(’:\\) LABORATORIOS LICONSA, S.A.
(&J 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
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 kancynbl KuweyHopactBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83383 Nata npouseopctea 05.2024  Tropen go 04.2026
TEST / TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble XenaTUHOBbLIe Kancynbl pasMepa N°4, Conform / CooTBeTCcTBYET
C KpbILLEYKOW CUHEro LiBeTa U KOpNyCcoMm
Gernoro LBeTa, coaepxalyue cepuyeckue
rpaHysbl oT 6enoro Ao no4tu 6enoro ¢
KenToBaTbIM 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.
OOHOPOOHOCTb OO3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 5,8

AOMKHO 6bITh He Gonee 15,0 %.

3HaueHue AV, paccuntaHHoe ansa 30 Kancyn,

LOMMKHO 6bITh He 6onee 15,0 % v coaepxaHue

omMernpa3sorna HY B OQHOW Karcyre He JOIMKHO

BbIXOAUTb 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).
NOANUHHOCTD (B3XX) Bpems yaepuBaHuUs 0CHOBHOro Conform / CooTBeTCcTBYET
nuKa Ha XpomMaTorpaMme UCNbLITYyeMoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpeMeHU yAepXXUBaHUSi OCHOBHOTO NUKa
Ha XpoMaTorpaMmmMe cTaHAapTHOro pacteopa
(paspen «KonuuyecTBeHHOe onpefernieHuey).

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mm.rrrr): 29.06.2024

(Signature & Date) Quality Assurance/(lNognucb/aata) obecneyeHusikayecTsa:
Release by/Beinyweno Deputy Qualified Person/: _
(Signature & Date)/(Mopnuck/gaTta) Macarena Gonzalez /% &

H"("), 'lﬂ]% Z-Ll

v
= 24.c6 2Y
z
Manufacturing Site/lpoussoacTBeHHas nnouaaka: Laboratorios Liconsa, S.A. / A Page/ctp. 1/4



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®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83383 Oara npouseoactea 05.2024  Tropen no 04.2026

TEST / TECT REQUIREMENT / CNEUUA®UKALUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANIMHHOCTb 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 norrnouieHusi 0CHOBHOro Nuka, Conform / CooTBeTCcTBYET

CHATbIU NpU XpomaTtorpadupoBaHuu
MCMbITYeMOro pactBsopa, omKeH
CoOTBeTCTBOBaThb Y®P-crieKTpy nornoueHus
OCHOBHOFO NUKa, CHATOMY Npu
XpomaTorpadupoBaHUM CTaHAAPTHOrO
pactBopa (paszpen «KonuyecteeHHoe

onpepeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,2 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE ONPEAENEHUE 95,0 - 105,0 % oOT 3asiBNeHHOro coAepXaHus 99,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE ONPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mr/kan

MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro coaepxaHus 2%
C17H19N303S (omenpa3ona)

Yyepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BycepHas cTapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHOro 96 %
copepxaHnus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

not more than 1.0 %
He Gonee 1,0 %

<0,1 %

Approval date (dd.mm.yyyy)/nata ono6peHnus (aa.mm.rrrr): 29.06.2024

(Signature & Date) Quality Assurance/(Moanuck/aara) obecnevyeHusikadecrtsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aata) Macarena Gonzalez
Manufacturing Site/Mpou3ssofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A
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(’3\\) LABORATORIOS LICONSA, S.A.
\s Y/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH Emo 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
NMPOOYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83383 Data npouseoactea 05.2024  Togen no 04.2026
TEST / TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mob6as eguHUYHan He 6onee 0,2 % 0,1%

HeM,D,eHTM(bMLLMpOBaHHaﬂ npumechb

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He Gonee 2,0 % 0,2 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUU ¢ H]. Conform / CooTBeTcTBYeET
STORAGE Below 25 °C

XPAHEHUE Mpu Temneparype He Bblwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2ropa.

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mMm.rrrr): 29.06.2024
(Signature & Date) Quality Assurance/(Moanucek/aarta) obecneveHusikavecTsa:
Release by/Buinywero Deputy Qualified Person/:
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(’3\\) 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: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83383 Dara npouseoacrea 05.2024 Fopen no 04.2026

TEST/TECT REQUIREMENT / CNIELIU®PUKALIUA RESULT / PE3YINIbTAT

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 or10 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 6nucrep us Conform / CooTBeTcTBYET
anrMUHUEBOWN chonbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTpYKUUE No NPUMEHEHUIO B NayKy
KapTOHHYI0.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C UHCTPYKUUE No NPUMEHEHUIO B NayKy
KapTOHHY!0.
Mo 1, 2, 4, 8 unu 14 6nucrtepos no 7
Karncyn BMecTe C UHCTpYKUuel no
NPYMeHeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-MN3-NBOX/
AnoMUHUEBbIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 karncyn BMecTe C MHCTPYKLUUeN no
NPUMEeHEHUI0 B NayKy KapTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Karcyn BMecTe ¢ UHCTPYKUuel no
NPUYMeHeHUI0 B NayKy KapTOHHYIO.

Analysis performed according ND
J1M-006953-180122

Ananus npoeegeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrr): 29.06.2024 ‘
(Signature & Date) Quality Assurance/(lMognuck/aarta) obecneyeHusikayecTsa: M M2 290624
Release by/BrinyweHo Deputy Qualified Person/:
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(’\\) LABORATORIOS LICONSA, S.A.
(\\J/ 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

PaspelwieHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NMPOAOYKT : OME3 kancynbl KuweyHopacteopumble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC83383 Nata npouseoactea : 05/2024
BATCH MANUFACTURING DATE

lonex no : 04/2026 Paamep cepum : 365.616 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiwum s nogTBepxaalo, YTo AaHHas UHdopMaLus SABMSIETCS JOCTOBEPHON U TOYHON. [laHHas napTusi NpoAyKTa
6bINa npou3BefeHa, BKMIOYas yNakoBKY/MapKUPOBKY M KOHTPOIb KauecTBa, Ha yKa3aHHOM Huke yuyacTke (y4acTkax)
B NOMIHOM COOTBETCTBUMU ¢ TpeGoBaHusiMu GMP MecTHOro perynupyiollero opraHa, cneuvdmxkaumsmm B paspeLieHmm
Ha MapKeTUHF CTPaHbI-UMMOpTepa U TEXHUYECKUMU COrfalleHUsIMU, KOTOPbIe MOTYT ObITk 3aKMoUeHbl, Unu gaitnom
cneuudmkaumm npogykta ansa UccnepyeMbix nekapcTBEHHbIX CPeACTB.

3anucu no OﬁpaGOTKe, ynaKkoBKe U aHanuay naptuu ObIny NpoBepeHbl U NPU3HaHblI COOTBETCTBYHOLWUMU Tpe6oBaHUAM
GMP.

MapTus 66ina npousseneHa B Jlaboparopuoc IukoHca SA., a Tam, rae NPMMeHMMO MUKpoBUosnorudeckoe

uccrnenoBaHue,
oHo npoBeoauTtcs B llabopatopuu SueBapHe 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.

| Deputy Qualified Person

PerucrtpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



