"'\\) LABORATORIOS LICONSA, S.A.
(k—) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 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
CEPTUDUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl Kuwe4yHopacTeopumMmelie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79485 Oarta npouszeogctea 11.2023 Fopmen no 10.2025
TEST /| TECT REQUIREMENT / CNELA®UKALIAA RESULT / PE3YNILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable }enaTUHOBbLIE Kancynbl pa3mepa N°4, Conforms / CooTBeTcTBYET
€ KpbILeYyKol CUHero UBeTa U KOpnycom
Benoro uBeTa, cogepxallyue cipepudeckue
rpaHynel oT 6enoro Ao noytu 6enoro c
HenToBaTbIM 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.
OOHOPOOHOCTbL OO3UPOBAHUA (AV) 3HauveHue AV, paccumTtaHHoe ana 10 kancyn, 9.6

LomkHo BbiTk He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ana 30 kancyn,

nomkHo BbiTk He Gonee 15,0 % u cogepxaHue

OMenpa3ona H4 B OQHOW Kancyne He JOMKHO

BbIXOAUTH 3a npegenb! 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).
NOANUHHOCTL (B3XX) Bpems yaepxuBaHUA OCHOBHOIo Conforms / CooTBeTCcTBYET
MKKa Ha XpoMaTorpaMMe UcnkLITyemoro
pacTBOpa [OMKHO COOTBETCTBOBAaThL
BpeMeHM yOepKuUBaHUA OCHOBHOTO NuKa
Ha XpomaTorpaMmme cTaHAapTHOro pacTeopa
(pa3pgen «KonuyecTBeHHOE onpegeneHuen).

| d
Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 19.12.2023 s
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneyeHuaka4ecTea: . //'1 5
Release by/Buinyweno Deputy Qualified Person/: / "’:/}' / / (,« // / 5
(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez i

Manufacturing Site/[ponaeogcteeHHan nnowagka: Laboratorios Liconsa, S.A. _j"/ / Page/ctp. 1/5
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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®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79485 Oata npouszeogctea 11.2023  Tlopen no 10.2025

TEST / TECT REQUIREMENT / CNTIEUU®UKALIAA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUHHOCTL 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 oCHOBHOro NuKa, Conforms / CooTBeTCTRYeET
CHATLIA NpU XpoMatorpadupoBaHum

UCNbITYEMOro pacreopa, gomnixeH

COOTBETCTEBOBAThL qu-BI'IeKpr nornoljeHus

OCHOBHOrO NUKa, CHATOMY NpX

XpomartorpagupoBaHumn cTaHOapTHOro

pacTeopa (pasgen «KonuyecTBeHHoe

onpegeneH1en)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3aABNeHHOro cogepxaHus 101,8 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE ONPEQOENEHUE Ot 19,0 mrikancyna ao 21,0 mr/kancyna 20,4 mgl/cap | M[/KANCYNA

MPI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (Kucnothas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aaBneHHOro coaepiaHus 2%
C17H19N303S (omenpazona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

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

PACTBOPEHMUE (BydepHan cTagus) He meHee 80 % (Q) ot 3asaBneHHoro 95 %
copepwanusi C17H19N303S (omenpasona)
yepes 30 MuH.

RELATED SUBSTANCES

POOCTBEHHBIE MPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kap6okcunar He 6onee 1,0 % <0,1 %

[
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Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 19.12.2023

(Signature & Date) Quality Assurance/(lNognvck/nata) obecneyeHusakayecTsa:
Release by/Beinyweno Deputy Qualified Person/

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

Manufacturing Site/lNpouasoncTeernas 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), Espaiia/Spain
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 OMES3 kancynsbl Kuwe4yHopacteopumsie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC79485 Dara npouseogctea 11.2023 Fopen oo 10.2025
TEST/ TECT REQUIREMENT / CMELUN®PUKALIUA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecst 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
IMPURITY
Nwbas eguHuyHan

HeugeHTUdULUpOBaHHAA NPUMECE

not more than 0.2 %

He 6onee 0,2 % <0,1 %

TOTAL IMPURITIES
Cymma npumeceit

not more than 2.0 %
He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HO. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHMUE Mpu TeMnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropga.

Approval date (dd.mm.yyyy)/narta ogobpexus (ag.mm.rrrr): 19.12.2023
(Signature & Date) Quality Assurance/(Iognuck/naTa) obecneveHusKa4ecTea:

Release by/Beinywiero Deputy Qualified Person/:

A =77 4 /223
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez /g / L9/

Manufacturing Site/Mpou3eoacTeeHkas nnowagka: Laboratorios Liconsa, S.A. < S— L‘ Pagelctp.3/5




) LABORATORIOS LICONSA, S.A.
(k_/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espainal/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 OMES kancynbl Kulle4yHopacTBopuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79485 Darta npouasoactea 11.2023  Topen oo 10.2025

TEST/ TECT REQUIREMENT / CNIELIU®UKALIAA RESULT / PE3YNBLTAT

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-PVDCI/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 6nuctep U3 Conforms / CooTBeTcTBYET**
anwMUHUEBOW onkbru
Mo 2 unu 20 6nucTepor no 5 Kancyn BMecTe
C MHCTPYKUUWENR NO NPUMEHEHUI B NMaYKy
KapTOHHYI0.
Mo 5 unu 10 6nucTtepos no 6 kancyn BMecTe
€ MHCTPYKUUE NO NPpUMEHEHUIO B MaYKy
KapTOHHYI0.
Mo 1, 2, 4, 8 unu 14 6nucrepor no 7
Kancyn BMecTe C MHCTpYKUUei no
NPpUMeHeHUI0 B NaYKy KapToHHYH.
Mo 10 unu 14 kancyn s NBX-N3-NBOX/
AnoMUHUeBbIN BnucTep.
Mo 1,2, 3, 5, 6,9 unu 10 6nucrepos. no
10 kancyn BMecTe C MHCTPYKLUUEH no
NPUMEHEHUIO B NAYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepoe no 14
Karncyn BMecTe C UHCTPYKUUen no
NPUMeHEHUI0 B NaYyKy KapTOHHYHO.

Analysis performed according ND
Nn-006953-180122

AHanu3 npoesegeH no HO:
In-006953-180122

/
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-

IG. 1222
Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 19.12.2023  ° 7
(Signature & Date) Quality Assurance/(Moanucs/aaTta) obecneyeHusKayecTsa:
Release by/BeinyweHo Deputy Qualified Person/: o /7[ /
(Signature & Date)/(lMoanuce/aaTa) Macarena Gonzélez / . -

Manufacturing Site/lpouasoacteeHHan nnowiaaxa: Laboratorios Liconsa, S.A. 2 f/

‘.{ 7 ///g

Pagelctp. 4/5



r’;‘\\) 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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl kuweyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUS LC79485 Nata npoussoactea 11.2023  Tlopen oo 10.2025

TEST / TECT REQUIREMENT / CNELUA®UKALUA 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 antOMUHUEBON (bonbI.
Mo 5 6nuctepoB no 6 Kancyn BMecTe ¢ UHCTPYKUMEN MO MPUMEHEHUIO B NaYKy KapTOHHYO,

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 19.12.2023
(Signature & Date) Quality Assurance/(lNoanuck/aarta) obecnevyeHuakavecTsa: z

Release by/Brinywiero Deputy Qualified Person/: " v //?}:/"' & /Z 2 $
: _ pPA Z~ £49. :
(Signature & Date)/(Moanuce/gata) Macarena Gonzalez F 4 /’,{

Manufacturing Site/[Mpou3eogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspewieHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOAOYKT : OME3 kancynbl kuwe4yHopacTteBopumMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC79485 Data npoussogctea : 11/2023
BATCH MANUFACTURING DATE

lNogen no : 10/2025 Paamep cepum : 59.328 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosilyum s noATREPXKAA0, YTO AaHHasA UHgopMauusa SBNAETCH AOCTOBEPHON U TOYHOI. [laHHas napTus npoaykra
6bina npouzBedeHa, BKNOYasa yrnakoBKy/MapKUpPOBKY M KOHTPOIb KayecTBa, Ha YKa3aHHOM HUKe yYacTKe (yyacTkax)
B MNONHOM COOTBeTCTBUU ¢ TpeboBaHuamu GMP mecTHOro perynupyrolero opraHa, cneungukaumsaMu B paspeLueHuu
Ha MapKeTUHT CTPaHbLI-UMMOPTEPa U TEXHUYECKUMM CornalleHUsiMU, KOTOpbIe MOMYT GbIThk 3aKnoYeHbl, Unu gainom
cneyudukauuu npoaykTa ans Mccnegyembix NeKapcTBEHHbLIX CPEACTB.

3anucu no o6paboTke, yNakoBKe U aHanuay NnapTum 6binu NpoBepPeHbl U NPU3HaHLI COOTBETCTBYHLUMU TpeboBaHUAM
GMP.

MapTus 6bina npouaeeneHa B lNabopatopuoc lNukoHca SA., a Tam, rae NpUMeHUMO MUKpoGUonoru4eckoe
uccnenoBaHue,
oHo npoBoauTtcA B NlabopaTtopuu 3uyeBapHe 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.

2 /{’,/‘- & 7
y 4 /)//,/ /TSI ES
Mopnuck 1 garta / Signature&Date: Macarena Gonzalez

/ Deputy Qualified Person

PernctpaumoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



