(’:'\) LABORATORIOS LICONSA, S.A.
(&4

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
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykKt OME3 kancynbl KuweyHopacTteopumMbie 20 mr

CODE
Kkoa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82075 Oata npoussopctea 03.2024 Nopex no 02.2026
TEST/ TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YNIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMWUCAHUE Teepable }enaTUHOBLIE Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET
C KPLILLEYKOW CUHEro LiIBeTa U KOpNycom
6enoro uBeTa, coAepxalyue cepuydeckue
rpaHyrnei ot 6enoro Ao nNo4Ty Genoro ¢
HenToBaTkIM OTTEHKOM LIEeTa.
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.
OHOPOOHOCTb OO3UPOBAHUA (AV) 3Ha4eHue AV, paccuyuTaHHoe ana 10 kancyn, 9.7

BOMKHO BbITh He Gonee 15,0 %.

3Ha4yeHue AV, paccumTaHHoe ana 30 kancyn,

HOOMKHO B6bITh He Gonee 15,0 % u copepxanue

oMenpasona HU B D,ElHOI:I Kancyne He QOoMmKHOo

BLIX0AMTL 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).
NOANUHHOCTL (B3XX) Bpems yaepXuWBaHUs OCHOBHOro Conforms / CooTBeTCTRYET
nvKa Ha XxpomMaTtorpaMme UcrbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yAepHUBaHMA OCHOBHOrO NuKa
Ha XxpomaTorpamme CTaHOapTHOro pacTeBopa
(pasgen «Konu4ecTBeHHOE onpegeneHues).

Approval date (dd.mm. /nata onobperus (oa.mm.rrrr): 25.04.2024 CQ.—
pproval date ( yyyy)lnata onoGpenus (aa ) . o U1 Y

(Signature & Date) Quality Assurance/(lMoanuck/nata) obecnevyeHuskavecTsa:
Release by/Brinywero Deputy Qualified Person/:

g4 ’/‘—" A~ i 7
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez // 28509 LY
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Manufacturing Site/lpouasoacTeeHHas nnoulaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 kancynbl kuwe4yHopacTtBopumsie 20 Mr

CODE

Koa 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82075 Data npouseoactea 03.2024  Topen no 02.2026

TEST /| TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

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).

NOANMMHHOCTbL B3XXX (DAD peTtextop)

Y®-cnekTp NornouieHWs oCHOBHOro NnukKa,

Conforms / CooTBeTCTBYET

CHSITbIWA NpU XpoMmaTtorpaupoBaHuu
UCTbITYEMOTro pacTBOpa, ACMKeH
COOTBETCTBOBaTL Y®-cneKTpy nornoweHus
OCHOBHOIO NUKA, CHATOMY Npu
XpomaTtorpagrpoBaHin CTaHAAPTHOTO
pacreopa (pazgen «KonuyecTBeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,9%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cogepXaHun 100,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMPERENEHUE
MF/KAMCYNA

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

20,2 mg/cap / M[/KAMCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

PACTBOPEHMUE (KucnotHas cragus) He 6onee 10 % oT 3aABNeHHOro cogepXaHus 0%
C17H19N303S (omenpasona)
yepe3 120 MuH

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

PACTBOPEHMUE (BydtepHasn cragun) He mexee 80 % (Q) oT 3asBneHHoOro 100 %
copepxanua C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES

POOACTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3zona kap6okcunat He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nara opo6petus (na.mm.rrr): 25.04.2024
(Signature & Date) Quality Assurance/(Moanueb/nara) obecneveHusikaqecTea:
Release by/BuinyweHo Deputy Qualified Person/:

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

Manufacturing Site/Mpou3ssoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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F\\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espana/Spain

C H Emo 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
nPOOYKT OMES3 kancynbl Kuwe4HopacTBopumMsbie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82075 Nata npouseogctea 03.2024  Togen no 02.2026
TEST/ TECT REQUIREMENT / CNELW®UKALIAA RESULT / PE3YINbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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 not more than 0.2 %
IMPURITY
Nban eguHuyHan He Gonee 0,2 % <0,1 %

HeuaeHTUdULMPOBaHHaA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTBetcTBuMM ¢ HO. Conforms | CooTeeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 25.04.2024 CQ‘

(Signature & Date) Quality Assurance/(lNoagnuce/aara) obecnevyeHuaKkayecTsa: AN ?—\‘{\
Release by/BbinyueHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzélez /’}’%/ 2.5CH 2y
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,f:\) LABORATORIOS LICONSA, S.A.
(&

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

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

CERTIFICATE OF ANALYSIS
CEPTU®GUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl knwevyHopacteopumsie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC82075 Hata npoussonctea 03.2024 Topen no 02.2026

TEST/ TECT REQUIREMENT / CNELIUDUKALINA RESULT / PE3YIILTAT

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 6nuctep U3 Conforms / CootBeTcTBYeT**
anMuHWeBOH donbrn
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKLUUel Mo NpUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
€ MHCTPYKLUEN No NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 1, 2,4, 8 unu 14 6nucTepor no 7
Kancyn BMecTe C UHCTpYKL el no
npUMeHeHUI B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn s NBX-N3-NBOX/
AnoMUHWeBLIA GnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepos no
10 Kancyn BMecTe ¢ MHCTPYKUUWEN no
NPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKLUUen no
NPUMEHEHUIO B NaYKy KAPTOHHYH.

Analysis performed according ND
nn-006953-180122

AxHanua nposegeH no HA:
JMN-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpexus (og.mMm.rrrr): 25.04.2024 ——
(Signature & Date) Quality Assurance/(Moanuck/nata) obecnedeHuskadecTsa: @ANaYP]
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez /ﬂ% 27CH 2
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(ﬂ) LABORATORIOS LICONSA, S.A.
(&

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

CH E[T]O 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
nrPoavkT OMES kancynbl KuweyHopacTBopumMbie 20 Mr

CODE

Kop 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82075 Dara npouseogctea 03.2024 Fonen no 02.2026

TEST/ TECT REQUIREMENT / CNELUHN®UKALA RESULT / PE3YNILTAT

Notes / HaGnrogeHUsn
**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 anOMUHUEBON onbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUUWe No NpUMeHeHU0 B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/gata onobpeHus (oo.mm.rrrr): 25.04.2024 CQ'

(Signature & Date) Quality Assurance/([Noanucs/garta) obecneyeHuskaqecTsa: Tk Z—R:t}'{l‘"\
Release by/BeinyweHno Deputy Qualified Person/:

(Signature & Date)/(lMoanuce/nata) Macarena Gonzalez /?/1’/ 7 JGY Z Y
Manufacturing Site/[povasogcTeenHas nnowanxa: Laboratorios Liconsa, S.A. =
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,5-\\) LABORATORIOS LICONSA, S.A.

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

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumMbie 20 mr

PRODUCT

Koq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : IMN-006953
CEPUA : LC82075 Nara npouseonctra : 03/2024
BATCH MANUFACTURING DATE

Fopen po : 02/2026 Pasmep cepum : 351.792 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilwmm s noaTBepXOato, Y4To AaHHas MHOopMaLUA ABMAETCA AOCTOBEPHOM U TOYHOK. [laHHaA napTus nNpoaykTa
6bina npousBefeHa, BKNOYas ynakoBKY/MapKUPOBKY M KOHTPONb Ka4yecTBa, Ha YKa3aHHOM HUXe y4yacTke (y4yacTkax)
B NOJNIHOM COOTBETCTBUU C TpeGoraHuaMu GMP MecTHOro perynupyrollero opraHa, cneyupukalyamMm B paspelueHum
Ha MapKeTUHI CTPaHbI-UMMOPTEPa U TEXHUYECKUMU COrNalleHUsIMU, KOTOPLIE MOTYT BbITk 3aKnioueHbl, UNu daiinom
cneyuduKkauumn npoaykra ans MccnenyeMbix neKkapcTBeHHbIX CpeacTR.

3anucu no o6paboTKe, yNaKoBKe W aHANWU3Y NapTuM 6bINU NPoBepeHbl U NPU3HaHLI COOTBETCTBYHOLMMU TpeGoBaHUAM
GMP.

MapTtus 6bina npouzBeaeHa B [la6opaTtopuoc NlukoHca SA., a TaMm, rae NPMMeHUMO MUKpobuonoruyeckoe
uccnefoBaHue,
oHo npoBoauTcs B JlabopaTtopuu 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 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.

/%K/,/j/-'c? YCAlY
_Z’

Mopnuck u pgata / Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PervcTpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/M9



