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

C H Em 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
nPOaYKT OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82815 Data npoussogctea 03.2024  Tropen no 02.2026

TEST/TECT REQUIREMENT / CNELM®UKAL A 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 Kancynbl pasmepa N°4,
¢ KpbllUeYyKoii CUHero LBeTa U KOpnycom
Genoro UBeTa, cofepxaliune cepryecke
rpaHynsl ot 6enoro go noutu 6enoro ¢
HEeNTOBaThbIM OTTEHKOM LiBeTa.

Conforms / CooTBeTcTBYET

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.
OOHOPOOHOCTEL AO3UPOBAHUA (AV) 3HaveHue AV, paccuutaHHoe ana 10 kancyn,
Aon¥Ho 6bITh He Gonee 15,0 %.
3HavyeHue AV, paccuuTaHHoe gns 30 kancyn,
Aon¥Ho BbITh He Gonee 15,0 % u cogepxaHue
omenpasona HW B OHOI Kancyrne He AOMKHO
BbIX0AUTL 3a npefens! 0,75M-1,25M.

6,1

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).
NOANMHHOCTD (B3XX) Bpema yaepxuBaHua 0CHOBHOTO
NyKa Ha XpoMaTorpamMmme UCMbITYeMOro
pacTBOpa AOMKHO COOTBETCTBOBaTb
BpeMeHU yaepXuBaHUA OCHOBHOrO NUKa
Ha XpomMaTtorpammMe CTaHOApTHOro pacTeopa
(paspen «KonuvecTBeHHOE onpeaeneHue»).

Conforms / CooTReTCTBYET

Approval date (dd.mm.yyyy)/aata onotpeHus (40.MM.ITIT): 22.05.2024(__ ) 18:2:. \ 749 L
(Signature & Date) Quality Assurance/([oanuce/aarta) obecnevyeHusikadecTsa;
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez A
Manufacturing Site/lNpouasoacteeHHas 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
CEPTUOUKAT AHAJIU3A

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

CODE

Kog 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82815 Hara npouseoacrea 03.2024 Nopex no 02.2026

TEST/TECT REQUIREMENT / CNELIUM®UKALIUA RESULT / PE3YINbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANWHHOCTE B3XX (DAD netektop)

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 nornoljeHUsa OCHOBHOro NUKa,
CHATBLIA NpU XpomaTtorpadupoBaHmm
MCNbITYEMOro pacTeopa, AOMKeH
COOTBETCTBOBATL YP-cnekTpy nornolieHus
OCHOBHOIO NUKAa, CHATOMY NpU
XpomarorpafpupoBaHuu CTaHJAPTHOro
pacTeopa (pa3gen «KonuyecteeHHoe

Conforms / CooTBeTCTBYET

onpegeneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 28%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE OMPEOENEHUE 95,0 - 105,0 % ot 3aABNeHHOro cogepxaHus 100,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mglcap | M[/KATCYINA

DISSOLUTION ACID STAGE

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

PACTBOPEHME (Kucnothas ctanus) He 6onee 10 % oT 3asBneHHOro coaepxaHusi 0%
C17H19N303S (omenpazona)
Yyepesz 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctagua) He meHee 80 % (Q) oT 3aAaBneHHoOro 97 %
cogepxanua C17H19N303S (omenpasona)
yepes 30 MuUH.
RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3aona kap6okcunar He Gonee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/nata onobpenua (aa.mm.rrrr): 22.05.2024 — ( 5 525
(Signature & Date) Quality Assurance/(loanucb/aarta) obecneveHuskavecrTaa; ' 'I, '."_ %
Release by/BeinyweHo Deputy Qualified Person/: U A ,!q‘_,’ y— 2% 0624
(Signature & Date)/(Mopnuck/naTa) Macarena Gonzélez P-D M ‘_fi'\"{' ' g

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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl Kiwe4YyHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82815 Data npouseoacrea 03.2024  Tlogen no 02.2026
TEST /| TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YINIbTAT
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 Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
No6as eguHUYHan He Gonee 0,2 % 0,1 %

HeuAeHTUPUUMpPOBaHHAsA NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUMM ¢ H]. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHMWE Mpu TemnepaTtype He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata opo6penus (ag.mm.rrrr): 22.05.2024 (/-(;‘3 A R
(Signature & Date) Quality Assurance/{[loanuck/nata) obecneyeHuakayecTsa: |
Release by/Buinyweno Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/MpounssoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. ) Pagelctp. 3/5




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

C H EI I IO 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 kancyrnbl kuwe4yHopacTBopumble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC82815 Oara npouasopctea 03.2024  lopen no 02.2026

TEST / TECT REQUIREMENT / CNELIU®UKALLAA

RESULT / PE3YIILTAT

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 6nucrep U3
aniwMUHUeBOU honbru
Mo 2 unu 20 6GnucTepos no 5 Kancyn BMecTe
€ UHCTPYKUUENA NO NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPYKUUEl No NPUMEHEHUIO B MayuKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ MHCTPYKUWei no
npUMeHeHUIo B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn 8 NBX-M3-NBAX/
AnoMUHKEBLIA BnucTep.
Mo1,2,3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe C MHCTPYKLMel No
NpYMeHeHUHo B MaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucrepoe no 14
Kancyn BMecTe ¢ UHCTpYKUUel no
npYMeHeHUIo B NaYKy KapTOHHYIO.

Conforms / CooTBetcTBYeT*

Analysis performed according ND
nn-006953-180122

AHanus nposeneH no HA:
IN-006953-180122

Approval date (dd.mm.yyyy)/nata opobpenus (ag.mm.rrrr). 22.05.2024
(Signature & Date) Quality Assurance/(Mognucs/aaTa) obecneveHuska4ecTsa: K
Release by/Beinywero Deputy Qualified Person/: :

(Signature & Date)/(Mopnuce/nara) Macarena Gonzalez Vo L,‘%_‘Ij{l‘.' o Vev

Manufacturing Site/lMpou3asoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

)
(\\3) 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
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82815 Oara npoussopctea 03.2024  Trogen no 02.2026

TEST / TECT REQUIREMENT / CNHELlM®UKALUAA RESULT / PE3YIIbTAT

Notes / HabnogeHUsA
**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 6n1cTep U3 aNtOMUHUEBON (PONbIU.
Mo 5 6nucrtepoB no 6 kancyn BMecTe ¢ MHCTPYKUMEN MO NPUMEHEHUIO B NayKy KapTOHHYIO.

>

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 22.05.2024 /,’— Gera
7 2308094

(Signature & Date) Quality Assurance/(lMognuck/garta) obecneveHuakadyecTea:
Release by/BuinyweHo Deputy Qualified Person/:

[ /Al
(Signature & Date)/(Mopnucs/nata) Macarena Gonzalez \di\ L[,UH“ s 03y

Manufacturing Site/lMpouasogcTeeHHas nnowagka: 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

CH El ! IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelweHue Ha BbInyckK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC82815 Nata npoussogctea : 03/2024
BATCH MANUFACTURING DATE

lopex pno : 02/2026 Paamep cepuu : 354.090 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosuwum sn noaTBep#aalo, 4To AaHHaA MHOPMaLUA ABNAETCHA AOCTOBEPHON U TOYHOM. [laHHaA NnapTusi NPOAYKTa
6bina npousBseaeHa, BKMOYas YNakoBKY/MapKUMPOBKY U KOHTPONL KayecTRa, Ha YKa3aHHOM HMKe yvacTKe (YYacTKax)

B NOMHOM COOTBETCTBUM C TpeboBaHuAMU GMP mMecCTHOro perynupytollero oprada, cneuudukalMamMm B paspelueHm
Ha MapKeTUHI CTPaHbI-UMMNopPTepa U TEXHUYECKUMIU COTMalleHUAMU, KOTOPLIE MOTYT BbITh 3aKMioyYeHbl, UNU Gainom

cneyunduxkauumn npoaykrta ana MccnegyeMbix nekapcTBeHHLIX CPeACTE.

3anucu no obpaboTke, ynakoBKe U aHanu3y napTuu ObINKU NPOBepPeHbl U NPU3HaHbI COOTBETCTBYHOLWMMU TPpeboBaHUAM
GMP.

MapTuna 6k1na npousBefeHa B lla6opaTopuoc JinkoHca SA., a Tam, rge NpUMeHUMO MUKpoBuonoruveckoe
uccnefoBaHue,
oHo npoBoauTcsA B IlabopaTtopuu 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.

Moanuce n /,ana ! Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauvoHHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



