) LABORATORIOS LICONSA, S.A.
(2

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

CH 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
nrPoaykT OMES3 kancynbl KuwevyHopacTBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83916 Oara npoussopnctea 06.2024  ropen no 05.2026
TEST / TECT REQUIREMENT / CNELIM®UKALIAA 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 }enaTUHOBLIE Kancynbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KpbIWEYKOoN CUHEro LBeTa U Kopnycom
Genoro LBeTa, cofepxalluve cpepudeckue
rpaHynel oT 6enoro fo nouTtu 6enoro ¢
XenToBaTkIM 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) 3HaueHue AV, paccuutanHoe AnA 10 kancyn, 8,6

AOMKHO BbITh He Bonee 15,0 %.

3Ha4yeHue AV, paccuyuTtanHoe ans 30 kancyn,

[OMKHO BbITh He Bonee 15,0 % 1 cogepkaHue

omenpa3sorna H4 B OAHOI Kancyrne He AOMKHO

BbIXOAUTHL 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).
NOANUHHOCTDL (B3XX) Bpems yaepxuBaHUA OCHOBHOTO Conforms / CooTBeTCTBYET
nuKa Ha XpomaTtorpamme UcnbITyemoro
pacTBOpa fONXHO COOTBETCTBOBATh
BpeMeHU yaepX1MBaHWA OCHOBHOIO NuKa
Ha XpomaTtorpamMme cTaHpgapTHOro pacreopa
(paspen «KonuyecTBeHHOe onpegeneHues).

Approval date (dd.mm.yyyy)/nara ogobpenus (ag.mm.rrrr). 04.07.2024
(Signature & Date) Quality Assurance/([Moanucb/aaTa) obecneveHuakadecTsa: oz ) Sr' ~ ) / L
¢ 2 E7 g .Cr.
Release by/Brinywedo Deputy Qualified Person/: /f/f’ //
(Signature & Date)/(IMoanuce/aaTta) Macarena Gonzalez __:f"' 5
Manufacturing Site/lMpou3ssoacTeenHan nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5




f-‘\) LABORATORIOS LICONSA, S.A.
\ _,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl KuwevyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC83916 Dara npouseoncrea 06.2024  ropen no 05.2026

TEST [ TECT REQUIREMENT / CNELUW®PUKALIAA RESULT / PE3VIILTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANUHHOCTL B3XX (DAD getektop) Y®-cneKTp nornoljeHus 0CHOBHOIoO NuKa, Conforms / CooTBeTcTBYET
CHATBLIA NpuY XpomarorpadupoBaHumn
WUCMBITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBaTh YP-cnekTpy nornoueHus
OCHOBHOFO MWKa, CHATOMY Npu
XpomarorpapupoBaHuM cTaHBaPTHOTO
pacteopa (pazgen «KonuyecTeeHHoe

onpegeneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3aABNEHHOro copepxaHun 99,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mglcap /| MF/KATCYIA
MF/KAMNCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHasa cragusn) He 6onee 10 % oT 3asiBneHHOro cofepxaHus 0%
C17H19N303S (omenpazona)
Yepez 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BythepHas cragus) He meHee 80 % (Q) oT 3anBneHHoro 96 %
copepxaHua C17H19N303S (omenpasona)
yepes 30 MuH.
RELATED SUBSTANCES

POACTBEHHLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona KapéoKkcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 04.07.2024 ’
(Signature & Date) Quality Assurance/(lMognuce/aarta) obecnedeHusKavecTea:
Release by/Brinywero Deputy Qualified Person/:

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

Manufacturing Site/lpouasogcTeennas nnowapaka: 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), Espafia/Spain

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 KMwe4yHopacTBOpuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83916 Dara npouseonctea 06.2024  Topen no 05.2026
TEST / TECT REQUIREMENT / CMELUW®PUKALIUAA RESULT / PE3VIILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He Gonee 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
Moban eguHMYHan He Gonee 0,2 % <0,1 %
HeuaeHTUULMPOBaHHasA NPUMeECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1%

LABELING According to ND
MAPKUPOBKA B coorBeTcTBUM ¢ HL. Conforms /| CooTBeTCcTRYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rOQHOCTH 2 ropa.
(‘,"/'i/" (l ) ) { v
Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 04.07,2024 )/, |

(Signature & Date) Quality Assurance/(Moanuck/aarta) obecnevyeHuskavecTsa:

Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuce/para) Macarena Gonzalez

<=

Manufacturing Site/[poussoacTeeHHas nnowaaka: Labaratorios Liconsa, S.A. 2 [
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’:\\) LABORATORIOS LICONSA, S.A.
r’( i

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

C H Emo 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 OMES kancynbl KuWeYHopacTBOpUMbIe 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA L.C83916 Oara npouasogctea 06.2024 Fopen no 05.2026

TEST / TECT REQUIREMENT / CMELIM®UKALIUA RESULT / PE3YNbTAT

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 6nucrep U3 Conforms / CooTBeTcTBYeT**

antMUHUEBON honbru

Mo 2 unu 20 6nucTtepoB no 5 kancyn BMecTe
C MHCTPYKUUENR Mo NpMMeHeHUI0 B Mayky
KapTOHHYO.

Mo 5 unu 10 6nuctepor no 6 Kancyn Bmecte
€ UHCTPYKLUMelH No NPUMEHEHUI0 B MaYky
KapTOHHYIO.

Mo 1, 2, 4, 8 unu 14 6Bnucrepor no 7

Kancyn BMecTe C UHCTPYKLUUei no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMuHUeBLIi GnucTep.

Mo1,2,3,5,6,9 unu 10 6nuctepoB no

10 kancyn BMecTe ¢ MHCTPYKLMei No
NPUMEHEHUI0 B Na4Ky KAPTOHHYHD.

Mo 1,2, 3,4 unu 7 6nucrepos no 14

Karcyn BMecTe ¢ UHCTPYKLUei no
NpUMeHeHUo B NaYKy KapTOHHYIO,

Analysis performed according ND
Nnn-006953-180122

Aunanus npoeeneH no HO:
1nn-006953-180122

Approval date (dd.mm.yyyy)/aarta oflobpeHus (aa.mm.rrr): 04.07.2024 o
(Signature & Date) Quality Assurance/(Mognuce/aarta) oBecneveHusikavecTaa;
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Monnucs/nara) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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) 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 AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KMwWeYyHopacTBopUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC83916 Data nponseopgctea 06.2024  Topen no 05.2026

TEST /| TECT REQUIREMENT / CTTELUDPUKALIUA RESULT / PESYNILTAT

Notes [ HabnoaeHUA
**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 6nvcTep U3 antOMUHUEBOW (DONBTH.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ UHCTPYKLMEN MO NPUMEHEHUIO B MaYKy KapToHHYIO,

“/j‘ ..4\'7__':}.’ ‘\7 U,
Approval date (dd.mm.yyyy)/nata ogobpenus (oo.mm.rrrr); 04.07.2024 S/ / UOA 5 ]
(Signature & Date) Quality Assurance/(Mognuck/naTa) obecneyeHuskadecTsa:
Release by/Brinyweno Deputy Qualified Person/: ”
(Signature & Date)/(Moanuck/garta) Macarena Gonzalez /Z /
Manufacturing Site/MpoussoncTeeHHan nnowanka: Laboratorios Liconsa, S.A. - :

Z ’;/;,,nﬁ’\(./} 24
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(’;‘\) LABORATORIOS LICONSA, S.A.
(\\‘J) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH E‘ I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelweHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl kMiwe4yHopacTBOpUMbIe 20 Mr

PRODUCT

Koo : 231903 Market : Russia

CODE ' Homep MA / MA NUMBER : J1M-006953
CEPUSA : LC83916 Nata npouaeopactea : 06/2024
BATCH MANUFACTURING DATE

lNogen no : 05/2026 Paamep cepuu : 369.120 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactoswum s noaTBepXAal0, Y4TO AaHHan MHOpMaLVA ABNAETCA AOCTOREPHONW U TOYHOI. [laHHas napTus npoaykra
6bina nponsBeieHa, BKNOYan ynakoBKy/MapKUPOBKY M KOHTPONL KauecTRa, Ha YKa3aHHOM Hibke ydacTke (yyacTkax)

B MOMIHOM COOTBETCTBUM ¢ TpeGoBaHuAMKU GMP MecTHOro perynupyiollero opraHa, cneumdukaLMsiMu B paspeLueHmnm
Ha MapKeTUHI CTpaHbI-MMMNopTepa U TEXHUYECKUMY COrMnalleHUsIMU, KOTOPhIE MOFYT BbITh 3aKNtoUeHbl, UMK daiinom
cneuudukayumn npoaykTa ans WccnegyeMuix nekapcTeeHHLIX CPeacTB.

3anucu no obpaboTke, ynakoBKe U aHanu3y NapTuu 6bIiNy NpoBepeHk! U NPU3HaHbI COOTBETCTBYHOWUMK TpeboBaHMAM
GMP.

MNapTua 6Lna npousBeaeHa B JlabopaTtopuoc Nukoxca SA., a Tam, rae npyMeHUMO MUKpobBronoruieckoe
uccnepoBaHue,
OHo npoBoAauTcs B JllabopaTtopuu JuesapHe 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 baich has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

///z//'//"’1'::/)d-. cl.2Y

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

PeructpauuvoHHoe yaocrosepeHue / Manufacturing Authorization: 3414E
Homep INMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



