@e
Dr.Reddy’s ‘;’

2002FP21001910

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam tablets 5 mg / Iuam®, TaGnerku 5 mr
Batch No. / Cepus Ne : B2103392

Xnal_yticzﬁ ﬁepoi‘t No. / AnanuTndeckuii et No:

[Batch

Size / O6bem cepun: 484.500 KG /
484,500 KI"

Date of Manufacture / laTa npomsoncnam)‘;/ZOZ-]

Date of Analysis / Jlata anaan3za: 21-09-202

Date of Expiry / Cpok roauocru: 08/2024

Analysis performed according ND / Ananns nposeien no HJI: IT N014189/01-251220

S.

Test/ TlokazaTeJib
No.

2 | Identification /
IMogaHHHOCTDL

3 | Water/ Boaa

4 | Dissolution /
PactBOpenue

Page1of3/Crp. 1u33

1 Déscriﬁn_/ Onncanue

Result / PesyabTaT

White round flat beveled edged

tablets with "EMT" debossed on

one side and number "5" and a

break line on the other side. /

bensie Kpyrable TadNeTKH CoO
CKOILEHHbIMU KpasiMH, c
tucHenuem "EMT" wna opdoit
cTopoHe W uudpoir  "S5" u
pasnesuTeNnbHOW  pUCKON  Ha

Ipyroi ctopoHe.

' 0.6% wiw / 0,6%

| 100%, 97%, 96%,

Specification/ Hopma

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "5" and a break line on the other side.
/ benble N NouTH Gesble KPYyriible TadNeTKH
CO CKOLUEHHbIMU KpasMHU, C THCHEHHEM
"EMT" Ha oaHoii ctopoHe u uugppoit "5"u |
pasgenuTeNbHOR  pUCKOR  Ha  Apyroi
CTOpOHE.

Complies as prescribed /
CootgeTcTByET

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
yAEpXKHUBaHUs  OCHOBHOIO  MWKa  Ha |
XpOMAaToOrpaMMe  HCMbITYEMOTO  PacTBOpa
JOJHKHO COOTBETCTBOBATD BpEMEHH
yOEPKMBAHUS — MUKA  JHananpuia  Ha
XpoMarorpaMMe CTaHAapTHOro  pacrsopa
(pasnen «KonnuecTBeHHOE onpenenenuen).

" Not more than 6.0 % / He 60nee 6_,0_%

100%, 97%, 102%

Not less than 80 % (Q) of
C20H2sN205'CyH4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) ConngzOs‘C4H404
(PHananpusia mManear) OT HOMMHAIBHOIO
coaepkanus yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cootBeTcTBYeT TpeHoBaHusm HJJ

Conclusion : APPROVED /
3axkmwuenue: OJOBPEHO

Prepared by /
[TogrotosaeHo:

e

Checked by /

[TposepeHo: g

Approved by: Manager/Executive /
OpnobpeHo: Mc%:}gr(ep / PykoBoautens

L/

Date / Jlata: 22-09-2021

Date / Hara: 22-09-2021

Date / [Tata: 22-09-2021
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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Batch No. / Cepust Ne : B2103392

Product: Enam tablcts 5 mg / Juam”, Tabactkn 5 mr_

Batch Size / O6bem cepun: 484.500 KG /
484,500 KI"

Ah'al_yﬁcal Report No. / Ananurndeckuii otuet Ne:

12002FP21001910

Date of Manufacture / lata npou3BoacTsa: 0972021

Date of Analysis / Jlata ananusa: 21-09-2021

Date of Expiry / Cpok roanoctu: 08/2024

Analysis performed according ND / Auaan3 npoBened no HJ/I: IT1 N014189/01-251220

S.

Test/ Iloka3aTein
No.

Page 2 Of__f‘a /[Crp.2u33 - _

Result / PesynbTar

5 il_elatgd substances / PofcTBenHbIe npHMecH

Specification/ Hopma

Enalaprilat / DHananpuinar
Enalapril diketopiperazine /
DHananpuna
JAUKETOIUNEepasyH
Individual unidentified
impurity / EanHuuHas
HenaeHTUdULUHPOBaHHAS
npumMech

Total impurities /

Cymma nprmeceit

Not detected / He oOHapyxeHa

Not detected / He obHapykeHa
Not detected / He o6HapyxeHa

Not more than 1.5 % / He 6ostee 1,5 %
Not more than 2.5 % / He 6onee 2.5 %

Not more than 0.2 % / He 6onee 0.2 %

Not detected / ne obHapy»xeHa

6 | Microbial limits / MukpoGHo/I0rnuecKkas 4ucrora

Not more than 5.0 % / He 6onee 5.0 %.

' a) Total aerobic microbial
count / Obuiee yucno
a’poOHBIX
MUKPOOPraHu3MOB

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

b) Total combined yeasts
and mould count / Ob1uee
UHCIIO APOHOKEBBIX H
naecHeBbIX rpuboB

MeHee 10 KOE/r

¢) E. coli

units / OaHOpPOAHOCTH
JA03UPOBAHMUS

7| Uhifamity of dosage |

Absentin 1g/
OrcyrcTByeT B Ir

6.7/6,7

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

Less than 10 CFU/g/

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

' Shall be absent in 1| g/
JlonxHbl oTcyTcTBOBAaTL B 1 I

Acceptance value (AV) should be not more |
than 15.0./ [Tokasatens npuemieMocTn (AV)
JAoskeH ObITh He Gonee 15,0.

Remarks : The Product confirm

s to ND/

ITpumeuanue: Ilpoaykr coorBercTBYeT TpeboBauusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:

-

Checked by /
[1posepeno:

Approved by: Manager/Executive /
Onobpeno: Menejukep / PykoBopuTes

Date / Jlata: 22-09-2021

Date / Hara: 22-09-2021

{
Date / lata: 22-09-2021
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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

[Product: Enam tablets 5 mg / Duam TabACTIH S_M_l_"

Batch No. / Cepusa Ne : B2103392

'Batch

Size / O6bem cepuu: 484.500 KG /

484,500 KI"

Analytical Report No. / AHATMTHYECKNI oTueT Ne:
2002FP21001910

Date of Al_laTysis / Mata ananmsa: 21-09-2021

Date of Manufacture / JlaTa l'lpOH3B0)1CTBa:m/20_21

Date of Expi_ry / CpoOK roAHOCTH: 9_%024 — |

| Analysis performed according ND / Auasnns nposenen no HJI: 1T N014189/01-251220

Page3of3/Crp.3u33

NS(') Test/ IlokasaTenn Result / PesyabTaT ‘ Specification/ Hopma
8 Assay / KotnyecTBeHHOE 4.9 mg/ 4.9 mr From 4.5 mg to 5.5mg of
onpejaeseHue | C20H2sN205°C4H4O4 (Enalapril Maleate) per
tablet. / Or 45Mr jno 5.5 mr
C10H28N205-C4HyO4 (pnananpuna manear) B
Tadserke.

9 Package / YnakoBka 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mg: 10 tablets in aluminum strip
aluminum foil blister. 2 blisters | or in PA/AL/PVC foil // aluminum foil
and patient information leaflet ina | blister. 2 strips or 2 blisters and patient
carton pack. / Ilo 10 Tabnetok B | information leaflet in a carton pack.
[TA/AJ/TIBX//anomuHneBoM Tablets 5 mg, 10 mg, 20 mg: 10 tablets in
Oancrepe. Ilo 2 Gancrepa ¢ | aluminum strip or in PA/AL/PVC foil //
WHCTpYKUKEH no npuMerenuto B | aluminum foil blister. 2, 5, 6, 10 strips or 2,
NavyKy KapTOHHYIO. | 5, 6, 10 blisters and patient information

! leaflet in a carton pack. /
‘ Tabnetkn 2.5 wmr. Ilo 10 Tabnetok B
aIFOMHUHKEBOM cTpurne W1 B
TA/AJU/TIBX//antomunnesom Gauctepe. [lo
‘ 2 cTpuna unu no 2 6nucrepa ¢ HHCTPYKUMEH
| 1O IPUMEHEHHIO B NA4Ky KAPTOHHYIO.
Tadaerin 5 mr, 10 Mr, 20 mr. [To 10 TaGneTtok
| B allOMMHMCBOM  CTpUNE  WIH B
[TA/AJI/TIBX//amomunnesom Gancrepe. [To
2,5, 6, 10 crpunoB unu no 2, 5, 6, 10
GAUCTEPOB ¢ MHCTPYKUKMEH 10 NPUMEHEHUIO
B NauKky KapTOHHYIO,
10 | Labeling / MapkupoBka Complies as prescribed / | According to ND /
CoorseTcTByeT TpeboBaHHAM | B coorsercraun ¢ HJL
11 | Storage conditions / At temperature below 25 °C. / T1pu Temneparype He Bbite 25 °C.
XpaHenue
12 | Shelflife / Cpoxk ropnoctu | 3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanmne: [Ipoaykr coorBetcTByeT TpeboBaHusm HJT

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / | Z Checked by /

Approved by: Manager/Executive /
Onobpeno: Menegep / Pykosoaurens
ﬂ‘[

[MoarorosaeHo: IMposepeHo: g
Date / Jlata: 22-09-2021

Date / JlaTa: 22-09-2021

Date / JTata: 22-09-2021
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