F‘\) LABORATORIOS LICONSA, S.A.
(&

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

C H E m O Phone: +34 949 34 97 00
Fax: +34 049 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NnPOAYKT OMES3 kancynbl kuiwe4yHopacTBopuMbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC80335 Oara npoussopctea 12.2023  Topen no 11.2025
TEST / TECT REQUIREMENT / CNIEUA®UKALUAA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No. 3 with white
cap and grey body containing white to
off-white with yellowish tint spherical
granules.
OINMUCAHUE Teepable XenaTUHOBbLIe Kancynbl pa3mepa Ne 3, Conforms / CooTBeTCTBYET
C Kpbile4yKol 6enoro LBeTa U KOpMycoMm
ceporo UBeTa, cofepxaliue cpepuyeckue
rpaHynkl oT 6ernoro go nourtu 6emnoro ¢
WenToBaThiM 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.
OOHOPOOHOCTL OO3UPOBAHUA (AV) 3Ha4eHue AV, paccuutaHHoe ansa 10 Kancyn, 31

OOMKHO 61Tk He Bonee 15,0 %.

3Ha4veHue AV, paccuutaHHoe ansa 30 Kancyn,

OoMmKHO BbITk He Gonee 15,0 % u cogepxaHue

omMenpasorna HW B OQHOI Kancyne He QOMmKHO

BbIX0AUTHL 3a npegensi 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 yaepXuUBaHUA OCHOBHOIo Conforms / CooTBeTcTBYET
NnUKa Ha xpomMmartorpamMmmMe UcnbITyemoro
pacTBOopa AOMKHO COOTBEeTCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOTO NUKa
Ha XpomaTtorpaMmMme ctaHgapTHoro pacTteopa
(paspen «KonuuyecTBeHHOE onpegeneHues).

Approval date (dd.mm.yyyy)/aata ofo6peHus (A MM.ITrr):
(Signature & Date) Quality Assurance/(Toanucs/aaTa) obecneyeHusikadecrsa: M 1.0 ¢ Y

Release by/Buinyuiero Deputy Qualified Person/: .
(Signature & Date)/(Mognuce/gara) Macarena Gonzalez t&
VU hoel 2Y

Manufacturing Site/MpouasoacTeeHHas nnotaaka: Laboratorios Liconsa, S.A. 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 AHAINU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuieyHopacTBopumMblie 40 Mr

CODE

Kopn 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC80335 Data npoussonctea 12.2023 Nopen no 11.2025

TEST / TECT REQUIREMENT / CNELA®UKALIUA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NnoanUMHHOCTL B3XX (DAD aetekTop)

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 nornoijeHns OCHOBHOro NuKa,

CHATBLIW NpU XpomaTtorpagmposaHumn

UCALITYeMOro pacTBopa, JOMKeH

COOTBeTCTBOBaTh Y®-creKTpy nornoweHus

OCHOBHOTO MWKA, CHATOMY NpU

XpomartorpatupoBaHUM CTaHOapTHOro

pacteopa (pasaen «KonuyecTteeHHoe

onpepgeneHuen)

Conforms / CooTBeTcTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUMYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3aABMNeHHOro coflepXaHus 100,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMMYECTBEHHOE ONPEQOENEHUE
MI/KAMCYNA

38.0 mg/capsule to 42.0 mgl/capsule

Ot 38,0 mr/kancyna o 42,0 mr/kancyna

40,3 mg/cap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

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

PACTBOPEHME (KucnoTHas cTagus) He 6onee 10 % oT 23afABNeHHOro cofepKaHuna 0%
C17H19N303S (omenpazona) Yepes 120 MuH;

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

PACTBOPEHMUE (BydepHas cragus) He meHee 80 % (Q) oT 2asBneHHoOro 98 %
cogepxaHus C17H19N303S (omenpa3ona)
yepe3 30 MuH.

RELATED SUBSTANCES

POOCTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpasona kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpeHus (A4.MM.ITrT):
(Signature & Date) Quality Assurance/(Moanucs/nata) o6ecnevenusikavectsa: M A9 02 LY

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez
Manufacturing Site/lMpon3asoacTeeHHas nnolaaka: 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
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

@
CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl kuweyHopacTBopumMbie 40 mr

CODE
Kon 237303
BATCH Manufacturing Date: Expire Date:
CEPUA LC80335 Narta npoussoactea 12.2023 ropen no 11.2025
TEST / TECT REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YINILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He Gonee 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 eauHUYHan He 6onee 0,2 % <0,1 %
HeuaeHTUdUUUPOBaHHAasA NPpUMech
TOTAL IMPURITIES not more than 2.0 %
CymmMa npumecen He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUM ¢ HI. Conforms / CooTBeTcTBRYET
STORAGE Below 25 °C
XPAHEHWE Mpu TemnepaType He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOKTrOOgHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6peHus (aQ.MM.ITr):
(Signature & Date) Quality Assurance/(Mognucs/nata) obecnedenusakadectea: M 14 o2 L4

Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez
Manufacturing Site/MpouasoncraeqHas nnowagka: Laboratorios Liconsa, S.A.
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7)) LABORATORIOS LICONSA, S.A.
(2

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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl kuwevyHopacTteopumele 40 mr

CODE
Kon 237303

BATCH Manufacturing Date: Expire Date:
CEPUSA LC80335 Oata npouseoactea 12.2023  Topen oo 11.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep u3 Conforms / CooTBeTCcTBYET**
anMuUHUeBol honbru
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C UHCTPYKLUUelA No NPUMEHEHWUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
€ UHCTPYKUMEN Mo NMPUMEHEHUIO B MaUKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucTtepoe no 7
Kancyn BMecTe ¢ MHCTpYKLue no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NMBX-NM3-NBAX/
AnoMUHUeBLIN BnucTep.
Mo 1, 2, 3, 5, 6, 9 unu 10 6nucTtepos no
10 kancyn BMecTe ¢ UHCTPYKUUEN no
npuYMeHeHUo B NaYvKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTpYKUU1e no
NpUMEHEHUI0 B NaYKy KapTOHHYHO.

Analysis performed according ND
1n-006953-180122

AHanua npoBegeH no HI:
nn-006953-180122

Approval date (dd.mm.yyyy)/aata ono6peHus {o8.MM.ITrT):
(Signature & Date) Quality Assurance/(Mognuch/aata) obecneverusikavecrsa: M 14 & 2.4
Release by/Beinywero Deputy Qualified Person/: —

(Signature & Date)/(Mognuck/nara) Macarena Gonzalez S L——

i o
Manufacturing Site/MpoussoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. e
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;‘\\) LABORATORIOS LICONSA, S.A.
(k_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 40MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KMwe4yHopacTteBopuMble 40 Mr

CODE

Kon 237303

BATCH Manufacturing Date: Expire Date:

CEPUA LC80335 Oara npoussoagctea 12.2023 Nopen no 11.2025

TEST /| TECT REQUIREMENT / CNELUADPUKALIAA 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 antOMUHUEBOW (oNbLIu.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUeld Mo NpUMeHEHUIO B Na4Ky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6peHus (OA.MM.ITIT):
(Signature & Date) Quality Assurance/(loanuck/aarta) obecneveHuskaqecraa: Mg 4. 02. 1Y
Release by/Beinywero Deputy Qualified Person/: -
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez (

Manufacturing Site/lMpouasoacTeeHHas nnowapnka: Laboratorios Liconsa, S.A. Pa '_ ' jheeo T 9
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(’5‘\) LABORATORIOS LICONSA, S.A.
\:/ 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

PaspelweHune Ha BbInycK
CERTIFICATE OF COMPLIANCE

nPOAOYKT : OMES3 kancynbl Kuwe4yHopacTBopumMslie 40 mr

PRODUCT

Kon : 237303

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC8B0335 Hata npoussoactea : 12/2023
BATCH MANUFACTURING DATE

lNopen no : 11/2025 Pazmep cepuu : 171.648 UN
EXPIRY DATE BATCH SIZE

HacToswum s noaTBepXAak, YTo AaHHas HpopMaLua SBNseTCcA JOCTOREPHON U TOYHOW. [laHHasa napTusa NnpoayKTa
6bina npov3BeAeHa, BKMNOYas yNakoBKY/MapKUPOBKY U KOHTPOINb Ka4yecTBa, Ha YKa3aHHOM HWKe y4YacTKe (y4acTkax)
B NOMHOM COOTBETCTBUU ¢ TpeboBaHuasMU GMP MecTHoro perynupyolllero opraia, cneyudgukayusaMu B paspelieHnu
Ha MapKeTUHr CTPaHbI-MMMOPTEPA U TEXHUYECKUMU COrNalleHUsMU, KOTOpbIe MOTYT 6bITh 3aKMOY€eHbIl, UNU thainom
crnieyudpukauuu npoaykta ans MccnegyeMeix nekapcTBeHHLIX CPEACTR.

3anucu no o6paboTke, yNakoBKe U aHanu3y NapTuu 6bINY NpoBepeHbl U NPU3HaHbl COOTBETCTBYHLWUMU TpeBoBaHUAM
GMP.

MapTus 66ina npouseeneHa B NlabopaTtopuoc JlukoHca SA., a Tam, roe npUMeHMMO MUKPOBOUOTOrMYeckoe
uccrnegoBaHue,
oHo npoBoautcA B llabopaTtopuu J4eBapHe 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.

FA rhor Y

Moanuck 1 gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaumnoHHoe yaocroseperue / Manufacturing Authorization: 3414E
Homep NukoHca GMP / LICONSA GMP Number: ES/085HVI/19



