CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAyKT OMES3 kancynbl kMiweyHopacTeopuMble 20 mMr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86222 Oarta npoussogctea 08.2024 Topen go 07.2026
TEST / TECT REQUIREMENT / CIIELUM®UKALIUSA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE TeeppAble XenaTUHOBLIe Kancynbl paamepa N°4, Conform / CooTBeTcTBYET

C KpbllleYyKol CUHero LIBeTa U KOprnycom
6enoro uBeTa, cogepxallyue cpepudeckme
rpaHynel oT 6enoro Ao no4tu 6enoro ¢
enToBaTbIM 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.

OHOPOOHOCTb [JO3UPOBAHUS (AV)

3HauveHue AV, paccuutaHHoe ans 10 kancyn, 8,4

AomkHo 6kITb He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ana 30 kancyn,
[OSKHO BbITh He 6onee 15,0 % v cogepxaHue
omenpa3oria H4 B OHOM Kancyrne He JOMmKHO
BbIXOAUTL 3a npeaensi 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).

NOONUHHOCTD (B3XX)

Bpemsa yaepXuUBaHUSA OCHOBHOFO

Conform / CooTBeTcTBYET

nuKa Ha XxpoMaTorpaMme UcNbITYyeMoro
pacTBopa [OMKHO COOTBETCTBOBATL
BpeMeHU yAepXX1UBaHUsi OCHOBHOIO NuKa

Ha XpomaTorpammMe CTaHOapTHOro pacTBopa
(pasnen «KonuuecTseHHoOe onpepneneHue»).

Approval date (dd.mm.yyyy)/nata opo6peHust (oa.MMm.rrrr):

(Signature & Date) Quality Assurance/(Mognuck/aata) obecrneveHusikaqecTaa:

Release by/BbinywieHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/naTta) Macarena Gonzalez

Manufacturing Site/lMponasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykT OMES3 kancynbl kuwe4yHopacTeopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86222 Nara npoussoactea 08.2024  ropeH no 07.2026

TEST / TECT REQUIREMENT / CNNELUA®UKALIAA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NnoanUHHOCTbL 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 nornolieHnUs OCHOBHOrO MUKa, Conform / CooTBeTCTBYeET
CHATBII NpU XpomaTtorpadupoBaHuu
1cnbITyeMoro pactTeopa, AoMmKeH
cooTBeTCTBOBaTh Y®-cnekTpy normnoweHus
OCHOBHOFO NUKa, CHATOMY Mpu
XpomaTorpacupoBaHUmM CTaHAapTHOrO
pacTtBopa (pa3nen «KonuyecteeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 29 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONUYECTBEHHOE OMPEQENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofiepXaHus 101,5%

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE ONPEOENEHUE
Mr/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABNEeHHOro cofepXXaHus 0%
C17H19N303S (omenpa3sona)

yepe3 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHasa cTanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBNeHHoOro 99 %
copepxaHus C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POACTBEHHBIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kapb6okcunart

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

Approval date (dd.mm.yyyy)/aata onobpeHus (a4.MM.ITrT):
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHusikayecTsa:
Release by/BuinyeHo Deputy Qualified Person/:

MMl iGoiz2s

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

LoIes
Manufacturing Site/MpovasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. /{/\/ /j Pagelctp.2/5




f,w\) LABORATORIOS LICONSA, S.A.
| \/) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
N\~ Azuqueca de Henares, Guadalajara, 19200, Espaiia

C H 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
nPOAYKT OME3 kancynbl kmweyHopacTtBopumMblie 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86222 Oata npoussoactea 08.2024 Fopen no 07.2026
TEST / TECT REQUIREMENT / CINIEUMDUKALIAA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mob6an eguHUYHAR He 6onee 0,2 % <0,1 %

Heu,quTmbuuupoaaHHaﬂ npumechb

TOTAL IMPURITIES not more than 2.0 %
CyMMa npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBetcTBUM ¢ HA. Conform / CooTBeTcTBYeT
STORAGE Below 25 °C
XPAHEHUE Mpu TemnepaTtype He Bblle 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTHU 2 ropna.
Approval date (dd.mm. /naTta ogobpeHus (84.MM.ITTT): ~ e
PP ( YY) peHus ( ) UM 16O\RS

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecreyeHuska4ecTsa:

Page/ctp.3/5

Release by/BbinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez 7" / (4 OI 3 i—
Manufacturing Site/MpouasogcTeeHHas nnolaaka: Laboratorios Liconsa, S.A. /



Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

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

vl LABORATORIOS LICONSA, S.A.
@)

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuwe4yHopacTBopUMbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86222 DOata npouseoactea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CIIELIU®PUKALIUA 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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2,3,5,6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conform / CooTBeTCTBYET

antoMuHueBoi donbru.

Mo 2 vnu 20 6nucTtepoB no 5 kancyn BMecTe

C MHCTpYKUMel No MeAULIMHCKOMY NpUMeHeHUIo

B NayKy KapTOHHYIO C KOHTpoOfieM fepBoro

BCKpbITUA (Mepdopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMmecte

C MHCTpYKUMel No MeaULUMHCKOMY NpUMeHeHUIo

B MayKy KapTOHHYIO C KOHTpOIleM NnepBoro

BCKpbITUA (Nepdopauus).

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

Karcyn BMecTe C UHCTpyKuuel no

MeAULMHCKOMY NPUMEHEHUI0 B NauKy

KapTOHHYIO C KOHTPONEM NMepBOro BCKPbLITUSA

(nepdhopauus).

Mo 10, 14 unu 15 kancyn B NBX-NM3-NBOX/

AntoMuUHUeBLI 6GnucTep.

Mo 1, 2,3,5,6,9 unu 10 6nucrepor no

10 kancyn BMecTe ¢ UHCTPYKIMed 0o

Approval date (dd.mm.yyyy)/naTta ogobpeHusi (48.MM.ITTT):

(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecrneyeHusikadecTsa:
Release by/Bbinywero Deputy Qualified Person/: _
(Signature & Date)/(IMoanucs/aaTta) Macarena Gonzélez 1601 7 5

Manufacturing Site/lMpouasoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. & Pagelctp. 4 /5
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia

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
nMPOOYKT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86222 Oata npoussogctea 08.2024 Fopen no 07.2026

TEST / TECT REQUIREMENT / CTIELUUDUKALINA RESULT / PE3YINILTAT

MeAULIMHCKOMY NPUMEHEHUIO B NMayKy
KapTOHHYIO C KOHTPOIieM NepBOro BCKPbLITUSA
(nepcopauus).

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

Karcyn BMecTe C UHCTpYKLMUei no
MeAULIMHCKOMY NpUMeHeHUIo B Nayky
KapTOHHY0 C KOHTponeM NepBoro BCKpbITUSA
(nepdropauus).

Mo 2 6nucTtepa no 15 kancyn BMecTe ¢
VHCTPYKLUUei No MeAULUHCKOMY NpUMeHeHUo B
nayKy KapTOHHY!IO.

Analysis performed according ND Ne:
J1M-Ne(005063)-(PI-RU)-020424
Ananuz nposegeH no HI Ne:
JM-Ne(005063)-(Pr-RU)-020424

Notes / HabniogeHus
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 6Gnuctep M3 antoMyMHUEBOM (hONbIru.

Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMel No NPUMeHeHUIo B NayKy KaPTOHHYIO.

Approval date (dd.mm.yyyy)/rata oRo6peHus (AA.MM.TrT):
(Signature & Date) Quality Assurance/(lMoanuck/nata) obecneveHuskadyectaa:

Release by/BuinyiieHo Deputy Qualified Person/:

MM 440128

(Signature & Date)/(Moagnuck/aaTta) Macarena Gonzalez /(({()/Z>/

Manufacturing Site/lMpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

v
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f»’f\\) LABORATORIOS LICONSA, S.A.
(\\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaia

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

PaspeLueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuUMble 20 Mr

PRODUCT

kond: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIN-NO(005063)-(PI-RU)
CEPUA : LC86222 Dara npoussogctea : 08/2024

BATCH MANUFACTURING DATE

lonen no : 07/2026 Paamep cepum : 118.224 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacrosiLuum st noaTBepXaalo, YTo AaHHasA UHopMaLUA sIBNsieTcsl AOCTOBEpHON U TOUHOM. [laHHasA napTus npoaykTa
6bIna npousBefeHa, BKIOYas ynakoBKy/MapKUMPOBKY U KOHTPOIb KayecTBa, Ha yKazaHHOM HUXe y4yacTke (yyacTkax)
B MOMTHOM COOTBETCTBUMU ¢ Tpe6oraHuaMU GMP MecTHOro perynupyioliero opraHa, cneuudukauusMmm B paspeLueHum
Ha MapKeTUHI CTPaHbLI-MMMNopTepa U TeXHUYECKUMMU COrmnalleHUsIMU, KOTOpble MOTyT 6bITh 3aKMioYeHbl, Unu gannom
cneuudukaumm npogykTa ansa Uccnenyembix NekapcTBEHHLIX CPeACTB.

3anucu no obpaboTke, ynakoBKke U aHanu3y napTum 6bINU NpoBepeHbI U NpU3HaHbI COOTBETCTBYHOLWUMU TpeOoOBaHUAM
GMP.

MapTus 6b1Na npousBeneHa B llabopaTopuoc IlukoHca SA., a TaM, rae NPUMEHUMO MUKpobUuonoruyeckoe
uccrnenoBaHue,
OHo npoBoauTcs B llabopaTtopuu 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.

M (GOrrs

Moanuck 1 paara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PervctpaunoHHoe yagoctoBeperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19





