2025
TEST / TECT REQUIREMENT / CMIELUW®UKALNA RESULT / PE3YINBLTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INwban eguHUYHAA He 6onee 0,2 % 0,1%

Heunenmqmuupoaaﬂuaﬂ npumMmech

TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
O6uee Yucno aapobHbIX He 6onee 1000 KOE/r <10 CFUIr
MUKpPOOPraHU3MoB
TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g
COUNT(TYMC)
06uwee YUCNO OPOXKKEBLIX U NNECHeBbIX He 6onee 100 KOE/r <10 CFUIr
rpuGos
Escherichia coli Absencelg
Escherichia coli OtcytctBUe B 1T Conforms / CooTBeTcTBYET
LABELING According to ND
MAPKUPOBKA B cootBeTcTBMM ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTU 2 ropa.
4 f,’ W4 (._' 7l
Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 02.03.2024 / [ v

(Signature & Date) Quality Assurance/(IMognuce/gara) obecneyeHuaKayecTsa:
Release by/Brinywexo Deputy Qualified Person/: v ! e
(Signature & Date)/(lMoanuce/nata) Macarena Gonzélez / /2 O acoeY

Manufacturing Site/lpouvasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 3/5

=5 O



(( ), LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl KuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPK4A LC80003 Oata npoussonctea 12.2023 Fopen oo 11.2025

TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YINLTAT

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 leafiet
in a carton.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTtBeTcTBYET**
anMUHWEBOI (honbru
Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C MHCTPYKLME No NPUMeHeHUI0 B NayKy
KapTOHHYH.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKUUE No NPUMEeHEHUI B NayKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe ¢ UHCTPYKLUUeid no
npyUMeHeHUo B NaYKy KapToHHYO.
Mo 10 unu 14 kancyn e NBX-N3-NBAOX/
AnroMuUHUeBLIW BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C MHCTpYKUUen no
NPUMEHEHUIO B Na4Ky KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTPYKLWel no
MpYMeHEHMWIO B Na4Ky KapTOHHYH.

Analysis performed according ND
nn-006953-180122

AHanus npoeepeH no HA:
In-006953-180122
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Approval date (dd.mm.yyyy)/nara ogoBpeHus (ag.mm.rrrr): 02.03.2024 ’/ / L 'ﬂ” e
(Signature & Date) Quality Assurance/(lMognuck/gata) obecneyeHusikadectsa:
Release by/BuinyiieHo Deputy Qualified Person/: o
7 7 o ’
(Signature & Date)/(Moanuck/narta) Macarena Gonzalez //4/?/ IGESl Yy

Manufacturing Site/MpouasoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4/5



( ) LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
koA 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80003 Hata npouseopgctea 12.2023  Topen no 11.2025

TEST/TECT REQUIREMENT / CTIELU®UKALIAA

RESULT / PE3YINLTAT

Notes / HaGnogeHun
**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 anOMUHUEBOW (hoNbIu.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUEN No NPUMeHeHUIo B NavKy KapTOHHYI.

Approval date (dd.mm.yyyy)/nara ogobpenus (ag.mm.rrrr); 02.03.2024 / VU ./
(Signature & Date) Quality Assurance/(lNognuce/gata) obecneyeHusKayecTsa:
Release by/BrinyweHo Deputy Qualified Person/:

(Signature & Date)/(IMoanuce/aata) Macarena Gonzélez / e
Manufacturing Site/lpoussoncTeenHas nnowaaka: Laboratorios Liconsa, S.A. /
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F\\) LABORATORIOS LICONSA, S.A.
(. _) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espana/Spain

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

PaspeweHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumblie 20 mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC30003 Nata npoussoactea : 12/2023
BATCH MANUFACTURING DATE

Fonen no : 11/2025 Paamep cepum : 11.520 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluum st nogTEEpXAalD, YTO faHHasA H(OpMaLUs SIBNAETCS AOCTOBEPHOI U TOMHOM. [JaHHaA napTusi NPoAyKTa
6bina npousBeneHa, BKNOYan ynakoBKy/MapKUpPOBKY U KOHTPOIb Ka4yecTBa, Ha yKa3zaHHOM HUWKe y4yacTke (y4acTKax)
B MOMHOM COOTBETCTBUM ¢ TpeboraHuamMu GMP MecTHOro perynupymoLiero opraHa, cneLugukaumusmMmu B paspeLleHum
Ha MapKeTUHT CTPaHLI-UMMNopTepa U TeXHUYeCcKUMIU cornalleHusiMu, KoTophbie MOryT 6bITh 3aKMYeHkl, unu dainom
cneyudmkauum npoaykra ans Uccnefyembix nekapcTBEHHbLIX CPEACTB.

3anucu no o6paboTKe, yNakoBKe U aHanu3y NapTuu 6bINY NPpoBepeHbl U NPU3HaHbI COOTBETCTRYHOLWUMU TPeGoBaHUAM
GMP.

MapTusa 66ina npouseefeHa B llaboparopuoc llukoHca SA., a Tam, rge NnpMMeHUMMO MUKpobuonoruyeckoe
vccrefoBaHue,
oHo npoeoautcs B la6opaTopuu 3yeBapHe 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.

Y %’c codly

Mopnuck n pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauvoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



