;\\) LABORATORIOS LICONSA, S.A.
(- Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 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®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NMPOOYKT OME3 kancynbl kuwe4yHopacTtsopumble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79850 Dara npoussoactea 12.2023 Fopex oo 11.2025
TEST / TECT REQUIREMENT / CTIELUDUKALIUA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OINMUCAHUE TeepAable XenaTUHOBLIe Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbIleYKoil CUHero LBeTa U KOpnycoMm
6enoro useTa, cogepxalyuve cepuyeckue
rpaHynbl oT Genoro Ao noytu 6enoro ¢
WenToBaTLIM 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.
OOHOPOOHOCTbE O03UPOBAHUA (AV) 3HauyeHue AV, paccumTtanHoe gana 10 kancyn, 9,6

HOMmKHO 6bITh He 6onee 15,0 %.

3HaveHue AV, paccuuTanHoe gna 30 kancyn,

LOMKHO B6bITh He Gonee 15,0 % u conepxaHue

omMenpa3oria HU B OQHOU Kancyrne He JOIMKHO

BbIXoAuTh 3a npegenti 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).
NMOONUHHOCTL (B3XX) Bpema yaoepxvBaHUsi OCHOBHOIO Conforms / CooTBeTcTBYET
NuKa Ha XpoMaTorpaMme UchnbiTyeMmoro
pacTBEOpa ACMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUsi OCHOBHOTO NMUKa
Ha XpomaTorpamMmme cTaHAapTHOro pacTeopa
(pazpen «KonuyecTBeHHOE onpefeneHuey).
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Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 18.01.2024 - = }
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHuskaqvecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lMpou3asoacTeeHHas nnowaaka: Labaratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafnal/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
NPOOYKT OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79850 Oara npoussoacrtea 12.2023 Nopen no 11.2025

TEST / TECT REQUIREMENT / CNIELUUD®UKALIAA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUHHOCTb 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 nornolieHUs 0CHOBHOrO NUKa,
CHATBIW NpU XpomaTorpadgMpoBaHum
WUCMBITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBAThL Y®-cneKTpy nornoLjeHusa
OCHOBHOTO NMUKa, CHATOMY Npu
XpomartorpatupoBaHuM CTaHAAPTHOTO
pacteopa (pasgen «KonuyecteeHHoe
onpegeneHuen)

Conforms / CooTBeTCcTBYET

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3aABNEeHHOro cogepXaHus 100,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEQENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
OT1 19,0 mr/kancyna go 21,0 mr/kancyna

20,0 mgl/cap | M[/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUWE (KucnotHas cTagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He G6onee 10 % oT 3aABneHHOro cogepxaHusa 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BychepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoro 96 %
cogepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunat

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

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrir): 18.01.2024
(Signature & Date) Quality Assurance/(lMognuce/aata) obecnevyeHusKa4vecTea:
Release by/Beinywero Deputy Qualified Person/:

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

Manufacturing Site/[poussoacteeHHan nnowaaxa: Laboratorios Liconsa, S.A.
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r?\\) LABORATORIOS LICONSA, S.A.
( 0y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
st 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H EI i lo 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
nPoaykKT OMES kancynsl kuwe4yHopacTteopumMsie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79850 Oara npoussogctea 12.2023  Topen no 11.2025
TEST/ TECT REQUIREMENT / CNELADUKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eguHU4Han He Gonee 0,2 % <0,1%
HeuaeHTUULUpPOBaAHHAs NPUMECE
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTtcTBuUM ¢ HO. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHWE Mpu TemnepaTtype He Bbilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHoOCTH 2 ropa.

14 .0]. 24
Approval date (dd.mm.yyyy)/nata ogobpexus (og.mm.rrrr): 18.01.2024
(Signature & Date) Quality Assurance/(lMognucb/aaTa) obecnevyeHuaKavecTsa: ‘ “
Release by/Buinyweno Deputy Qualified Person/: A | :‘f
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez T ‘.i.\ i) W

Manufacturing Site/lpowarogcTeeHHan nnowanka: Laboratorios Liconsa, S.A. N
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ﬁ) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAIIU3A

PRoDUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4dHopacTeopumMbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79850 Data npouzsonctea 12.2023  Topen no 11.2025

TEST / TECT REQUIREMENT / CMELIU®PUKALIUA RESULT / PE3YNLTAT

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.

YINAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTBYET**
antoMUHUeBOoU onbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUMEH N0 NPUMEHEHUIO B NauKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C MHCTPYKUUEH No NpUMeHeHUIO B Ma4Ky
KapTOHHYHO.
Mo1, 2, 4,8 unu 14 6nucrepor no 7
Karncyn BMecTe C UHCTPYKLUel no
NMpYMeHEHMIO B NaYKy KapTOHHYI.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnoMUHUEBKIW BriucTep.
Mo 1, 2, 3, 5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe C MHCTPYKLUUWEN Nno
NPYMEHEHMIO B Na4Ky KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Karncyn BMecTe ¢ UHCTPpYKUuel no
NPYMEHEHMIO B NaYKy KapTOHHYIO.

Notes / HabngeHUnA
**& 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 Gonbri.

Approval date (dd.mm.yyyy)/aata onobpenus (og.mm.rrrr): 18.01.2024 .L{ Ol Z .

(Signature & Date) Quality Assurance/(loanvcb/narta) obecnedeHuskavecTsa: ¥ L

Release by/Buinyiexo Deputy Qualified Person/: (/ ' |-

(Signature & Date)/(MNoanuck/nata) Macarena Gonzélez H; IS )JA}J f'/ (-l 7

Manufacturing Site/lpouasogcteeHHasn nnowanka: Laboratorios Liconsa, S.A. i \-, Pagelctp. 4 /4



) LABORATORIOS LICONSA, S.A.
(k\__’/ 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

PaspeweHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumsble 20 mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC79850 Hata npouasoactea : 12/2023
BATCH MANUFACTURING DATE

Fopen no: 11/2025 Paamep cepum : 351.792 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroawum 51 noaTBepxAan, YTo AaHHaa uHgopMauuna ABNAeTCA AOCTOBEPHON U TOYHOW. [laHHaA napTua npogykra
6bina Npou3BeAeHa, BKMOYas YNaKoBKY/MapKUPOBKY U KOHTPOIb Ka4yecTEa, Ha YKa3aHHOM HUXe yyacTKe (y4yacTKax)
B MONTHOM COOTBEeTCTBUM ¢ TpeboraHMaMU GMP mecTHoro perynupyrollero oprasa, cneyudukayusamu B paspelueHum
Ha MapKeTUHr CTPaHbI-MMNopTepa U TEXHUYECKUMIK CornalleHUsIMU, KOTOpkle MOTYT BbITk 3aKn4eHsl, Unu dgainom
cneuudpukaumum npoaykra Ans UccnenyemMeix nekapcTBeHHbLIX CPeacTR.

3anucu no 06paGoTKe, yNaKoBKe U aHaNMU3y NapTuu 6bINY NpoBepeHkl U NPU3HaHbl COOTBETCTRYHLWUMU TPeGoRaHUAM
GMP.

MapTusa O6bina npousseneHa B llaboparopuoc JlukoHca SA., a Tam, rae NpUMeHUMO MUKpobUonoruyeckoe
uccnegoBaHue,
OHO npoBoauTcH B Jlabopatopun 34yeBapHe 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.

S

Pp (._1
Moanuck 1 gata/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

(Q O

PerucrpauunoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19
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