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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kMweyHopacTBopuMble 20 Mr

CODE
Koqn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82371 Narta npouseonctea 04.2024  Togen no 03.2026
TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMMNCAHUE TeepAbie XenaTUHOBLIE Kancyrbl paamepa N°4, Conform / CooTBeTcTBYET
€ KpblllieyKol CUHero LBeTa U Kopnycom
Genoro LBeTa, cofepxalyue chepuleckue
rpaHynbl oT 6enoro [o novuty 6enoro ¢
HEnToBaTbIM 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.
OQHOPOOHOCTL JO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe gna 10 kancyn, 91

nomkHo 6bITk He Gonee 15,0 %.

3HauveHue AV, paccuuTtaHHoe ansa 30 kancyn,

nomxHo 6bITk He Gonee 15,0 % v cogepxanue

oMenpasorna HY B OAHOW Kancyne He JOMKHO

BbIXoAuUTb 3a npegenki 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).
NOANMHHOCTL (B3XKX) Bpems ygepxuBaHUA 0OCHOBHOIO Conform / CooTBeTCcTBYET
nMKa Ha XpomarorpaMme UCMbITYyeMoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpeMeHu yaepXuBaHUsi OCHOBHOTO Nuka
Ha XpomaTtorpaMme CTaHO4apTHOro pacreopa
(pasgen «KonuyecTBeHHOe onpefeneHue).

(Signature & Date) Quality Assurance/(Mognuck/nara) obecrneyeHusaKka4ecTsa:

Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez B

Manufacturing Site/Tlpon3asoacTeeHHas nnowjanka: Laboratorios Liconsa, S.A. \?.-L _ Pagelctp. 1/5
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espana/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIU3A

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

CODE

Koqg 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82371 Data npoussoactea 04.2024  Tlopen no 03.2026

TEST / TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUMHHOCTDL 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).
V®-cnekTp nornolieH1ss oOCHOBHOrO NuKa, Conform /| CooTBeTcTBYET
CHSAThIA NpU XpoMaTorpadupoBaHum
MCMNbITYEMOro pacTteopa, osmKeH
COOTBETCTEROBRaTL Y®d-cneKTpy nornoLeHus
OCHOBHOrO NUKa, CHATOMY npu
XpomartorpadvpoBaHuM cTaHAapTHOro
pacTeopa (pasgen «KonuyecteeHHoe

onpegeneHue)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % OT 3aAIBNEHHOro cofepXaHus 99,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE ONPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mg/cap / M[/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEeHHOro cogepXaHusa 0%
C17H19N303S (omenpazona)

yepe3s 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHWUE (BydepHas crapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3aaBneHHoro 99 %
cogepwanua C17H19N303S (omenpa3ona)

yepes 30 MuH.

RELATED SUBSTANCES
POOCTBEHHLIE NMPUMECH

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpa3sona Kap6okcunar He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 01.05.2024 j:—g .02 kl \)- "_) v
(Signature & Date) Quality Assurance/(Moanucs/aaTa) oBecnedeHusikaqecTsa:

Release by/Buinyweno Deputy Qualified Person/: %
(Signature & Date)/(Mopnuce/garta) Macarena Gonzalez \l__ L) _,,,--f—"’(
Manufacturing Site/MpouasofcTeenHas nnowaska: Laboratorios Liconsa, S.A. T\ A J&
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

) LABORATORIOS LICONSA, S.A.
(&

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 AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOaYKT OMES3 kancynbl kMwe4yHopacTBopumMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82371 Nara npoussogctea 04.2024  Topen pno 03.2026
TEST/TECT REQUIREMENT / CNELIMU®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumece G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMwoban eguHUYHaA He 6onee 0,2 % <0,1 %
HengeHTUgUUUpPOBaHHasA NPUMECE
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKWUPOBKA B cooTtBetcTBUM ¢ HO. Conform / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbiwwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropa.
Approval date (dd.mm.yyyy)/aarta opobpeHus (0g.mm.rrrr): 01.05.2024 AN \ O / T, 3 ) Y
(Signature & Date) Quality Assurance/(TMognuce/gaTa) oGecneveHuskavecTaa:
Release by/BuinyweHo Deputy Qualified Person/: e
(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez . i
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafna/Spain

e
((3‘:)) LABORATORIOS LICONSA, S.A.

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwe4yHopacTsopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC82371 Oata npouseoactea 04.2024  Topen no 03.2026

TEST / TECT REQUIREMENT / CNELUW®UKALINA

RESULT / PE3YNILTAT

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conform / CooTBeTcTBYET**

anlMuHUeBol onbru

Mo 2 unu 20 6nucTepos Mo 5 Kancyn BMecTe
C MHCTPYKUMel Mo NPUMEHEHWIO B NaYKy
KapTOHHYH0.

Mo 5 unu 10 6nuctepos no 6 Kkancyn emecre
C UHCTPYKLUMer No NPUMEHEHUIO B NaYKy
KapTOHHYH.

Mo 1, 2, 4, 8 unu 14 6nucTtepoB no 7

Kancyn BMecTe ¢ MHCTPYKLMei no
NpUMEHEHUI0 B NaYKy KAPTOHHYIO.

Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnoMUHMEBLIR BnucTep.

Mo 1,2, 3,5, 6,9 unu 10 6nucrepor no

10 kancyn BMecTe ¢ UHCTPYKUUei no
NPMYMEHEHWH0 B NaYKy KAPTOHHYH.

Mo 1, 2, 3, 4 unu 7 6nucrepos no 14

Kancyn BMecTe C MHCTPYKLUUei no
NPUMEHEHMWI0 B Na4Ky KapTOHHYH.

Analysis performed according ND
Nnn-006953-180122

AHanua npoBefeH no HA:
1nn-006953-180122

~7
Approval date (dd.mm.yyyy)/nata ono6pexus (ag.mm.rrr): 01.05.2024 %\ Q2 OS24
(Signature & Date) Quality Assurance/(Mognuck/narta) obecnevyeHuskaHecTea: S
Release by/BuinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/aata) Macarena Gonzélez
Manufacturing Site/lpovasogcTeeHHas nnolagka: 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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayktT OMES3 kancynbl KuweyHopacTeopumblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82371 Dara npoussoactea 04.2024  ropex no 03.2026

TEST/TECT REQUIREMENT / CNELUW®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnrogeHus
**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 anoMUHYeBOW honbru.
Mo 5 6nucTepoR no 6 Kancyn BMecTe ¢ UHCTPYKUUEN No NpUMeHeHUI0 B Navky KapToHHYH.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 01.05.2024 ()?\ o2 O = ) L
(Signature & Date) Quality Assurance/(lNoanuce/aarta) obecneyeHuskavecTsa: ( )
Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez Fo—
Manufacturing Site/Mpou3aBoacTBeHHas nnolaaka: Laboratorios Liconsa, S.A. 02 Gg Z (7
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) LABORATORIOS LICONSA, S.A.
(\\a 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

Pa3pelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuwevyHopacTBopuMbie 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIINM-006953
CEPUSA : LC82371 Nata npoussoactea : 04/2024
BATCH MANUFACTURING DATE

Fopen po : 03/2026 Pasmep cepuu : 362.870 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoswwmm s nogTBepXaato, YTo faHHas uHgopMauus siBNAETCA A0CTOBEPHOW U TOYHON. [laHHas napTua NpoAayKTa
6bina NnpouzBeaeHa, BKIOYaA YNaKoBKY/MapKMpOBKY M KOHTPOINb KayecTBa, Ha YKa3aHHOM HUKe yyacTke (yyacTkax)
B NMOJIHOM COOTBETCTBUM ¢ TpebosaHuamu GMP mMecTHOro perynupytolero opraHa, cneyudurkaymsimMm B paspelueHum
Ha MapKeTUHT CTPaHLI-MMNopTepa U TEXHUYEeCKUMU COrMalleHUsIMU, KOTopkIe MOTYT BbITh 3aKMOYeHbl, unu gainnom
crieuMcpUKauUm NnpoaykTa ana UccnegyeMbix nekapcTBeHHLIX CpeacTE.

3anucu no 06paboTKe, yNakoBKe U aHANU3y NapTUM Bbinu NPoOBepeHsl U NPU3HaHLI COOTBETCTRYHWUMU TpeboBaHUAM
GMP.

MapTtus 6L1na npousseaeHa B Nlabopatopuoc lNukoxca SA., a TaM, rae NPYMeHUMO MUKpoBuonoruveckoe

nuccriefoBaHue,
oHo npoBoauTtcs B llabopaTtopuu 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
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.

oy s
T\/ L, 4 0L o5 -3-L|

Moanucek u gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19





