7 \\)) LABORATORIOS LICONSA, S.A.

V
r(\\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Ei i BQ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl kuwe4yHopacTtsopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85724 Oata npoussoactea 08.2024 Nopex oo 07.2026
TEST / TECT REQUIREMENT / CNELUU®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.
OMUCAHUE Teepable XenaTuHoBbIe Kancynbl paamepa N°4, Conform / CooTBeTcTBYET
C KpbILLEYKol CUHEro LiBeTa U Koprnycom
6enoro uBeTa, coaepxallue cdepuyeckme
rpaHyrnbl ot 6enoro Ao noytu 6enoro ¢
enTroBaTbIM OTTEHKOM L|BeTa.
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) 3HayeHue AV, paccuutanHoe ans 10 kancyn, 12,6

[OMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccyuTtaHHoe ans 30 kancyn,

LOMKHO 6bITh He 6onee 15,0 % ¥ cogepxaHue

oMenpasona HU B O4HOI Karncyrne He JAOMKHO

BbIXoAUTb 3a npegenb! 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).
NOANUHHOCTDb (B3XX) Bpems yaepxuBaH1Us OCHOBHOIO Conform / CooTBeTCcTBYET
nuka Ha XpoMaTorpammMe UCMbITyeMoro
pacTBOpa [OMKHO COOTBETCTBOBATb
BpeMeHU yaepXuUBaHMS OCHOBHOMO NuKa
Ha XpomaTtorpaMmMe CTaHAapTHOro pacteopa
(pasgen «KonuyecTBeHHOe onpeneneHuey).

Approval date (dd.mm.yyyy)/nata ono6penus (A4.MM.ITTT):

(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveHusikadecTpa:
Release by/BrinyweHo Deputy Qualified Person/: K
(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez w | . (

Manufacturing Site/lNponssogcTeeHHas nnolaaka: Laboratorios Liconsa, S.A. PA \; 24:07 L5 Pagelctp.1/5
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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®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl KMwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85724 Narta npouseoactea 08.2024  Topex no 07.2026

TEST/ TECT REQUIREMENT / CMELIU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MNOANUHHOCTb 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®-cneKkTp nornoieHUss OCHOBHOrO rNukKa,
CHATbIV NpU XpoMartorpadupoBaHuu

Conform / CooTBeTcTBYET

UCMbITYEMOro pacTBopa, AONKeH
COOTBETCTBOBaTb YP-cneKkTpy normoweHus
OCHOBHOFO MUKa, CHATOMY Npu
XpoMaTorpadpupoBaHUM CTaHAAPTHOTO

pacTtBopa (pa3pen «KonuyectseHHoe
onpeneneHue)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 2,2%

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE OMNPEAENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asBNEHHOro copepxaHusa 97,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEMNENEHUE
MF/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,4 mr/kan

OMEPRAZOLE ASSAY MG/CAPSULE
KONUYECTBEHHOE OMPEAENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna Conform / CooTBeTcTBYET

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBneHHOro cofaepxaHus 0%
C17H19N303S (omenpa3ona)

Yyepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asiBneHHOrO 95 %
copepxaHus C17H19N303S (omenpa3ona)

Yyepe3s 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE NMPUMECU

Approval date (dd.mm.yyyy)/aata ogobpeHus (04.MM.ITrr):

(/‘Z(\ 2\

(Signature & Date) Quality Assurance/(Moanuck/naTa) oBecrieveHusikavecTsa:

Release by/Boinyiiero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez T ('&

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

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafal/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 Kulle4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85724 Nara npouseoactea 08.2024 Fopen po 07.2026

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunat

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

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
IMPURITY

Mo6as eguHUYHanA
HeugaeHTU(ULMPOBaHHas NpUMech

not more than 0.2 %

He 6onee 0,2 % <0,1 %

TOTAL IMPURITIES
CymMmma npumecei

not more than 2.0 %
He 6onee 2,0 % <0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM c HA. Conform / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHoCTU 2 ropa.

Approval date (dd.mm.yyyy)/aata onobperus (AA.MM.ITIT): K( 26 = Z\~\

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusKadecTsa:

Release by/BbinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/gata) Macarena Gonzélez
Manufacturing Site/lMpoussoacreeHHas 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), Espafia/Spain

CH Emg 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
nPoayKT OMES3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC85724 Data npousesoactea 08.2024  Topen no 07.2026

TEST/TECT REQUIREMENT / CMELLIU®OUKALIUA RESULT / PE3YIIbTAT

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 / CooTBeTCcTBYET
antoMuHUeBoU conbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C VHCTPYKLUEl Mo NPUMeHEHUI0 B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C UHCTPYKLUUEN No NpUMeHeHUo B MayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Karcyn BMecTe C MHCTPYKLUEN no
NpPUMeHeHUIo B Na4vKy KapTOHHYIHO.
Mo 10 unu 14 kancyn B NMBX-N3-NBAX/
AnoMUHUeBbLIN GnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ UHCTPYKLUUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karcyn BMecTe C UHCTPYKLUei no
NPUMeHEHUI0 B NaYKy KapTOHHYIO.

Analysis performed according ND
1n-006953-180122

Ananus nposegeH no HA:
J1Nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (an.MM.Irrr): 3 2SN <

(Signature & Date) Quality Assurance/(loanucb/aaTa) obecneveHusikayecTsa: '

Release by/Brinywero Deputy Qualified Person/: (

(Signature & Date)/(lMoanuce/aaTta) Macarena Gonzélez N B 5

Manufacturing Site/lpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. P {\ I Y. 0" L l‘i Pagel/ctp. 4 /5



r"\\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH El E '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
nPOAYKT OMES3 kancynbl kuweyHopactBopumble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85724 Dara npousesoactea 08.2024  Topen oo 07.2026

TEST / TECT REQUIREMENT / CNELUU®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnogeHus
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 antoMUHUEBOM (hONnbIu.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLMEN Mo MPUMEHEHUIO B NaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogo6peHus (oa.MM.ITrT): .
(Signature & Date) Quality Assurance/(lNognuck/aata) obecneyeHusikayecTsa:
Release by/Bbinyiiero Deputy Qualified Person/: G

(Signature & Date)/(Moanuck/gata) Macarena Gonzalez e

Manufacturing Site/[TpoussoncteeHHas nnotyaaka: Laboratorios Liconsa, S.A.
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(«’\\) LABORATORIOS LICONSA, S.A.
(K\g Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuweyHopacTtBopuMble 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPU4A : LC85724 Data npoussogctea : 08/2024

BATCH MANUFACTURING DATE

Fogen no : 07/2026 Pasmep cepum : 189.792 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosium s noaTBepxAalo, YTo AaHHasi MHgopMaLuus siBRsieTcsl JOCTOBEPHOI U TOYHON. [laHHas napTus npoaykra
6bina npousBefeHa, BKNOYas ynakoBKY/MapKMpOBKY U KOHTPONb KayecTBa, Ha yka3aHHOM HUXe y4yacTke (yyacTkax)

B MOMTHOM COOTBETCTBUU ¢ TpeboBaHuAMM GMP mecTHOro perynupytoliero opraHa, cneuudgpukalmamMm B paspeLueHnm
Ha MapKeTUHr CTpaHbI-MMNopTepa U TEXHUYECKUMU COrnalleHUsIMU, KOTOpble MOTYT ObIThb 3aKMio4YeHbl, Unu annom
cneuudukayum npogykra ans UccnenyeMbix nekapcTBEHHbLIX CPEACTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTum GbINu NpoBepeHbl U NPU3HaHbl COOTBETCTBYIOWUMY TPe6oBaHUAM
GMP.

MapTus 6b1na npousseneHa B llaopatopuoc JlukoHca SA,, a TaM, rge NPUMeHUMO MUKpoouornoruyeckoe
uccreaoBaHue,
OHoO npoBoauTcs B JllabopaTopun dueBapHe 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.

Moanuck u gata / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

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



