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CHEMO

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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTBopumMblie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81031 Data npouseoactea 02.2024  Topen no 01.2026
TEST / TECT REQUIREMENT / CMELUN®UKALIUA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHWUE Teepable XenaTUHOBLIE Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET

C KpbILLEYKoi CUHEro LBeTa U Kopnycom
Genoro UBeTa, cofiepXaliue chepudeckue
rpaHynsi ot 6enoro Ao noyTy 6enoro ¢

HenTtoBaTbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OHOPOLHOCTb [O3UPOBAHWS (AV)

3HaueHue AV, paccuutaHHoe ana 10 kancyn,

8,2

LOMKHO BbITk He Gonee 15,0 %.
3HavyeHue AV, paccuuTaHHoe ana 30 kancyn,
LomKHo BkITk He 6onee 15,0 % u cogepxaHue

OomMenpasona HU B OJJ,HOI“‘I Kancyrne He AQOMKHO

BbIXOAWTL 3a npegenst 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).

MOANMUHHOCTh (B3XX)

BpeMs yaepXUBaHUs OCHOBHOTO

Conforms / CooTBeTcTBYET

nWKa Ha XpomMmaTtorpaMmMe UCNkITYyeMoro

pacTBopa AOMKHO COOTBETCTBORATL

BpeMeHU yaepKuBaHUsi OCHOBHOFO NUKa

Ha XpoMmaTtorpaMme CTaHAAapTHOro pacTeopa

(pazpen «KonuuecTBeHHOe onpegeneHuey).

/,8} 7 00524

Approval date (dd.mm.yyyy)/nata ono6peHus (oa.mm.rrrr): 07.03.2024
(Signature & Date) Quality Assurance/(loanuck/aaTta) obecneyeHuskayecrea:
Release by/BeinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez

Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CHEMO

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl KuwevyHopacTtBopumMbie 20 Mr

CODE
Kkon 231903

BATCH
CEPUA LC81031

Manufacturing Date: Expire Date:
Dara npouzeopgctea 02.2024  ropen no 01.2026

TEST / TECT

REQUIREMENT / CMTELUA®UKALIUA RESULT / PE3YINLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMMHHOCTE 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 nornolleHWA OCHOBHOro nNukKa, Conforms / CooTBeTCcTBYET
CHATHLIW NpU XpoMaTtorpadupoBaHuu
ucnbITyemMoro pacreopa, OonxeH
COOTBETCTBOBATL qu-CﬂEKpr nornowjeHus
OCHOBHOTO NUWKa, CHATOMY NpH
XpoMaTorpagMpoBaHun CTaHOapTHOTro
pactBopa (pazgen «KonuyecteeHHoe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % o7 3aABNeHHOro coaepxaHus 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap | MI/KATNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro cogepxaHus 0%
C17H19N303S (omenpazona)

yepes 120 muH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (Bydeprnan cragun)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3assneHHoro 95 %
cogepxanua C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3ona kapGokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpenus (og.mm.rrrr); 07.03.2024

(Signature & Date) Quality Assurance/(lNoanuck/aata) obecneveHusika4ecTsa: l :'I;

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Page/ctp. 2/5




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

,:\\) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl Kuwe4yHopacTteopuMbie 20 mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81031 DOara npouseogctea 02.2024 Fopex no 01.2026
TEST / TECT REQUIREMENT / CINIELJU®UKALIUA RESULT / PE3VYIILTAT
IMPURITY F not more than 0.2 %
Mpumecst F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumect G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Niobas eguHUYHaR He 6onee 0,2 % <0,1%

HeuaeHTU(ULMPOBAHHAA NPUMECE

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooreetcTBuu ¢ HO. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrr): 07.03.2024 W ” Q
(Signature & Date) Quality Assurance/(lMoanucs/gaTa) OGECITEHEHMHKENECTEIa 1 _;
Release by/Beinyweno Deputy Qualified Person/: \_\ N dﬂj’j ;
(Signature & Date)/(lMoanucs/nara) Macarena Gonzalez h ’
Manufacturing Site/lNpouasoacTeeHHan nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 3 /5



(ﬂ) LABORATORIOS LICONSA, S.A.
\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 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
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl Kuwe4yHopacTtBopumble 20 mr

CODE
Kopn 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC81031 Nara npouseoactea 02.2024 Fopen oo 01.2026

TEST / TECT REQUIREMENT / CNELUN®UKALIAA RESULT / PE3YINbTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3 Conforms / CooTtBeTcTBYET**
anoMUHUeBol donkru
Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe
€ UHCTPYKUUEl Mo NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C UHCTPYKUUEN MO NPUMEHEHUIO B NMayky
KapTOHHYHO.
Mo 1,2, 4,8 unu 14 nuctepos no 7
Kancyn BMecTe C MHCTPYKUuen no
NMPUYMEHEHUI0 B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHMEBLIA GnucTep.
Mo 1,2, 3,5, 6,9 unun 10 6nuctepos no
10 kancyn BMecTe ¢ UHCTPYKUUel no
npYMeHeHUIo B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nucTtepos no 14
Kancyn BMecTe ¢ MHCTPYKUUeln no
npPUMEHeHUI0 B NaYKy KapTOHHYIO.

Analysis performed according ND
1n-006953-180122

Ananu3s npoeeneH no HA:
In-006953-180122

£ Y03()
Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 07.03.2024 / (e
(Signature & Date) Quality Assurance/(Mognucs/aaTa) o6ecredeHuAKauecTsa: [
Release by/Beinywe+o Deputy Qualified Person/: )0 '\ Vi 4]
(Signature & Date)/(Monnuce/nata) Macarena Gonzélez ‘ ! i
Manufacturing Site/lpoussofcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 4 /5



f’;‘\\) LABORATORIOS LICONSA, S.A.
(\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espaial/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOoOYKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81031 DOara npoussoancrea 02.2024 lopen no 01.2026

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YNILTAT

Notes / HaGnogeHus
**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 6n1cTep U3 antoMUHUeBOW dronkru.
Mo 5 6nucrepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUEH No NpUMeHeHUK B NaYKy KApTOHHYHO.

(Signature & Date) Quality Assurance/(lognuck/aata) obecneveHunkadecTea: r / !
¢ f U_L&Q& % !
‘ - li

I'U/a'(“’}
Approval date (dd.mm.yyyy)/narta ogobpexus (ag.mm.rrrr): 07.03.2024 / ("J s

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(lMoanuck/agaTa) Macarena Gonzalez
Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



f\\) LABORATORIOS LICONSA, S.A.

\_\‘—‘Jf’ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaina/Spain

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

Pa3pelleHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

nMPoayKT : OME3 kancynbl KulueyHopacTBopuMbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1I1-006953
CEPUSA : LC81031 Harta npouseopctea : 02/2024
BATCH MANUFACTURING DATE

Nopen oo : 01/2026 Paamep cepum : 190.656 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwium 8 nogreepAaalo, YTo AaHHas UHdopmMalua sBNAETCA JOCTOBEPHOM U TOYHONM. [laHHaA NnapTuA NpoayKTa
6k1na NpousBefeHa, BKNOYas YNaKkoBKY/MapKMPOBKY U KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HUXe y4yacTKe (yvacTkax)

B MOINTHOM COOTBETCTBUM ¢ TpeboBaHusiMM GMP MecTHOro perynupytollero opraia, cneuugukalsMu B pa3peLueHum
Ha MapKeTUHI CTPaHbI-UMMOpPTEPa U TEXHUYECKUMU CornalleHUAMMU, KOTOpble MOTYT GbiTk 3aKNHOYeHbl, UNu haknom

cneuudukauumr npoaykTa ana UccnegyeMbiX NeKapcTBeHHbLIX CPeACcTB.

3anucu no obpaboTKe, yNakoBKe U aHanu3y napTuu 6bINU NpPoBepeHb! U NPYU3HaHbLI COOTBETCTBYHOLUUMUY TREGOBAHUAM
GMP.

MapTtua obina npousBeneHa B llabopatopuoc lNukoHca SA., a Tam, rge NPUMEHUMO MUKpOoBUonorMyecKkoe
uccnegosaHue,
OoHo npoBoautcA B llabopaTtopuu JueBapHe 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 Authaority, 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.

74
P4 ‘[MJ( 0 05

Moanuck u para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



