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 AHAIIUASA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OMES kancynbl kuweyHopacTBopumMble 20 Mr

CODE
Kkon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80304 Nara npoussoactea 01.2024  Togex no 12.2025
TEST/ TECT REQUIREMENT / CMIELUIU®UKALIUA RESULT / PE3YNILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OIMUCAHUE Teepable XenaTUHOBbIe Kancynkl pazmepa N°4, Conforms / CooTBeTCTBYET
C KphilleyKol cuHero LBeTa 1 Kopnycom
6enoro LBeTa, cofepxalluue cepuieckue
rpaHynsl oT 6enoro Ao noytu 6enoro ¢
eNnToBaThbIM 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 JO3UPOBAHUSA (AV) 3HauyeHue AV, paccyutaHHoe ana 10 kancyn,

[OMXHO BbITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe Ans 30 kancyn,

LOMKHO 6bITh He 6onee 15,0 % v coaepxaHue

oMenpa3oria HU B OAHOW Karcyrne He AOMKHO
BbIXOAUTL 3a npegens! 0,75M-1,25M.

9,3

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).
NOANUHHOCTD (B3XX) Bpemsa yaepxuBaHuUA 0CHOBHOro
nuKa Ha XxpoMaTorpaMmMe UchnbiTyemoro
pacTBopa AOMKHO COOTBETCTBOBaThL
BpeMeHU yaepXWBaHUs OCHOBHOrO Nuka
Ha XpoMmaTorpaMMe CTaHAapTHOro pacteopa
(pa3pen «KonuyecTeseHHOe onpeaeneHuey).

Conforms / CooTBeTCTRYET

Approval date (dd.mm.yyyy)/naTta opobpenus (aa.mm.rrrr): 09.02.2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl kuwe4yHopacTtBopumMble 20 mMr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80304 Data npoussoactea 01.2024  Tomen go 12.2025

TEST/TECT REQUIREMENT / CNIELIU®UKALIUA RESULT / PE3YNILTAT
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).
NOANMMHHOCTb B3XX (DAD petekTop) Y®-cneKkTp normnoleHUsi oOCHOBHOro nuka,
CHATbLIN NpY XpoMaTorpadupoBaHumn
UCnbITyeMoro pacteopa, AOMmKeH
COOTBEeTCTBOBaThL Y®P-cnekTpy normnoweHus
OCHOBHOTO NUKa, CHATOMY NpM
XpomaTorpadupoBaHuM CTaHAapTHOTO
pacteopa (pa3aen «KonuuyecTBeHHoOE

Conforms / CooTBeTCcTRYET

onpepneneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE OMNPEQENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepXaHus 101,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUWYECTBEHHOE OMPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mr/kan
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He 6onee 10 % oT 3asiBNeHHOro cofepXxaHusa 0%
C17H19N303S (oMenpa3ona)
yepes3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cragus) He meHee 80 % (Q) oT 3aaBneHHOro 100 %
cogepxaHust C17H19N303S (omenpa3zona)
yepe3 30 MUH.
RELATED SUBSTANCES
POOCTBEHHLIE MPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3zona kap6okcunar He 6onee 1,0 % <0,1 %
jaa |
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f’;\\) LABORATORIOS LICONSA, S.A.
(\j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoavkT OMES3 kancynbl kuweyHopacTBopUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC80304 Data npouseoactea 01.2024 FopeH no 12.2025

TEST / TECT REQUIREMENT / CNELIU®UKALIUA 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
INMobas eauHuyHan He 6onee 0,2 % <0,1%
HeuaeHTU(ULMpPOBaHHasA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecem He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B coorBeTcTBMM ¢ HM. Conforms / CooTBeTCTRYET
STORAGE Below 25 °C
XPAHEHUE MNMpu TeMnepatype He Bbliwwe 25 °C.
SHELF-LIFE 2 years
CPOK rOOQHOCTU 2 ropa.

/
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Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 09.02.2024
(Signature & Date) Quality Assurance/(Ioanuck/aaTta) obecneveHuskadecTsa:
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f;\\) LABORATORIOS LICONSA, S.A.
\_\3 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI ' IO 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
nPOOYKT OMES3 kancynbl kuweyHopacTtBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC80304 Nata npouseoactea 01.2024 Fopen oo 12.2025

TEST / TECT REQUIREMENT / CNELIU®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 6nuctep us Conforms / CooTBeTCTBYET
antoMuH1eBon onkru
Mo 2 unu 20 6nucTtepor no 5 kancyn BMecTe
C UHCTPYKUUEN Mo NPUMEHEHUI0 B NayKy
KapTOHHY!O.
Mo 5 unu 10 6nucTepor no 6 kancyn BMecTe
C MHCTpYKLUUel Mo NpUMeHeHUIo B NMayvKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nucrtepoB no 7
Karcyn BMecTe C MHCTpyKUuuel no
NpUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMuHUeBbIN 6nuctep.
Mo1,2,3,5,6,9 unu 10 6nucreposB no
10 kancyn BMecTe C MHCTpyKUUei no
NpUMEHEHUIO B NaYKy KapTOHHY!O.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karcyn BMecTe C UHCTpyKUuel no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Analysis performed according ND
J1N-006953-180122

AHanus npoeeaeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 09.02.2024
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,’:\\) LABORATORIOS LICONSA, S.A.
(\j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
\~— 19200 Azuqueca de Henares (Guadalajara), Espafia/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 kKuwe4yHopacTBopumMble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1I1-006953
CEPU4A : LC80304 Nata npouzroactea : 01/2024
BATCH MANUFACTURING DATE

MopeH o : 12/2025 Paamep cepuu : 357.552 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluuM si NoATBepXAalo, YTO AaHHAs MH(OPMaLMs SBMNAETCA AOCTOBEPHOM 1 TOUHOW. [laHHas napTusA nNpoaykTa
6bina npov3BeAeHa, BKIOYas ynakoBKy/MapKMPOBKY U KOHTPOMb Ka4ecTBa, Ha yKa3aHHOM Hinke y4acTke (yyacTkax)
B MONMHOM COOTBETCTBUM C Tpe6osaHusimu GMP MecTHOro perynupytoliero opraHa, cneuvdukauusmu B paspelueHuum
Ha MapKeTUHI CTPaHbI-MMMOpPTEpPa U TEXHUYECKUMU COrnalleHsIMU, KOTopkle MOTYT BbITh 3akMioueHbl, nu gaitriom
cneuudukauum npoaykta ans UccneayeMsix nekapcTBeHHbIX CPeACcTR.

3anucu no o6paGoTKe, yNnakoBKe M aHanM3y napTuu 6binv NpoBepeHb! U NPU3HaHbI COOTBETCTRYIOWMMU TpeGoBaHUAM
GMP.

MapTtus 66ina npouaseneHa B Nla6opaTtopuoc INukoHca SA., a TaM, rie NPUMeHUMO MUKpobuonoruyeckoe
uccnepoBatue,
oHo npoeoauTtcs B llabopaTopuu 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 reviewe_d 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.
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Mopnuck u aata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauunorHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



