Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITIU3A

Product: Enam tablets 10 mg / Dnam®, Tagaerku 10 mr

Batch No. / Cepusa Ne : B2500128

Batch Size / O6bem cepun: 492 KG /492 KT

2002FP25000180

Analytical Report No. / Anaantudeckuii oruer Ne:

Date of Analysis / lata ananmmnza: 31-01-2025

Date of Manufacture / Jlata npousBoacrea:

12/2024

Date of Expiry / Cpok roanoctu: 11/2027

Analysis performed according ND / Ananus nposenen mo HJI: TT N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)

Test/ TTokazartean

Result / PezynsTar

Specification/ Hopma

1 | Description / Onucanune

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / Benvle, KpyTible, TIOCKHE
TabmeTku co CKOWEHHBIMHA
KpasgMHy, ¢ TucHeHuem "EMT" Ha
OIHOW cTopoHe n umdpoit "10" u
pasgenuTeNlbHOW  pUCKOW  Ha
JIpyro# CTOpOHE.

Ha uonepeyHoM  paspese  snpo
6emoro uBera.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "10" and a break line on the
other side.

Cross Cut Description: White to off white
core. / Bemble win mouTH Oerble, KpyImble,
IJIOCKWE  TabNeTKH CcO  CKOUWEHHBEIMM
KpasiMu, ¢ THUcHeHueM "EMT" na omHoii
cTopoHe 1 uudpoi "10" u pazgenurensHoOM
PHCKOI Ha IpyToii CTOpPOHE.

Ha nonepeuHom paspesze sapo 6enoro wiu
TIOUTH Georo IBeTA.

2 | Identification /
MoauHHOCTL
1. By HPLC / BOXX

2. By TLC/ TCX

Complies as prescribed /
CootBeTcTBYET

Complies as prescribed /
CooTeTcTBYET

The retention time of the major peak in the
chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
YAEpXKUBaHUI  OCHOBHOrO  MWKa  Ha
XpoMarorpaMMe HCHBITYEMOTO pPacTBOpa
JOJKHO COOTBETCTBOBATE BpPEMEHH
yIepXKHUBaHUS  THKAa  JHalalpuila  Ha
XpoMaTorpaMMe CTaHAapTHOTO pPacTBopa
(paznmen «KonmmuecTBeHHOE OMpeeTEHUE ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE NATHO Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa
JOJKHO COOTBETCTBOBATh OCHOBHOMY MATHY
Ha XpoMaTorpaMMe CTaHIapTHOro pacTBopa.

3 | Uniformity of dosage
units / OaHOpoaHOCTE
J03UpOBaHUs

3.7/37

Acceptance value (AV) should be not more
than 15.0. / Iokasarens NpueMiIeMOCTH

4 | Dissolution /
PacTROpeHue

102%, 101%, 103%, 102%,
103%, 102%

Not less than 80 % of
C20H28N205'C4H404 (Enalaprll Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205‘C4H404
(oHananpuna wMarear) OT HOMHHAITBEHOTO
coxepxanus uepes 30 MUH.

(AV) nonxeH 6biTh He Gonee 15,0.
Q

Remarks : The Product confirms to ND/
[pumeuanne: [Tpoayxkr cooreercTByeT Tpebopanmsm HJI

Conclusion : APPROVED /
3akmouyenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Enam tablets 10 mg / dnam®, Tagaerin 10 mr

Batch No. / Cepust Ne : B2500128

Batch Size / O6bem cepuu: 492 KG /492 KI'

2002FP25000180

Analytical Report No. / AHaauTugecknii oruet Ne:

Date of Analysis / lata anaauza: 31-01-2025

Date of Manufacture / lata npousroactea:

12/2024

Date of Expiry / Cpok roanoctu: 11/2027

Analysis performed according ND / Ananus nposenen no HJI: T N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ ITokazarean

Result / PesyabTat

Specification/ Hopma

5 | Related substances / PoxcTBeHHBIE npAMecH

Enalaprilat / Quananpunar

Enalapril diketopiperazine /
DHamnanpuia
JUKETOTHIIEPasUH

Not detected / He 06HapykeHa

Not detected / He 06HapykeHa

Not more than 1.5 % / He 6onee 1,5 %

Not more than 2.5 % / He 6onee 2,5 %

Total impurities /
Cymma nipumeceit

Not detected / He oOHapyxeHa

Not more than 3.0 % / He Gonee 3,0 %.

6 | Assay/ KoauuecTBennoe
onpeaeieHue

10.1 mg /10,1 mr
100.8% / 100,8%

From 9.0 mg to 11.0 mg of
CyH2sN,05-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 Mr g0 11,0 Mr CyoHpN,O5C4H4O4
(3Hananpuna maineat) B Tabnerke. (ot 90 %
710 110 % oT HOMHHAITEHOTO CONEPKAH NS ).

7 | Water / Boaa

0.7%/0,7%

Not more than 6.0 % / He 6oxee 6,0 %

8 | Microbial limits* / Mukpo6uoJoruueckas uucrora*

a) Total aerobic microbial
count / Ob1ee ynciao
a3pobHbBIX
MHUKpPOOPTaHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / OGwee
YUCTIO APOXKIKEBIX U
TITECHEBBIX TPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

Absent in 1g/
OtcyTcTRyeT B IT

Shall be absentin 1 g/
JIomKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr coorsercTyer Tpebosanusam HJI

Conclusion : APPROVED /
3akawdenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTU3A
Product: Enam tablets 10 mg / 9nam®, TagaeTxu 10 mr
Batch No./ Cepus Ne : B2500128 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / Ananutinieckuii oruer Ne; Date of Analysis / JaTa anaauza: 31-01-2025
2002FP25000180
Date of Manufacture / laTa npousBoactea: 12/2024 Date of Expiry / Cpok rogrHoctu: 11/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposenen mo H/I: TI N014189/01-271021 (amend. Nel from

Test/ [Toka3zaTenn Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /
Omnopoarocth mace npu | Complies as prescribed /
JdeeHHH TabeTok CootsercTByeT

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average of mass.
The tablets fail to comply with the test, if
more than 1 individual mass is outside these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

TabneTku COOTBETCTBYIOT TpeOOBaHWAM,
ecii He Oonee 1  eawHMYHas wMacca
OTKIIOHsieTCs 3a npenens! 85 % - 115 % ot
cpenHei MAacchl. Tabnetku He
COOTBETCTBYIOT TpeOOBaHMAM, ecIii fofiee
yem | MHAMBUAYaNbHAA Macca OTKIIOHSETCS
OT 3TWX TipedenoB  wmm, ecam 1
WHAMBHOYATbHAST Macca OTKJIOHAETCS 3a
npenens! 75 % - 125 % ot cpenHell macchl.

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A

Product: Enam tablets 10 mg / Dnam®, tagserkn 10 mr

Batch No. / Cepusa Ne : B2500128

Batch Size / O6bem cepuu: 492 KG /492 KT

2002FP25000180

Analytical Report No. / AnaanTnyecknii ouer Ne:

Date of Analysis / Jata anamuza: 31-01-2025

Date of Manufacture / Jlata npousBoacrea:

12/2024

Date of Expiry / Cpok rognoctn: 11/2027

Analysis performed according ND / Ananus nposeaen no H/: IT N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)

foil (OPA/AVPVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2  blisters and patient
information leaflet in a carton
pack. /

[To 10 Tabnerox & Grucmepe u3z
TpexXcnonHoii donern
(OITA/An/TIBX) n antoMUHWEBO#
donbru ¢ TepMOCBAPUBAEMBIM
JIAKODLIM MTOKPBITHCM Ha
3areyaTbIBAEMO CTOPOHE.

[To 2 GnucTepa ¢ MHCTPYKNIUEH 110
MIPUMEHEHHIO B nayky
KapTOHHYIO.

1\?(; Test/ Tlokaszareas Result / Pesyabrar Specification/ Hopma
10 | Package / ¥Ynakoska 10 tablets in blister of three-layer | Tablets 2.5 mg '

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2 strips or 2 blisters and patient information
leaflet in a carton pack.

Tablets 5 mg, 10 mg, 20 mg

10 tablets in Aluminum st ip (oil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AV/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2, 5,6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tabremru 2.3 me

[To 10 Tabnerok B crmpune W3 ATFIOMUHUEROI
(oNBrU ¢ MONMITHIIEHOM HU3KOM IIOTHOCTH
(TISHTT) Ha 3anewarciBaeMoif CTOpoHE H
LIETNIAKOBBIM TIOKPBITUEM Ha HAPYXHO
CTOpOHE

Wi

no 10 Tabnerok ¢ Orucmepe W3
Tpexcnoitnoit doneru  (OIIA/An/TIBX) u
AMFOMHUHUEROH ¢donern c
TEPMOCBApUBAEMbIM JIAKOBBIM TOKPBITHEM
Ha 3areyaTblBacMOoil CTOpOHE.

Tlo 2 crpuma wmm mo 2 Gmucrepa ¢
WHCTpYKUMEH [0 NpUMEHEHUI B [auky
KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT coorsercTByer Tpedosanuam HJ[

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

Product: Enam tablets 10 mg / Quam®, Tagaerku 10 mr

Batch No. / Cepus Ne : B2500128

Batch Size / O0nem cepuu: 492 KG /492 KI'

Analytical Report No. / AnanuTHdeckuii ot
2002FP25000180

yeT Ne:

Date of Analysis / lata anaauza: 31-01-2025

Date of Manufacture / Jlata npousBojicTBAa:

12/2024

Date of Expiry / Cpok roanoctu: 11/2027

Analysis performed according ND / Ananus nposeaen no HJI: TT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

No. Test/ MokasaTens Result / PesyabsTaT Specification/ Hopma
Tatnemxu 5 vz, 10 m2, 20 2
[To 10 Tabnerok B cmpune U3 aNFOMUHUEBON
($OJBTH C TTOMUITHIICHOM HHU3KOH IUITOTHOCTH
(TTOHTI) wa 3amedyaThIiBaEMOil CTOPOHE W
IIENNIAaKOBbIM TOKPBITUEM Ha HapyXHOM
CTOpOHE
Wi
no 10 Tabnetok ¢ Oaucmepe U3
Tpexcnotitoit  ¢onsru  (OTTA/AN/TIBX) wu
ATFOMUHWEBOHN doreru c
TEPMOCBApPUBAEMBIM JIaKOBBIM TOKPBITHEM
1A JATICYATKIBACMOI CTOPOIIC.
[To2,5,6,10 crpunos umm o 2, 5, 6, 10
OMUCTEPOB C WHCTPYKIMEH MO NPUMEHEHUIO
B MTAYKy KapTOHHYIO.

11 | Labeling / Mapkupoeka Complies as prescribed / According to ND /

CootBeTcTBYET TpeGoBaHUAM B cootserctBum ¢ H/J
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Boitue 25 °C.
XpaneHue
13 | Shelf life / Cpox roanoetw | 3 years/ 3 rona

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis.

* - TlpoBoauTca MPOU3BOAMTEJEM TIPH BBINyCKe MepPHOTHYECKH: RS Kaxaod 20-off cepuu wiam
He MeHee 1 pasa B roa. [TokazaTtesib MokeT OBITH He BKJIIOYEH B cepTUDUKAT aHANN3A GUPMBI.

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykt cooTBeTCTBYET TpeboBaumsim HJ

Conclusion : APPROVED /
3akawuyenue: OJJOBPEHO
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ELECTRONIC SIGNATURES

Dr.Reddy's ":"

Title

B2500128

Document No.

QUA-FT02-3722

Approved Date

31-Jan-2025

- Version - 1.0, CURRENT
Usen e Date (IST)
Prepared By P00021162 Latha Dasi 31/01/2025
22:15:59
Reviewed And P00040216 \YAY, 31/01/2025
Approved By Satyanarayana Kolli 22:19:52
Approved By QA P00039909 Prashanth Voladri 31/01/2025
22:27:26
Page of 6

Printed By: Prashanth Voladri

Printed Date & Time (IST):

31-01-2025 22:29:24




