f:\) LABORATORIOS LICONSA, S.A.
( A Avda. Miralcampo, N°® 7, Pol. Ind. Miralcampo
N 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 AHAJIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl kuiweyHopacTBopuMbie 40 mr

CODE
Kopn 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC80335 Oara npoussoactea 12.2023  Topen oo 11.2025
TEST/TECT REQUIREMENT / CNEUMDUKALWUA RESULT / PE3YNbTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable XenaTUHOBbIe Kancynbl paamepa Ne 3, Conforms / CooTBeTcTBYET
¢ Kpblllieykoi 6enoro LBeTa U Kopnycom
ceporo LBeTa, cofepxalyve chepudeckue
rpaHyrnsi oT 6enoro go noutu Genoro ¢
MenToBaTbIM OTTEHKOM LiBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules shouid 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) 3HaveHue AV, paccuutaHHoe ansa 10 kancyn, 3,1

OOMKHO ObITh He Gonee 15,0 %.

3HayeHue AV, paccuuTaHHoe ans 30 kancyn,

LOOMKHO BbITk He Bonee 15,0 % v copgepxaHue

omMernpasorna HY B 04HOI Kancyne He JOMKHO

BbIXOAWUTE 3a npedensi 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).
NOANUHHOCTDL (B3XX) Bpems yaepXUBaHUA OCHOBHOIO Conforms / CooTBeTcTBYET
MUKa Ha XpomMaTorpaMmmMe UcnbITyeMoro
pacTBOpa AOMKHO COOTBETCTBOBAThL
BpeMeHU yaepXUBaHUs OCHOBHOIO NUKa
Ha XpomMaTorpamMme CTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOe onpeaeneHuey).

Approval date (dd.mm.yyyy)/nata ono6peHus (A8.MM.ITTT):
(Signature & Date) Quality Assurance/(Tloanues/nata) o6ecnevenuskadectsa: M A4 .07 LY

Release by/Brinywexo Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/nata) Macarena Gonzélez b,-‘ thel 24 -
- v

Manufacturing Site/lpouasoacTeeHHas nnowapka: Laboratorios Liconsa, S.A. Pagef/ctp. 1/5




;‘\\) 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl KulleyHopacTBopumblie 40 mMr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC80335 Oata npouseoactea 12.2023 Fogen no 11.2025

TEST / TECT REQUIREMENT / CNELUU®UKALINA RESULT / PE3YINILTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).

NMOONIMHHOCTE B3XX (DAD getekTop) Y®-cnekTp nornoLlieHUsi OCHOBHOTO NUKa, Conforms / CooTBeTCcTRYET
CHATLIA NpY XpomaTtorpaduposaHnm
WUCMBITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBAaThL Y®-CrieKTpy nornoweHus
OCHOBHOTO MKa, CHATOMY NpM
xpomarorpacdupoBaHUy CTaHOaPTHOTO
pactBopa (pazgen «KonuyecteeHHoe
onpegeneHue»)

WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95,0 - 105.0 % of label claim
KONMUWYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3aABneHHOro copepXaHusa 100,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 38.0 mg/capsule to 42.0 mg/capsule
KONMMYECTBEHHOE OMPEOENEHUE Ot 38,0 mr/kancyna go 42,0 mr/kancyna 40,3 mgl/cap / M[/KATICYTA
MI/KATMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnoTHas cTtagus) He Gonee 10 % oT 3asiBNeHHOro cofepaHus 0%

C17H19N303S (oMenpasona) yepe3 120 MuH;

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) oT 3asiBneHHOro 98 %

copepwaHusi C17H19N303S (omenpa3sona)
yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogobpeHus (Aa.MM.ITrT):
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeruskayecTsaa: MP AY. 0. 1Y
Release by/Bbinywero Deputy Qualified Person/: -
(Signature & Date)/(Mognuce/gata) Macarena Gonzalez - ‘
P/ 1 L {he2l H
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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

®

CHEMO

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPoOyKT OMES3 kancynbl kuiieyHopacteopumbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC80335 Narta npoussoactea 12.2023 ropgen po 11.2025
TEST / TECT REQUIREMENT / CMELUA®UKALUA RESULT / PE3YINBLTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecst G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INoban eguHUYHaRA He 6onee 0,2 % <0,1 %
HeuaeHTUUUUPOBaHHaA NpUMeCch
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooteeTtcTBUM ¢ HI. Conforms / CooTBeTcTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOKTrOgHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/anata onobpeHus (A0.MM.ITTT):

(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveruskasectsa: M (4 o7 14
Release by/Buinywexo Deputy Qualified Person/: Q
(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez \b —
A k 1hel 29 Page/ctp. 315

Manufacturing Site/lNpouasoncteeHHan nnouyagka: Laboratorios Liconsa, S.A.




7)) LABORATORIOS LICONSA, S.A.
(<

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl kuwevyHopacTeopuMbie 40 mr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:
CEPUSA LC80335 Oara npouzsogctea 12.2023  Topen oo 11.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIAA 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 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CootBeTCcTBYET**
anoMuHUeBol donbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C MHCTPYKUMeii No NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 GniucTepos no 6 Kancyn BMecTe
C UHCTPYKUUEN No NPpUMeHEHUIO B MaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe C UHCTpyKUueli no
NPUMeHEeHUIo B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn & NBX-N3-NBOX/
AnoMUHUEBLI BniucTep.
Mo 1, 2, 3, 5, 6, 9 unu 10 6nucrepor no
10 Kancyn BMecTe C MHCTPYKUUWEN no
NMPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepor no 14
Karicyn BMecTe ¢ UHCTPYKLWe no
NMPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
1n-006953-180122

Ananus npoBegeH no HA:
1Nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogodpeHus (04.MM.ITTT):
(Signature & Date) Quality Assurance/(Mognuct/nata) obecnevenuskadectea: [Mf 14 & 2.14
Release by/BuinyweHo Deputy Qualified Person/: —
(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez iy L y
Manufacturing Site/MpoussoacTeexHas nnowagka: Laboratorios Liconsa, S.A. .
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7)) LABORATORIOS LICONSA, S.A.
(&

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

19200 Azuqueca de Henares (Guadalajara), Espana/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KMwe4yHopactBopuMbie 40 Mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC80335 Oara npouasoacrea 12.2023 Nopen no 11.2025

TEST /| TECT REQUIREMENT / CNELMD®UKALIAA RESULT / PE3YNLTAT

Notes [ HabnogeHus
**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 anNnkKOMUHUEBOW onbru.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ UHCTPYKLUEl Mo NPpUMEHEHUID B NayKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata onobpenus (40.MM.ITrT):
(Signature & Date) Quality Assurance/(Moanucs/nata) obecnieyenusiavectsa: M§ (4. ©2 L4
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzélez <

Manufacturing Site/lMpou3soacTeeHHas nnowagka: Laboratorios Liconsa, S.A. P '__.‘ jhee T %

Pagelctp.5/5




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

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

PaspeweHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAOYKT : OME3 kancyrnbl Kuwe4yHopacTteopumslie 40 mr

PRODUCT

Kond : 237303

CODE Homep MA / MA NUMBER : JIIM-006953
CEPUA : LC80335 Dara npoussoactea : 12/2023
BATCH MANUFACTURING DATE

lNonex no : 11/2025 Paamep cepum : 171.648 UN
EXPIRY DATE BATCH SIZE

Hacroswum st noaATBepXAak, YTo AaHHasA UHopMaLus SBNAETCA NOCTOBePHOW U TOUHOW. [laHHas napTus NpoayKra
6bina npou3BeaeHa, BKNOYas yNaKoBKY/MapKUPOBKY U KOHTPONb Ka4yecTRa, Ha YKa3aHHOM HUXe y4yacTke (yyacTkax)
E MOMHOM COOTRETCTBUMU C TpeboBaHUsiMU GMP MecTHOro perynupyollero opraHa, cneludukalmusiMu B pazpeLlieHum
Ha MapKeTUHT CTPaHbI-UMMoOpTepa U TeXHUYECKUMU COrmnalleHUsiM1, KOTopble MOTyT 6bIThk 2aKnYeHkl, UNU daiinom
cneuudbukauunu npoaykra ans Mccnegyembix nekapcTReHHLIX CPEACTR.

3anucu no o6paboTke, ynakoBKe U aHanuU3y NapTuu 6binNu NpoBepeHbl U NPU3HaHbl COOTBETCTBYHLWUMU TpeBoBaHUAM
GMP.

MapTus 66ina npousBegeHa B Jlabopatopuoc INukoHca SA., a Tam, rae NpUMeHUMO MUKpobUonoru4yeckoe
uccnenosaHue,
oHo npoBoauTcs B [labopaTtopuu 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
lacal Regulatory Authority, with the specifications in the Marketing Autharization 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.

: ¥,
Mopnuck u gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrpaunorHoe yaocroseperue / Manufacturing Authorization: 3414E
Homep NMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



