\Jv LABORATORIOS LICONSA, S.A.
( \s 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O_I_mgo 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
nPoayKT OME3 kancynbl Kuile4yHopacTBopumMele 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC79392 Oara npouseoactea 11.2023  ropen ao 10.2025
TEST / TECT REQUIREMENT / CTIELU®UKALIUA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAable }enaTMHOBLIE Kancynkl pazMmepa N°4, Conforms / CooTBeTCcTBYET
C KpbIWeYKon CMHero LBeTa U Kopnycom
Benoro UBeTa, cogepxalne ccpepuyeckue
rpaHynsl oT 6enoro Ao noyTy Genoro ¢
KenToBaTbIM OTTEHKOM UBeTa,
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.
OOHOPOOHOCTL OO3UPOBAHUA (AV) 3HauyeHue AV, paccuuTaHHoe ansa 10 kancyn, 9,6

[OMKHO BkITk He Bonee 15,0 %.

3HayeHue AV, paccumTtaHHoe gna 30 kancyn,

AomKHO BbITh He Gonee 15,0 % u cogepxaHue

oMenpas3ona HU B O[IHOW Kancyne He JOMKHO

BbIXOAWTL 3a npeaensi 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).
NOANMHHOCTL (BXX) Bpemsa yoepXuBaHuUA 0CHOBHOIo Conforms / CooTeeTCTBYET
NUKa Ha XpoMaTorpamMmmMe UcnbiTyemoro
pacTeopa AOMKHO COOTBETCTEBOBaTL
BpemMeHU <.n__mﬂvx5mm_._sm OCHOBHOIo n1ukKa
Ha XpomaTorpamMmme CTaHAapTHOro pacTeopa
(paspgen «KonvuyecTBeHHOE ONpeaeneHue»).

Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr): 19.12.2023 ‘\\:.\ U
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneyeHnakayecTaa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanvce/nata) Macarena Gonzalez /.\\
Manufacturing Site/lponasoacTeeHHas nnolaaka: Laboratorios Liconsa, \.>. Page/ctp. 1/5



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
CEPTUO®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwe4yHopacTtBopumMmbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79392 Nata npomssoactea 11.2023  Togen go 10.2025

TEST / TECT REQUIREMENT / CNELUN®UKALINA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTL B3XX (DAD petekTtop)

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 nornolleHUs 0CHOBHOrO MUKa, Conforms / CooTBeTCTBYET
CHATLIN Npu XpomaTtorpacpoBaHumn
WCNbITyemMmoro pacTeopa, AOomKeH
COOTBETCTEOBaTkL Y®-creKkTpy NornoleHus
OCHOBHOTO NMUKa, CHATOMY NpX
XpomaTorpathupoBaHum cTaHAapTHOro
pacTeopa (pazgen «KonnuectBeHHoe

onpegeneHuen)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3aABNEHHOro cogepXaHua 101,8 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONMPEAENEHKUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mrikancyna 20,4 mrikan

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,4 mg/cap / MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas ctaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABnNeHHOro cogepXaHus 2%
C17H19N303S (omenpa3ona)

yepes 120 muH

DISSOLUTION BUFFER STAGE

PACTBOPEHMWE (BythepHasn cTragun)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3aABneHHoOro 95 %
copepauun C17H19N303S (omenpazona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECHK

.; .
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Approval date (dd.mm.yyyy)/aata ogobperus (aa.mm.rrrr): 19.12.2023 %\ < ﬁ\\ &2
(Signature & Date) Quality Assurance/(MNoanuce/aata) obecneyeHuakadecTsa:
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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
CEPTUPUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwe4yHopacTBopumMsie 20 Mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79392 Dara npouseoactea 11.2023  Tlogen ao 10.2025
TEST/TECT REQUIREMENT / CMELUM®UKALINA RESULT / PE3YJILTAT
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3zona kapbokcunat He 6onee 1,0 % <0,1 %
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 Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMiobaa eauHUYHaRA He 6onee 0,2 % <0,1 %
HenaeHTUdULUMpOoBaHHaA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKWPOBKA B cooTeeTcTBMM ¢ H]. Conforms / CooTBeTcTBYET
STORAGE Below 25°C

XPAHEHUE Mpwu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOKTrogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aarta opobpenus (oa.mm.rrrr): 19.12.2023

(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecneyeHnakayecTaa:

Release by/Buinyuero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/MponasoacTeeHHan nnotwlaaka: Laboratorios Liconsa, S.A
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espana/Spain

O _I_ m— _ _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykTt OMES3 kancynbl kuwe4yHopacTeopumMble 20 mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79392 Oata npouseoactea 11.2023  Togen go 10.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YINIBTAT

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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTeeTcTBYET**
anwMUHUEBOW thonbri
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B NauKy
KapTOHHYH.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C MHCTPYKLUMEN No NpUMEHEHUIO B NauKy
KapTOHHYO.
Mo 1,2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C MHCTpYKUWe# no
NpyUMeHeHUH B Na4Ky KapTOHHYHO.
Mo 10 unu 14 kancyn e NBX-M3-NBAX/
AnoMUHUEBLIA BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MHCTPYKUWEN no
NpPUMEHEeHWI0 B Na4YKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKLWeii no
NMPUMEHEHWIO B NAYKy KapTOHHYIO.

Analysis performed according ND
Jn-006953-180122

AHanu3s npoeepeH no HO:
nn-006953-180122

—
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Approval date (dd.mm.yyyy)/nata ono6penns (aa.mm.rrrr): 19.12.2023 ..\V\ / <V
(Signature & Date) Quality Assurance/(Moanuck/gata) obecnevyeHusakadiecTsa:
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(Signature & Date)/(Moanuck/aata) Macarena Gonzélez / H\\, £/ ) BLIE B2 o\
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O—I_ m— _ —O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

~
NU\&V LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kMweYyHopacTeopumbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79392 Oata npoussogctea 11.2023 Fopen oo 10.2025

TEST /| TECT REQUIREMENT / CMELIM®UKALINA RESULT / PESYNIbTAT

Notes / HabnogeHWn

**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 6nMcTep M3 aNKOMUHWEBON thonbri.

Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLWeN Mo NpUMEHEHUIO B NMaYky KapTOHHYIO.

i ”.\.‘.\W\ ) \v&\\ N w
Approval date (dd.mm.yyyy)/gata ogobpenus (ag.mm.rrrr). 19.12.2023 V\ f- == S
(Signature & Date) Quality Assurance/(Moanwvce/aaTa) obecnedeHuakadecTsa: .
Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez /\NG i i i \A..w
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\...,/y LABORATORIOS LICONSA, S.A.
@ \\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espaifia/Spain

O _I_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3pelueHue Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OME3 kancynbl KMweYyHopacTeopuMbie 20 Mr

PRODUCT

Koo : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lM-006953
CEPMA : LC79392 Data npouzeoactea : 11/2023

BATCH MANUFACTURING DATE

logen go : 10/2025 Pasmep cepum : 272.160 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosAwmMM A nogTEepXaalo, YTo AaHHaA MHopMauna SBNAETCA AOCTOBEpPHOMW U ToYHOW. [laHHaA napTua npoaykKra
Bbina npov3seaeHa, BKMOYasi yNakoBKY/MapKMPOBKY M KOHTPONb KayecTBa, Ha yKasaHHOM HUKe ydacTke (y4acTkax)

B MONHOM COOTBETCTBUM ¢ TpeGoBaHuaMu GMP mecTHOro perynvpyroLwero opratia, cneuudukaumamm B paspelueHnm
Ha MapKeTUHI CTPaHbLI-UMMNopTepa U TeXHUYECKUMUN COrnaleHNAMN, KOTOpLIe MoryT 6bITh 3aKknioUeHbl, Unu taiinom
cneuncbrkaumu npopykra ana Mccneayemebix nekapcTBEHHbIX CPeacTB.

3anucu no o6paboTke, yNakoBKe U aHanuzy napTuv 6bINv NpoBepeHbl M NPU3HaHbLI COOTBETCTBYHOLWMMMU TPeBOBaHUAM
GMP.

MapTtun Geina npouseeneHa B llabopaTtopuoc NukoHca SA., a Tam, rae NnpuMeHUMo Mukpobuonoruyeckoe
uccrnefoBaHue,
oHo npoBoauTcH B JlaGopaTtopun JueBapHe 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.

\\ PORYNIS

/

Moanuce v aata / Signature&Date: Macarena Gonzéalez
| Deputy Qualified Person

PeructpauvorHoe yaocToBepenve / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



