(ﬂ) LABORATORIOS LICONSA, S.A.
g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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
nPoaykT OMES3 kancynbl KuimeyHopacTteopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84197 MOarta npouseoactea 06.2024  Topen no 05.2026
TEST / TECT REQUIREMENT / CNEUW®UKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAable XenaTUHOBbIE Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKOoW CUHEro LBETa M KOpNycoMm
6enoro LUBeTa, coaepxalime chepuyeckue
rpaHynbl oT 6enoro Ao no4Tt 6enoro ¢
MenToBaTLIM OTTEHKOM LBeTa.
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 AO3VPOBAHUA (AV) 3HauyeHue AV, paccunuTaHHoe ansa 10 kancyn, 4,8

nomkHo 6bITk He Gonee 15,0 %.

3HaveHue AV, paccuuTaHHoe ana 30 kancyn,

nomiHo 6bITe He Gonee 15,0 % u copepxaHue

oMenpasona HY B OAHOM Kancyne He [OoMKHO

BbIX0AWUTL 3a npegens! 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) Bpema yaepXUBaHUA OCHOBHOIO Conforms [ CooTBeTCTBYET
nuKa Ha XxpomaTtorpaMme UCNbLITYeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yaepHMBaHUA OCHOBHOIO NUKa
Ha XxpomarorpamMme cTaHAapTHOro pacteopa
(pazgen «KonuyecTeBeHHOe onpeaeneHue»).

Approval date (dd.mm.yyyy)/aata ono6peHus (an.mMm.rrrr):

(Signature & Date) Quality Assurance/{loanuce/aarta) oBecneveHuskaqecTsa:
Release by/BuinywweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucw/nata) Macarena Gonzélez
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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 AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES3 kancynbl Kuwe4yHopacTBOpUMblie 20 Mr

CODE

Koa 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC84197 Nata npoussoactea 06.2024  Topen oo 05.2026

TEST/ TECT REQUIREMENT / CNELIM®UKALUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOONMHHOCTDL B3XX (DAD petekTop)

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 Nu1Ka, Conforms / CooTBeTCTBYET
CHATBLIN NpY XpomaTorpadupoBaHuy
UCNbLITYEMOro pacTBopa, AOIKeH
COOTBETCTBOBaTEL Y®-cneKkTpy nornoweHusn
OCHOBHOrO NUKa, CHATOMY Npwu
XpoMarorpatpupoBaHUU CTaHRAPTHOIO
pacTBopa (pasfgen «KonuyecTeeHHoe
onpepeneHuey)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 2,4 %

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE OMPEOENEHKWE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3anBNeHHOro copepXaHun 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPEAENEHWUE
MI/KAMCYINA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mrikancyna po 21,0 mr/kancyna 19,9 mgl/cap | MI/KATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHasa cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro cogepkaHusa 1%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHana ctagus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3aABneHHOro 98 %
cogepxkanua C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECH

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Owmenpa3sona Kap6oKkcunar He Gonee 1,0 % <0,1%
Al
UR
20324
Approval date (dd.mm.yyyy)/aata onobpeHua (An.MM.ITrT): -
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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 AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl kKuweyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84197 Dara npouseoacrea 06.2024  ronex no 05.2026
TEST /| TECT REQUIREMENT / CNELW®UKALINA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
MNpumect F He Gonee 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
NMioban eguHUYHARA He 6onee 0,2 % <0,1 %

HeugeHTUdULMpOoBaHHas NPpUMECch

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HA. Conforms / CooTReTCTRYET
STORAGE Below 25 °C

XPAHEHUWE MNpu TemnepaType He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOOHOCTHU 2 ropga.

£ )
A

26 .7
Approval date (dd.mm.yyyy)/nata onobperus (a.MM.ITIT): N d(
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LABORATORIOS LICONSA, S.A.

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

CHEMO

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOAYKT OMES3 kancyrnbl KuweyHopacTeBopumMblie 20 Mr

CODE
Kon 231903

BATCH
CEPUA

Manufacturing Date:

LC84197 Dara npoussopnctea 06.2024

Expire Date:
Nonen no 05.2026

TEST / TECT

REQUIREMENT / CNELLIMPUKALIUA

RESULT / PE3VIILTAT

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.

Mo 5, 6 unu 7 kancyn B 6nucTtep U3
antMuHUeBol gonbru

YMNAKOBKA

Conforms / CootBeTcrByeT**

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe

C MHCTPYKUUEHR MO NPUMEHEHUID B NaYKy
KapTOHHY!O.

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe

€ MHCTPYKUUENH MO NPUMEHEHUIO B NavKy
KapTOHHyECI.

Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7
Karncyn BMecTe C UHCTPYKLUel no
NPUMeHeHUI0 B NaYKy KapTOHHYH.

Mo 10 unm 14 kancyn B NBX-NM3-NBOX/
AnOMUHUEBLIA GnucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 Kancyn BMecTe C MHCTPYKUMel no
NPUMEHEHUIO B MNaYKy KaPTOHHYHO.

Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKL e no
NPUMEHEHUIO B MaYKy KapTOHHYIO.

Analysis performed according ND
In-006953-180122

AHanua npoBegeH no HA:
1n-006953-180122

ol

2. U320
Approval date (dd.mm.yyyy)/aata onobpenus (on.MM.rrrr):
(Signature & Date) Quality Assurance/(Mognuck/aarta) obecnevyeHuakadecTea: . o
Release by/Buinyweno Deputy Qualified Person/: / f //
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez AT 3

Manufacturing Site/lpouasogcteeHHan nnowaaxa: Laboratorios Liconsa, S.A.
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!’“\) LABORATORIOS LICONSA, S.A.
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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
CEPTUD®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl KuwevyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84197 Data npoussoactea 06.2024  Topen no 05.2026

TEST / TECT REQUIREMENT / CNELN®UKALIAA RESULT / PE3YIILTAT

Notes / HaGnoaeHUnA
**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 anloMUHUEBOW honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKUUeNl Mo NPUMeHEHUIo B NaYKy KapTOHHYIO.

26 U2 Ly
Approval date (dd.mm.yyyy)/nata ono6peHust (An.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHunkavecTsa:
Release by/BuinyweHo Deputy Qualified Person/; =z (
(Signature & Date)/(Moanuc/nata) Macarena Gonzalez It .
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(’"\) LABORATORIOS LICONSA, S.A.
\__d) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

nPoayKT : OME3 kancynbl kuweyHopacTtsopumble 20 mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC84197 Oara npouseoactea : 06/2024
BATCH MANUFACTURING DATE

Fopen o : 05/2026 Pasmep cepun : 52.848 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacrosawuMm s noATBepHAalo, YTo AaHHas UHopMaLus ABMseTcs AOCTOBEPHOM U ToUHOI. [laHHas napTus npoaykra
6bina npousBeneHa, BKMOYas YNakoBKY/MapKMPOBKY U KOHTPONL KauecTBa, Ha YKa3aHHOM HUXe yJacTKe (y4acTkax)
B MOMHOM COOTBETCTBUU ¢ TpeGoBaHusaMu GMP mMecTHoOro perynupyiollero opraHa, cneuydgukaumsamMm B paspelueHmm
Ha MapKeTUHI CTPaHbI-UMNOPTEPa U TEXHUYECKUMU COrmnalleHUsIMU, KOTOpble MOTYT GhITh 3aKMoYeHbl, Unu aitnom
cneyudmkanmu npogykra ans Uccnegyemsix NekapcTBEHHbIX CPEACTR.

3anucu no o6paboTKe, yNaKkoBKe U aHanu3y napTuu 66InyM NpoBepeHkbl M NPU3HaHbl COOTBETCTBYIOLWUMU TpebGoBaHUAM
GMP.

MapTusn Gbina npousseneHa B Nlabopatopuoc INukoHca SA., a Tam, rae npMMeHUMO MUKpoGuonoruyeckoe
uccrnepoBaHue,
OHO npoBoauTtcs B JlabopaTtopuu yeBapHe 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 impaorting 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.
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Moanuck 1 gara / Signature&Date: Macarena Gonzalez

I Deputy Qualified Person

PeructpauuoHHoe yaoctorepenne / Manufacturing Authorization: 3414E
Homep JNukoHca GMP / LICONSA GMP Number: ES/085HVII9



