Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Enam tablets 10 mg / I5am ', Tabserkn 10 Mr -

Batch No. / Cepusi Ne : B2103447 Batch Size / O6bem cepun: 489.060 KG

L - /489,060 KI'

Analytical Report No. / AuanuTnuecknii oryer Ne: Date of Analysis / Narta anann3a: a: 28-09-2021
12002FP21001967

'Date of Manufacture/,[l(lld II[‘lUlBBO}lCTBa 09/2021 |Date of Expiry / Cpmc FONHOCTH: 08/2024
 Analysis performed according ND / Ananus nposeaen no HJL: IT N014189/01-251220

Page 152_ /_C'rp. 1w 4

—_— =

No Test/ IlokazaTenb Result / PesyaeTar . Specification/ Hopma

1 | Description / Onucanue White round flat beveled edged { White to off-white round flat beveled edged
tablets with "EMT" debossed on | tablets with "EMT" debossed on one side and
one side and number "10" and a | number "10" a break line on the other side. /
break line on the other side. /| beable unu nouty Oelible Kpyrible TabNeTKH
Benble Kpyrable TabNeTKM €O | CO CKOLWIGHHBIMM KpasMUi, ¢ THCHEHUEM

CKOULIEHHbIMH KpasimH, ¢ | "EMT" na oaHoii ctopone U uudpoit "10" u
Tuctenwem "EMT" wHa oaHoO# | pazpenutenbHoil  puckoid  wa  apyrow
cropoHe 1 uudpoit  "10" wn | cTopoHe.

pazfenuTeNnbHON  pUCKOR  Ha
| NpYroil CTopoHe.

2 | Identification / Complies as prescribed / | The retention time of the major peak in the
IMoanuHHOCTH CooTBETCTBYET ‘ chromatogram of the sample solution should
| correspond with the retention time of
' Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yAEPXKUBaHUs ~ OCHOBHOFO  NWKa  Ha
l XpOMAaTOrpaMMe  MCMbITYEMOro  pacTBopa
. JOIKHO COOTBETCTBOBATH BpEMEHH
‘ yAEPKMBaHUs  [MKa ~ 3Hananpuiaa  Ha
‘ | XpomaTorpamMme  CTaHAApTHOTO  PacTBOpa
| (pazaen «KonnuecTBenoe onpeaeneHuen).
| = = ——— e —
| 3 | Water / Bona 0.6% w/w / 0,6% Not more than 6.0 % / He 6oaee 6,0 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poayxr coorercrByet Tpebosannam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: 0* ) ITpoeepeno: %ﬂ OnobpeHo: Menemkep / Pykosoaurelin
Date / Date / Date / :
Hara: 29-09-2021 Jara: 29-09-2021 Hara: 29-09-2021]

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Batch No. / Cepusi Ne : B2103447

Product: Enam tablets 10 mg / Dnam ", Ta6aerin 10 Mr

[Batch Size / O6bem cepum: 489.060 KG
/489,060 KI"

2002FP21001967

Analytical Report No. / AvaauTuveckuii order Ne:

Date of Manufacture / JlaTa npuﬁm:im'lm: 09/2021

Date of Analysis / laTa amanm3a: 28-09-2021

Date of Expiry / Cpok roinocTu: 08/2024

Analysis performed according ND / Anasnus nposeaen mo H/L: T N014189/01-251220

Page2of 4/Crp.2 u3d

.- Test/ [Tokazareib
| No. ] -
4 | Dissolution /

PacTBOpenne

Result / PesyabTat

Specification/ Hopma

105%, 100%, 99%, 102%, 100%,
101%

5 | Related substances / PojicTBennbIe MpHMeCH

Not less than 80 % (Q) of
CaH2N>Os:C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
'He MEHEE 80 % (Q) C2(>Hsz205'C4H404
(3nananpuna maneatr) OT HOMUHaNbHOIO
copepsxanus yepes 30 MyH.

“Enalaprilat / Duananpunar
Enalapril diketopiperazine /

DHananpuia
JMKETOMUnepasiH
Individual unidentified

impurity / EnvHuunas
HenaeHTuGruupoBaHHas
NpUMech

Total impurities /

Cymma npumeceit

Not detected / He obHapysceHa
Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oGHapyxeHa

Not more than 1.5 % / He Gonee 1,5 %
Not more than 2.5 % / He 6osiee 2,5 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 5.0 % / He Gonee 5,0 %.

6 | Microbial limits / MukpoOuosoruueckasi YHCTOTA

a) Total acrobic microbial
count / ObLuee yncno
a’pOOHBIX
MHKPOOPraHHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YUCJIO JPOAOKEBBIX U
McCHEBBIX rPIOOB

Less than 10 CFU/g/

i
Menee 10 KOE/r

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

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

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

| ¢)E. coli

Absentin lg/
OrcyTeTBYET B 1T

Shall be absent in 1 g/
JIoMmKHBI OTCYTCTBOBATH B | T

Remarks : The Product confirms to ND/
Tpumeuanne: [Ipoaykt coorsetcTBYeT Tpebosarusm HII

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IfoaroToBieHO: “g ; [IpoBepeHo: C/) (_},} OnobpeHo: Menemxep / Pyxosoautenb
)

Date / Date / Date / .

Hara: 29-09-2021 Hara: 29-09-2021 Jlara: 29-09-2021
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Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Enam tablets 10 mg / Iunam”, Ta_6_n_e'r|<u 10 mr
Batch No. / Cepus Ne : B2103447

| Batch Size / O6nem cepun: 489.060 KG

/489,060 KI'

Analytical Report No. / AHanuTHu4eckHii oTueT Ne:
2002FP21001967

Date of Analysis_/ JaTa anasm3sa: 28-09-2021

|Date of Manufagty?/ Jlata npongn_onc_T_Ba: 09/2021

Analysis performed according ND / Anasn3 nposeaen no HL:

Date of Expig/?pox FOAHOCTH: (5_8/2024 ]
IT N014189/01-251220

Test/ [TokazaTenn Result / PesynbTaTt

7 | Uniformity of dosage 23/23
units / OQaAHOpPOAHOCTb

AO3HPOBAHUA

8 As_say/KonuquTBeﬂnoe 9.9 mg/9,9_Mr

onpeacjicHue

Page3of 4/Crp.3u3 4

Specification/ Hopma

; Accep_tance value (AV) should be not more

than 15.0./ Ilokazarens npuemnemoctu (AV)
| pomkeH ObITh He Gosee 15,0.
i

From 9.0 mg to 11.0 mg of
‘ CroH28N>05-C4H4 0O, (Enalapri] Maleate) per
| tablet. / Ot  90Mr o0 11,0 mr
C2H2sNO5 C4H4O4 (3Hamanpuna manear) B
TadJeTKe.

9 | Package/ YuakoBka 10 tablets in PA/AL/PVC

| 6ancrepe.

| NayKy KapToOHHYIO.
[

aluminum (0il blister. 2 blisters
and patient information leaflet in a
carton pack. / o 10 Tabnetok B
[TA/AJUTIBX//anoMunneBoM

[To 2 ©aucrepa c |
| HHCTPYKUHEii M0 MPUMEHEHHIO B |

|

| Tablets 2.5 mg: 10 tablets in aluminum strip

| or in PA/AL/PVC fuil // aluminum  [oil

Iblister. 2 strips or 2 blisters and patient
information leaflet in a carton pack.

[ Tablets 5 me. 10 mg, 20 mg: 10 tablets in

aluminum strip or in PA/AL/PVC foil //

aluminum foil blister. 2. 5, 6. 10 strips or 2,

5, 6, 10 blisters and patient information

leaflet in a carton pack. /

| Tabserkn 2.5 wmr. Ilo 10 tabnerox B

| amoMuHKUEBOM crpune Hili B
[TA/AJUTIBX//amomunueBom O6auctepe. [To

| 2 cTpuna KM No 2 6amcTepa ¢ MHCTPYKUUEH
110 IPUMEHEHHIO B [1AUKY KAPTOHHYIO.

| Tabnetku S mr, 10 mr, 20 mr. T'lo 10 TabaeTok
B allOMHUHHMEBOM  CTpune  WAM B
MA/AJI/TIBX//amomunuesom Sauctepe. 1o

12,5, 6, 10 ctpunos unu no 2, 5. 6, 10

| ByiMcTepoB ¢ MHCTPYKLKEH 110 NPUMEHEHHIO
B 124Ky KAPTOHHYIO.

foil //

Remarks : The Product confirms to ND/
ITpumeyanne: [Ipoaykr coorsercrByet TpebosaHuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
£
5

[ToarorosneHo: hgﬂ I1poBepeno:

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaunrens

&,

Date /
Jara: 29-09-2021

Date /
Hata: 29-09-2021

Date /
Hara: 29-09-2021
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Dr.Reddy’s Q-:‘

Batch No. / Cepns Ne : B2103447

2002FP21001967

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Enam tablets 10 mg / Juam®, Tabaerkn 10 mr

|Batch Size / O6bem cepuu: 489.060 KG

/ 489.060 KI'

'Analytical Repo;'t_N(;. / AnannThaeckuii oryer No:

Date of Analysis / Jlata ananuza: 28-09-2021

Date of Manufacture / JaTta npoussoacrsa: 09/2021]

Date of Expiry / Cpok roanoctu: 08/2024

Analysis performed according ND / Ananus nposesen no HJL: I N014189/01-251220

S.
No. o
10 | Labeling / MapxkupoBka

Test/ IloxazaTennb

11 | Storage conditions /
Xpanenue

Result / PeayabTaT

Complies as prescribed /
CoorBeTcTBYET TpeOOBAHUAM B cooretcTBHK ¢ H/L

Specification/ Hopma

According to ND/

liagc 40t4/Crp.4u3 4

At temperature below 25 °C. / Tlpu Temneparype He Bbiute 25 °C.

12 | Shelflife / Cpok rogHocTH

3 years / 3 roaa

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoayxr cooTBeTcTBYET TpeboBanmsam HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

[ToaroToBneHo: Q_%ﬂ-

Checked by /

[IpoBepeHo: %?ﬂr |

Approved by: Manager/Executive /

Date /
Jlara: 29-09-2021

Date /
Hara: 29-09-2021

Date / ‘
Hara: 29-09-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com

Onobpeno: Menemxep / PykoBoauTens




