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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl Kuwe4yHopacTtBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79156 Oara npouseogctea 11.2023  Togen no 10.2025
TEST /| TECT REQUIREMENT / CNELUW®UKALIAA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble XenaTUHOBLIe Kancynkl paamepa N°4, Conforms / CooTBeTcTBYET

C KpbllWeYKoi cuHero UBeTa U Koprnycom
Genoro uBeTa, cofepxalue chepudeckue
rpaHynbl oT 6enoro go noutu 6enoro ¢
enToBaTbIM OTTEHKOM LIBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OHOPOOHOCTb IO3UPOBAHUA (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.

3Ha4eHue AV, paccuyuTaHHoe ana 10 kancyn, 8,3
DOMKHO BLITL He Gonee 15,0 %.

3HayeHue AV, paccuyuTtaHHoe anga 30 kancyn,
[OMKHO BLITL He Bonee 15,0 % v cogepxaHue
omMenpa3sona HY B O[HOM Kancyne He JOMKHO
BbIXOAWTL 3a npegenst 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANWHHOCTDb (B3XX)

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).

Bpems yoepx1MBaHUA OCHOBHOro Conforms / CooTBeTCTBYET
NYKa Ha XpoMmaTorpaMMe UCnbITyeMoro
pacTBopa JOMKHO COOTBETCTRORATh
BpeMeHU yAepXUBaHUA OCHOBHOTO NUKa

Ha Xpomarorpamme cTaHgapTHOro pacteopa
(paznen «KonuvecTeeHHOe onpegeneHue»).
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Approval date (dd.mm.yyyy)/gata ogobpenus (ag.mm.rrrr): 18.12.2023
(Signature & Date) Quality Assurance/([Mognuck/gaTta) obecnedveHusKavecTea:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognucs/aata) Macarena Gonzalez r /f\ (A«U'LL, [ [ S [ Vsadk ¢ 3
Manufacturing Site/[MpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. =
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}"\\) LABORATORIOS LICONSA, S.A.
_,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEmO 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 kMwevyHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79156 Data npoussoactea 11.2023  Togen go 10.2025

TEST / TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YNLTAT
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).

NMOANMUHHOCTL B3XX (DAD petekrop) Y®-cneKkTp NornoleHus OCHOBHOrO MNUKa, Conforms / CooTBeTcTBYET
CHATbLIN Npu XpomaTtorpadupoBaHum
MCMbITYEMOro pacTBopa, [AOMKeH
COOTBETCTEBOBATL Y®-cnekTpy nornoweHus
OCHOBHOrO NUKa, CHATOMY Mpu
XpomatorpathupoBaHuM cTaH@apTHoOro
pacteopa (paszgen «KonuyecteeHHoe
onpeneneHues)

WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,0 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE OMNPEQENEHUE 95,0 - 105,0 % oT 3aABNEeHHOro cogepXaHus 102,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMWYECTBEHHOE ONMPEQENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,5 mg/cap [ MT/KATCYNA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHasa cTtapgus) He 6onee 10 % oT 3aaBneHHOro cofepxaHus 0%

C17H19N303S (omenpasona)
yepes 120 MUH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHME (BychepHasn ctagus) He meHee 80 % (Q) or 3asBneHHOro 98 %

copepxanus C17H19N303S (omenpasona)
yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHBLIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata opoBpeHus (oa.mm.rrrr): 18.12.2023 ﬁs

(Signature & Date) Quality Assurance/(Moanuce/nata) oBecnedeHuskayecTaa: U
Release by/Bruinywexo Deputy Qualified Person/: d
(Signature & Date)/(Moanuce/aata) Macarena Gonzélez F A ‘\(j.-: 1N p— i E |
Manufacturing Site/lpov3sBoacTeeHHas nnowapka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaina/Spain

CH Em O 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
nPoayYKT OME3 kancynbl kuweyHopacTtesopumble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79156 Oata npouzeopnctea 11.2023 Fopen no 10.2025
TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YIILTAT
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMoban eguHUYHAA He Gonee 0,2 % <0,1 %

HeMOEeHTU(PUUMPOBaHHasA NPUMeCh

TOTAL IMPURITIES not more than 2.0 %
CymMa npumecei He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKWUPOBKA B coorteetcTBumM ¢ HA. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TemMnepaType He Bblile 25 °C.
SHELF-LIFE 2 years
CPOKToOoHOCTH 2 roga.
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Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 18.12.2023 —d GQ i) -2)

(Signature & Date) Quality Assurance/(Moanuce/garta) obecneveHusikayecrsa: .

Release by/Buinywero Deputy Qualified Person/: /‘ )

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez f / ‘}A ﬂ{(\f» 1£
3 ARV 3

Manufacturing Site/lMpouasoacTeerHas nnowapaxa: Laboratorios Liconsa, S.A. Pagelctp. 3/5



@

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaial/Spain
Phone: +34 949 34 97 00

CHEMO

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAvKT OMES3 kancynbl kuwe4yHopacTteBopumblie 20 Mr

CODE
Kon 231903

BATCH
CEPUA

Manufacturing Date:
Hata npousBogcTBa

LC79156 11.2023

Expire Date:
lopen no 10.2025

TEST / TECT REQUIREMENT / CNELIU®PUKALINA

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.

Mo 5, 6 unu 7 kancyn B 6nucTep U3
anloMuHWeBol donbri

Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
C MHCTPYKUUEl No NPUMEHEHUIO B NaYKy
KapTOHHYHO.

Mo 5 unu 10 6nucrepos no 6 kKancyn BMecTe
C UHCTPYKUUE MO NPUMEHEHUIO B NaYKy
KapTOHHYHO.

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

YMAKOEBKA

Kancyn BMecTe C MHCTPYKUUen no
npUMeHeHUH B NaYKy KapTOHHYH.

Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AMoMUHUEBLIN BriucTep.

Mo 1,2, 3, 5,6, 9 unu 10 6nuctepoB no
10 kancyn BMecTe C UHCTPYKUMEN No
NPUMEHEHUIO B NAYKy KAPTOHHYHD,

Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKLUeN no
NPUMEHEHUIO B NaYKy KAPTOHHYHO.

Conforms / CooTBeTcTBYyeT **

Analysis performed according ND
In-006953-180122

Ananu3a npoeegeH no HL:
In-006953-180122

S . . |
Approval date (dd.mm.yyyy)/naTa ono6penus (oa.mm.rrrr): 18.12.2023 ‘T‘Q‘E\ | BE
(Signature & Date) Quality Assurance/([lognuck/gaTa) obGecnevyeHusaKavecTsa:
Release by/BeinyweHo Deputy Qualified Person/: {:’L r'\|
(Signature & Date)/(lMognuce/aara) Macarena Gonzélez ¢
Manufacturing Site/lMpou3ssoncTeeHHasn nnoujaaka: Laboratorios Liconsa, S.A. (
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

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

;‘\) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kMweyHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79156 Dara npouseoactea 11.2023  Togen no 10.2025

TEST / TECT REQUIREMENT / CNELUU®UKALIUA 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 antOMUHUEBOW (oNbri.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLWel No NpUMeHeHUIo B NaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata onobpeHus (00.MM.ITIT): 18.12.202%‘

(Signature & Date) Quality Assurance/(loanucb/nara) obecneveHusikaqecTsa:
Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(lMopnucs/nara) Macarena Gonzalez

Manufacturing Site/MpounasogcreeHHasn nnowagka: Laboratorios Liconsa, S.A. Pagelctp.5/5




(ﬂ) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
il 19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

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

PaspelueHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl KuwevyHopacTBopuMble 20 mr

PRODUCT

Kog: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC79156 Data npoussoactea : 11/2023

BATCH MANUFACTURING DATE

logen po : 10/2025 Pasmep cepum : 345.168 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswum st nogreBepxaar, 4To JaHHas MHopMaynsa SBNAETCA JOCTOBEPHONW U ToMHOW. [laHHasA napTus npoaykTa
6bina npousBefeHa, BKMOYas ynakoBKy/MapKUpPOBKY U KOHTPOMNL KauecTBa, Ha YKa3aHHOM HUXKe yvacTke (yvyacTkax)
B MOMHOM COOTBeTCTBUMU ¢ TpeboBaHusamMKU GMP mecTHOro perynupyroLyero opraHa, cneyudukaumusiMu B paspelueHnmn
Ha MapKeTUHI CTPaHbI-UMMopTEpPa U TEXHUHECKUMU cornaleHUAMU, KOTopble MOryT ObiTh 3aKN4YeHbl, unu tanom
cneuudukauumn npoaykra ana UccnegyeMbix nekapcTBeHHLIX CPeacTB.

3anucu no o6paboTie, yNakoBKe U aHanu3y NnapTumn Gbinu NpPoBepeHbl U NPU3HAHbLI COOTBETCTBYHLMMU TPeGOBaHUAM
GMP.

MapTusa 6bina npousBegeHa B llabopatopuoc NukoHca SA., a Tam, rge NpUMeHUMO MUKpoGUonoruyeckoe
uccnegoBaHue,
OHo npoBoauTca B JlabopaTtopuun JyeBapHe 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.

< 1A
A Uiﬁ R EIRS
Mognucek 1 gara IJSignature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe ygoctoeeperue / Manufacturing Authorization: 3414E
Homep [MukoHca GMP / LICONSA GMP Number: ES/085HVI/19



