(f"‘“‘) LABORATORIOS LICONSA, S.A.
\J 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
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOAYKT OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC81256 Oata npouseoactea 02.2024  Topen oo 01.2026
TEST / TECT REQUIREMENT / CNELHU®UKALIAA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble }enaTuHOBLIE Kancynkl pazmepa N°4, Conforms / CooTBeTCTBYET
€ KpblillevyKoii cMHero LiBeTa U KOpnycom
Genoro UBeTa, cogepxalive cthepuyueckue
rpaHynel oT 6enoro Ao no4ty 6enoro c
XenToBaTbIM 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.
OOHOPOOHOCTE AO3UPOBAHUA (AV) 3HaueHue AV, paccuutadHoe ana 10 kancyn, 9,0

LOMKHO ObITE He Gonee 15,0 %.

3HauveHue AV, paccuutaHHoe gns 30 kancyn,

OomkHo BLITk He Gonee 15,0 % u cogepxaHue

oMenpa3ona HA B OJHOM Kancyne He JOMKHO

BbIXOAUTL 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).
NMOONMUHHOCTb (B3XKX) Bpems yaepuBaHUs OCHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XpomaTtorpamme UcnbITyemoro
pacTBOpa JOMKHO COOTBETCTBOBATh
BpeMeHU yaepXMBaHWA OCHOBHOrO NUKa
Ha XpomartorpamMme ctaHfapTHOro pacreopa
(paznen «KonuyecTBeHHOe onpegeneHuen).

Approval date (dd.mm.yyyy)/aata ogobpenus (oo.mm.rrrr): 15.03.2024
(Signature & Date) Quality Assurance/(lMoanucb/aata) obecneyeHuskaqecTsa: Mg AS
Release by/Brinyweno Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/narta) Macarena Gonzalez Ve |
Manufacturing Site/lMpouasoacTeeHHas 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), Espafia/Spain

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 OMES3 kancynbl Kuwe4vyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81256 Oata npouseoactea 02.2024  Tropen no 01.2026

TEST / TECT REQUIREMENT / CNELUN®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOONUHHOCTE B3XX (DAD peTtexTop)

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 nornolieHus 0CHOBHOro nuka,
CHATBIA NpuY XpomarorpadgupoBaHuu
MCNLITYEeMOro pacTeopa, AoMmkeH
COOTBETCTBOBAaThL Y®P-CneKkTpy nornoweHus
OCHOBHOTO NUKa, CHHTOMy npu
XpomartorpadupoBaHuu cTaHAapTHOro
pactBopa (pasgen «KonuvectBeHHoe
onpepeneHue»)

Conforms | CooTBeTcTBYeET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMUYECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cogepXXaHus 100,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE OMNPERENEHUE
MF/KAMCYIA

19.0 mg/capsule to 21.0 mgl/capsule
OT 19,0 mr/kancyna go 21,0 mr/kancyna

20,1 mgl/cap / MI/KAMCYNA

DISSOLUTION ACID STAGE

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

PACTBOPEHUE (KucnotHas cTtanus) He 6onee 10 % oT 3afABneHHOro coaepxaHua 0%
C17H19N303S (omenpa3sona)
yepes 120 MUH

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

PACTBOPEHUE (Bydephas cranus) He meHee 80 % (Q) oT 3aABneHHoOro 102 %
cofepwanun C17H19N303S (omenpasona)
yepes 30 MuH.

RELATED SUBSTANCES

POLOCTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
He Gonee 1,0 % <0,1 %

OMenpa3sona kapGokcunar

Approval date (dd.mm.yyyy)/aata ogobpeHus (og.mm.rrrr): 15.03.2024

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecnevyeHusikadectaa: fA{ 19
Release by/BuinyweHo Deputy Qualified Person/:

|5.03.14

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez 0 il'f'\,;'a,-')(l"“' | >
Manufacturing Site/lNpouasogcteeHHan nnowagaka: 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), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynsbl kuwevyHopacTesopumMeie 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC81256 Nara npouzeoactea 02.2024  Topen no 01.2026
TEST/TECT REQUIREMENT / CNEL®UKALINA RESULT / PE3YINbTAT
IMPURITY F not more than 0.2 %
Mpumecsk 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

Mo6an eguHUYHas
HeugeHTUdULMPOBaHHaA NPUMeChH

not more than 0.2 %

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

TOTAL IMPURITIES
Cymma npumecei

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

LABELING According to ND

MAPKWPOBKA B cooTBetcTBUU ¢ HA. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bobiwwe 25 °C.

SHELF-LIFE 2 years

CPOK rOHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 15.03.2024
(Signature & Date) Quality Assurance/(Mognuck/nara) oBecnevenuskavectaa: HF (5. 04 ("%

Release by/Brinywero Deputy Qualified Person/: [\
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez ‘ ',l"'l! [

Manufacturing Site/lMpoussoacTeenHas nnowaaka: Laboratorios Liconsa, S.A. ) i Pagelctp. 315




(’?‘\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 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
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl kuiweyHopacTtesopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81256 Narta npouseoactea 02.2024  Topen no 01.2026
TEST / TECT REQUIREMENT / CNELUA®UKALIUA RESULT / PE3YNbTAT
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-PVDCJ/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 6niucrep ua
anoMUHUeBol donkru
Mo 2 unu 20 GnucTepoB no 5 Kancyn BMecTe
€ MHCTPYKLUMEN MO NMPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepos no 6 kKancyn BmecTe
€ MHCTPYKUUE NO NPUMEHEHUIO B NaYKy
KapTOHHY1O.
Mo 1, 2,4, 8unu14 6nucreporno 7
Karicyn BMecTe C MHCTPYKLUUWel no
NMPUMEHEHUIO B NaYKy KapTOHHYO.
Mo 10 unu 14 kancyn B NMBX-N3-NBAOAX/
AnoMUHUEBLIN BnUcTep.
Mo 1, 2, 3, 5, 6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPyKUUei no
npv¥MeHeHuIo B NaykKy KapTOHHYIO0.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTPpYKLUUeii no
NPUMEHEHWIO B NavKy KapTOHHY!O.

Conforms / CooTeeTcTBYeT**

Analysis performed according ND
1nn-006953-180122

Ananus npoeeneH no HO:
In-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 15.03.2024

(Signature & Date) Quality Assurance/(lMoanuck/nara) obecrieveHusikaqecTsa: M
Release by/Bbinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aara) Macarena Gonzalez {
Manufacturing Site/lpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.

i1$:63.14
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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kuwe4yHopacTteBopumblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81256 Nata npouseoactea 02.2024  Topen go 01.2026

TEST/ TECT REQUIREMENT / CNELM®UKALINA RESULT / PE3YNNILTAT

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 antoMuUHUeBON donbru,
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLWel Mo NpUMeHeHUIo B Nayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata opobpenus (oa.mm.rrrr): 15.03.2024
(Signature & Date) Quality Assurance/(Mognuck/nara) obecnevyenusikadectea: [ {(S-03 :
Release by/Brinywero Deputy Qualified Person/: a2 A

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez b0 1 hﬂ)i‘

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

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

Pa3pelueHue Ha BbInycK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC81256 Jara npouzsopctra : 02/2024
BATCH MANUFACTURING DATE

Fonex pno : 01/2026 Pasmep cepuu : 336.672 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTrosiyum 5 nogTeep:xaalo, YTo AaHHasA MHGOpMaLuA ABNAETCA AOCTOBEPHOI U TOYHONW. [laHHanA napTusa npoayKTa
6bina npou3BeAeHa, BKMOYasn YNaKoBKY/MapKUPOBKY U KOHTPONb Ka4ecTRa, Ha YKa3aHHOM Hue ydyacTke (y4yacTkax)
B NMOMHOM COOTBETCTBUMU ¢ TpeGoBaHuaAMU GMP mecTHoro perynupyiouiero opraia, cneyupukayusamm B paspelueHnm
Ha MapKeTUHr CTPaHbLI-MMIMOpPTEpa U TEXHUYECKUMU COrnalleHUsIMU, KOTOPble MOTYT BbITh 3aKnoYeHbl, Unu ainom
cneyudmkaymu npoaykra ana MccnepyemeixX NeKkapcTBEHHBLIX CPEACTR,

3anucu no 06paboTKe, yNakoBKe U aHanu3y napTuu 6bLINU NpoBepeHbl U MPU3HaHBLI COOTBETCTRYIOIUMU TPeGOBaHUAM
GMP.

MapTus 6bina npouzBegeHa B Na6opaTtopuoc INukoHca SA., a Tam, rae NPUMeHUMO MUKPOBUONOruYecKoe
uccnenoBaHue,
oHo npoBoauTcs B [labopatopuu 3yeBapHe 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.

|' / If;_ ! \
& ‘r,r.:‘g l: i.
b.g WO 1505 LY

Mognuck n pata / Sigﬁature&Date: Macarena Gonzalez
!/ Deputy Qualified Person

PerncTpaunornHoe yaoctoepeHue / Manufacturing Authorization: 3414E
Homep JNukoHca GMP / LICONSA GMP Number: ES/085HVI/19



