Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A

[Product: Enam tablets 20 mg / Qnam®, taGaerkn 20 mr

Batch No./ Cepnsa Ne : B2303776

Batch Size / O6bem cepuu: 540.000 KG /
540,000 K1

2002FP23002766

Analytical Report No. / Anaautuuecknii oruer Ne:

Date of Analysis / lara anannsza: 30-11-2023

IDate of Manufacture / lata nponsBoacTra:

11/2023

Date of Expiry / Cpok roiHoctn:

10/2026

Analysis performed according ND / Ananns nposeaen no HJI: IT N014189/01-271021 (amend. Nel from
118.01.2023 / uzm. Nel ot 18.01.2023)

Test/ IokasaTeib

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onncanne

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "20" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, Kpyrnble, MIOCKUe
TabNeTKH CO  CKOLUGHHbIMU
Kpasmu, ¢ THcHeHnem "EMT" na
olHOM cropoHe W mudpoit "20" u
pazienuTenbHONM  pUCKOM  Ha
Apyroi CTOpoHe.

Ha nonepeuHom paspese aapo
Oesoro 1Bera.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "20" and a break line on the
other side.

Cross Cut Description: White to off white
core. / Benble unu noutu Genbie, Kpyrisie,
njockue  TabNeTKM  CO  CKOWEHHBIMU
kpasmu, ¢ TucHenruem "EMT" Ha onHo#
cropore ¥ nudpoii "20" U pazgenurensHoH
pUCKOH Ha Jpyroi CTOpOHe.

Ha nonepe4ynom pazpese sapo Genoro uiu
nouTu 6€a0ro LBETA.

2 | Identification /
IoaunHOCTDL
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
yAepKHUBaHNA OCHOBHOI'O MuKa Ha
XpomaTorpaMMe HCIbITYEMOrO  pacTBOpa
[IOJKHO COOTBETCTBOBATH BpEMEHH
VOEPXKUBAHUA  NHKA  SHAJANpWIA  Ha
XpoMaTorpaMMe CTaHJAapTHOTO pacTBOpa
(paznen «KoaMuecTBEHHOE ONpPEeaeHUE»).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TATHO Ha
XpOMaTorpaMmMe  MCIbITYEMOrO pacTBopa
JIOJKHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XPOMATOTpaMMe CTaHAAPTHOrO PacTBOPA.

3 | Dissolution /
Pacreopenne

99%, 99%, 98%,
99%, 100%, 101%

Not less than 80 % (Q) of
CyoHN,O5C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205’C4H404
(oHananpuna Majear) OT HOMHHAJILHOIO
conepxkanus yepes 30 Mum.

Remarks : The Product confirms to ND/
Ilpumeuanmne; [Tpoaykr coorsercTByeT Tpebosauusm HJT

Conclusion : APPROVED /
Saxaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A

Batch No. / Cepua Ne : B2303776

}B’oduct: Enam tablets 20 mg / Daam®, Tabaerkn 20 mr

Batch Size / O6bem cepuu: 540.000 KG /
540,000 K[

2002FP23002766

Analytical Report No. / Ananntuuecknii oraer No:

Date of Analysis / lara anamuza: 30-11-2023

Date of Manufacture / /laTa npon3BoacTsa;

11/2023

Date of Expiry / Cpok roauncru:  10/2026

18.01.2023 / u3am. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposenen no HJL: II N014189/01-271021 (amend. Nel from

No Test/ IloxazaTens Result / PesyabTaT Specification/ Hopma

4 | Uniformity of dosage
units / OgHopoaHOCTHL
JAO3HPOBAHHS

1.2/1,2

Acceptance value (AV) should be not more
than 15.0. / TlokasaTejab NPHUEMAEMOCTH
(AV) nomxken 6b1Th He 6onee 15,0,

5 | Related substances / PogcTBenHbIe IPHMECH

Enalapril diketopiperazine /
Ounananpuna

JIMKETOTHNEpasHH Not detected / He o6Hapysxena

Enalaprilat / Dnananpunar | Not detected / He o6HapyseHa Not more than 1.5 %/ He 6onee 1,5 %

Not more than 2.5 % / He Gonee 2,5 %

Total impurities /

Cymma npumeceii Not detected / He oGHapy>kena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KosauuecrBeHHOe 20.1 mg /20,1 mr From 18.0 mg to 22.0 mg of
onpeacaeHne 100.7% / 100,7% CyoH2sN>05C4H4O,4 (Enalapril Maleate) per

tablet (90 % to 110 % of the label claim).

/ Ot 18,0 mr 10 22.0 Mr
CyoHsN,05'C4H4O4 (sHananpuna manear) B
Tabnerke. (ot 90% po 110 % or
HOMMHAJIbHOIO COAEPMHKAHMUA).

and mould count / OGwee
YMCII0 APONCKEBBIX U
IUIeCHEBBIX TPHOOB

7 | Water / Boaa 0.7%w/w / 0,7% Not more than 6.0 % / He Gonee 6,0 %
8 | Microbial limits* / MukpoGuoJioruueckas aacrora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /

count / O6iee uncno He 6onee 1000 KOE/r

a3poBHbLIX

MHKPOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli Not Applicable Shall be absentin 1 g /

JIOJKHBEI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoAyKT COOTBETCTBYET TPEOOBAHNAM H

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANN3A

[Product: Enam tablets 20 mg / 9aam®, taéaerkn 20 mr

Batch No. / Cepust Ne : B2303776

Batch Size / O6bem cepuu: 540.000 KG /
540,000 KI'

2002FP23002766

_Analytica] Report No. / AnajmtHuecknii otuer Ne:

Date of Analysis / /laTta ananuza: 30-11-2023

Datc of Manufacture / lata nponisogersa:  11/2023

Date of Expiry / Cpok rognoctu:  10/2026

18.01.2023 / mzm. Nel or 18.01.2023)

Analysis performed according ND / Ananns nposexen no H/: IT N014189/01-271021 (amend. Nel from

Test/ TlokaszaTean

Result / PesynabTaT

Specification/ Hopma

9 | Subdivision of tablets /

Onnopoanocrs mace npu | Complies as prescribed /
AejteHuH Ta0/1eToK CooTBeTcTBYET

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.
/

TabneTKl COOTBETCTBYIOT TPeOOBaHHUIM,
ecii He Oonee 1 emuHM4YHAas Macca
orksioHseTes 3a npeaeasl 85 % - 115 % or
cpeaHen Macchl. Tabnerku He
COOTBETCTBYIOT TpeOOoBaHHsM, eciu Oolee
yeMm | UHOMBHAYaTbHas Macca OTKIOHSIETCS
OT OTUX [pedeinoB  wid, ecim 1
WHIMBWAyalbHast Macca OTKIOHAETCS 3a
npenenst 75 % - 125 % ot cpenneit maccor.

Remarks : The Product confirms to ND/

IIpumeuanne: TTpoaykr coorBeTcTBYET TpeboBanuam HJ[

Conclusion : APPROVED /
3aximouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

IProduct: Enam tablets 20 mg / Inam®, Tabaerku 20 mr

Batch No. / Cepust Ne : B2303776

Batch Size / O6bem cepuu: 540.000 KG /
540,000 KI'

Analytical Report No. / Ananntuiecknii oruer Ne:

2002FP23002766

Date of Analysis / lata anamusa: 30-11-2023

Date of Manufacture / Jlata npouspojerpa:

11/2023

Date of Expiry / Cpok rognocru:

10/2026

Analysis performed according ND / Auaans nposegen no HJI: IT1 N014189/01-271021 (amend. Nel from
18.01.2023 / uam. Nel or 18.01.2023)

I‘?(; Test/ TlokazareJb Result / PeayabTar Specification/ Hopma
10 | Package / Ynakoska 10 tablets in blister of three-layer | Tablets 2.5 mg

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. /

Mo 10 Tabsierok ¢ bnucmepe w3
TpexcnoiHoh ¢donbrn
(OINA/An/TIBX) v amIoMHHUAEBOH
dosbrn ¢ TEPMOCBAPUBACMbIM
JaKOBBIM MOKPbITHEM Ha
3aIIe4aThIBAEMOI CTOpOHE,

o 2 6nucrepa ¢ nHCTPYKUHeH IO
[IPUMEHEHHIO B [a4Kky

KapTOHHY1O.

10 tablets in Aluminum st#ip foil with Low-
Density polyethylene (LDPE) on the scaling
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 meg, 10 mg, 20 g

10 tablets in Aluminum s¢rip 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.
2,5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tabnenicu 2,5 vz

ITo 10 TabneTox B cmpune u3 aItOMUHUEBOU
($obry ¢ MONUITUIEHOM HU3KOM IJIOTHOCTH
(ITOHIT) wna 3ame4arbiBaeMOi CTOPOHE U
IIE/IIAKOBBIM  MOKPbITHEM Ha  HapyXHOMH
CTOpOHE

wiu

no 10 Ttabnerok 6 Oaucmepe w3
TpexcnoiHon  ¢oneru (OITA/An/TIBX) u
ATIOMUHHUEBOM ¢donbru c
TEpPMOCBAPHBAEMBIM JTAKOBEIM TIOKPBITHEM
Ha 3allevYaTBIBaeMO¥ CTOPOHE.

[lo 2 crpyna wau no 2 Onucrepa ¢
MHCTPYKUHEH N0 npyuMellellMio B Na'Ky

KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr coorsercTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3akmouenue; OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Batch No. / Cepus Ne : B2303776

(Product: Enam tablets 20 mg / uawm®, tadmerkn 20 mr

Batch Size / O6bem cepun: 540.000 KG/
540,000 KI

2002FP23002766

Analytical Report No. / Ananuruaecknii oruer Ne:

Date of Analysis / lara anannza: 30-11-2023

Date of Manufacture / Jara npoussojacrsa:  11/2023

Date of Expiry / Cpox roguoeru:  10/2026

18.01.2023 / m3m. Nel or 18.01.2023)

Analysis performed according ND / Anasuz nposenen no HJI: IT N014189/01-271021 (amend. Nel from

Test/ IlokazaTean

Result / PesyabTat

Specification/ Hopma

Taouemiu 5 sz, 10 me, 20 m2

o 10 TabneTok B chipune U3 amOMUHHUEBOMN
(onbry ¢ MOMMITHIIEHOM HU3KOH MIOTHOCTH
(IIDHIT) Ha 3amedaThIBaeMOM CTOpOHE H
[IEJUTAKOBBIM HOKPBITHEM Ha  Hapy:KHOMH
CTOpPOHE

uu

no 10 rabnerox 6 6aucmepe w3
Tpexciaounoit Qonsra (OIIA/AN/IIBX) wu
aOMAHHEBON ¢onpru c
TEPMOCBAPUBACMbIM 1aKOBbIM ITOKPBITHEM
Ha 3are4aThiBaEMOM CTOPOHE.

[Io2,5,6, 10 crpuroB wuno 2, 5, 6, 10
611CcTepOB ¢ HHCTPYKIMEH IO IPUMEHESHHIO
B Na4yKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTCTRYET TpeGOBAHUAM

According to ND /
B cootBeTcTBHM ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / [1pu Temrepatype He Bhie 25 °C.

Xpanenue

13 | Shelf life / Cpox roanocru | 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 certiticate of analysis.

* - TIpoBoauTcs HPOH3BOAUTENEM IIPH BBLINYCKe MNePHOTHYECKH: AIA Kaxkgod 20-oii cepun uam

He MeHee 1 pa3a B roa. IlokazaTenp MoxkeT ObITH He BKJIIOYeH B cepTHUKAT aHAIH32 GHPMbI.

Remarks : The Product confirms to ND/

Ipumeuanne: Ipoaykr cooTBeTcTBYeT TpeboBanmsm HJL

Conclusion : APPROVED /
Saxmouenne; OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

B2303776
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