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Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Enam tablets 10 mg / Inam", ta6nerku 10 mr B - B
Batch No. / Cepusi No : B2103446 Batch Size / O6bem cepun: 486.690 KG

B - /486,690 KT" -
Analytical Report No. / AnanuTuueckuii oruer Ne: Date of Analysis / JlaTa ananuza: 28-09-2021
2002FP21001957 - -
Date of Manufacture / J/lata nponssojcrsa: 09/2021 Date of Expiry / Cpok roanoctu: 08/2024
| Analysis performed according ND / Anaqms nposeen mo HJI: I1 N014189/01-251220

Page 15?_’4Lcrp'. 1usd

]| 1\?0 Test/ IlokaszaTenb Result / PesynbTar l| 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. /| Benvle unu noutn 6enble Kpyrabie TabaeTKHu
J Benble  Kpyraible TaBfeTkn CO | CO CKOLICHHBIMH KPasMU, C THCHEHHEM |
CKOLIEHHBIMU KpasiMu, ¢ | "EMT" na ofiHoli cropone u undpor "10" u
TcHeHuem "EMT" Ha ofHOWM | pa3znenuTenbHON  pUCKOH  Ha  Apyroi
cropoie ¥ widpoit "10" wu | cTopone.
pasaenuTeNsHOR  pUCKOH  Ha ‘
Jpyroi cropone.
2 | ldentification / Complies as prescribed / | The retention time of the major peak in the
MoanunHoCTh CooTBeTcTBYET ‘ chromatogram of the sample solution should
! correspond  with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
| yaepKMBaHUA ~ OCHOBHOIO  NMKa  Ha
XpoMaTorpaMMe HCMbITYEMOro  pacTsopa
JOJIXKHO COOTBETCTBOBATH BpeMEHH
| ynepxuBaHus  nuka  dHananpuia  Ha
| XxpomaTorpamme cTaH1apTHOTO pacTBoOpa
(pa3znen «KosnnuecTBeHHOE OnpejeneHuey).
3 | Water / Boaa 0.7% wiw / 0,7% Not more than 6.0 % / He 6onee 6,0 %
|
| |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [poaykr coorsercTyeT TpedoBanuam HJT 3akntouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosseHo: [1poBepeHo: O06peno: MeHemxep / PykoBoautens
- k v
Date / Date / Date / =
Jara: 12-10-2021 Hara: 12-10-2021 Hara: 12-10-2021

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. Te! : 9140 4464 2202 & 2203, Fax ; 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Batch No. / Cepunsi Ne : B2103446

Product: Enam tablets I(Tnlg / 9HaM"'LTa_6.IleTKM 10 mr

Batch Size / O6bem cepuu: 486.690 KG
/ 486,690 KI'

2002FP21001957

Analytical Report No. / Ananutuyecknii oruer No:

Date of Alialysis / JlaTa aHanmn3a: 28-09-2021

Date of Manufacture / lara nponspoacrsa: 09/2021

Date of Expiry / Cpok rogaoctu: 08/2024

Analysis performed according ND / Ananus nposenen no HJT: I1 N014189/01-251220

S- Test/ [NokazaTennb
No. S
4 | Dissolution /

PacTtBOpenue

Result / Pesyabrat |

102%

5 B_elated substances / PojcTBenubie npnmec;l

Enalaprilat / Dnananpunar
Enalapril diketopiperazine /
JHananpuia
JAMKeTONUnepa3uH
Individual unidentified
impurity /' EnnHnyHas
HeuleHTHduMpoBaHHas
npumech

Total impurities /

Cymma npumecei

Not detected / He abHapyxeHa
Not detected / He oOHapyxkeHa

Not detected / He oOHapyxeHa

Not detected / He obHapykeHa

6 | Microbial limits / MukpoOHo10ru1ecKast 4ucToTa

101%, 98%, 100%, 101%, 103%, | Not
‘ CyHasN20sCsH.Os (Enalapril Maleate) of
|the label claim in 30 minutes. /
| He menee 80 % (Q) CaoH2sN:20s CyH, Oy
(snananpuia  manear) OT HOMMUHAJILHOTO
conepanus yepes 30 MUH.

1

Page2of 4/ Crp.2 m34
Specification/ Hopma
less than 80 % (Q) of

I"Not more than 1.5 % / He Gonee 1,5 %
Not more than 2.5 % / He 6osee 2,5 %

|
i Not more than 0.2 % / He 6onee 0.2 %
|
|

{ Not more than 5.0 % / He 6onee 5,0 %.

a) Total acrobic microbial
count / Ob1ee Yucio
a3pOOHbIX
MUKPOOPraHn3MOB

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts
and mould count / Obwee
YUCIIO JAPOAOKEBBIX U
MNeCHEBbIX FPHOOB

) E. coli

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

~ Absentin 1g/
OtrcyTctByeT B 1T

Not more than 100 CFU/g /
He Gonee 100 KOE/r

| Shall be absentin 1 g/
HomkHbl OTcyTeTBOBaTE B | T

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr coorsercTByeT TpebGoBanusm H/L

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

Prepared by /
[ToaAroToBAEHO: Cg

b}

Checked by /
[TpoBepeno:

Approved by: Manager/Executive /
Onobpero: Menemxep / PyxosoanTesns

Date /
Jara: 12-10-2021

Date /

Jlara: 12-10-2021

Date /
Jlara: 12-10-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

2002FP21001957

Product: Enam tablets 10 mg / Juam®, TaGerxu 10 mr
Batch No. / Cepus Ne : B2103446

AEIytiEaI_Report No. / Ananurnaeckuii otuer Ne:

Batch Size / O6bem CepHH: 486.690 KG
| /486,690 KI” - -
Date of Analysis / Jlata ananusa: 28-09-2021

_fﬁ(e of Manufactu_re_/ Hata npomsbucnaa_: 09/2021

Date of Expiry / Cpox rognocTi: 08/2024

Analysis performed according ND / Ananus nposegen no HJI: 1 N014189/01-251220

S.
No.. o

7 | Uniformity of dosage
units / OaHoOpoaHOCTB
J03HPOBAHHS

Test/ Ilokazarenb

Result / PesyabTaT

2.1/2,1

8 | Assay / KosinuecrsenHoe
onpenejieHne

10.0 mg/ 10,0 Mvr

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / llo 10 Tabnerok B
[TA/AJUTIBX//amomutueBom
omuctepe. Ilo 2 Oauctepa ¢
WHCTPYKIMeHd [0 MPUMEHEHUIO B
Mayky KapTOHHYIO.

From

Page 3 of 4/ Crp.3u3 4

Specification/ Hopma

| Acceptance value (AV) should be not more

than 15.0./ [lokazaTens npuemnemocru (AV)
JomkeH ObiTh He Bonee 15,0.

9.0 mg to 11.0 mg of
Ca0H2sN->Os-C4H40O4 (Enalapril Maleate) per
tablet. / Ot 90mMr jgo 11.0mr
Cr0H2sN>05-CyH4Oy (3Hananpuna manear) B
TabneTke.

Tablets 2.5 mg: 10 tablets in aluminum strip
or in PA/AL/PVC foil / aluminum foil
blister. 2 strips or 2 blisters and patient
information leaflet in a carton pack.

Tablets 5 mg, 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. /

Tabaerkn 2.5 wmr. Tlo 10 Tabnetok B
ANOMHHUEBOM cTpune M B
[TA/AJITIBX//amomunreBom Gauctepe. o
2 cTpuna win no 2 6auMcrepa ¢ UHCTpyKLMeH
(10 IPUMECHEHHIO B 11aUKY KAPTOHHYIO.
Fadmerkn 5 mr. 10 mr, 20 mr. [To 10 TabneTok
B allOMWHUEBOM  CTpUIE  HMIM B
[TA/AJI/TIBX//antomunuesoM Gnuctepe. [lo
2, 5, 6, 10 crpuno wiu no 2, 5, 6, 10
OJIMCTEPOB C MHCTPYKUKEH NO MPUMEHEHHIO
B MayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: Tlponykr coorsercTryeT TpedboBaHusam HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[Hoarorosnewno: [TposepeHo: Onob6peno: Menemkep / PykoBoanTens
EL
G U

Date / Date / Date /

Hara: 12-10-2021 Jara: 12-10-2021 Hara: 12-10-2021
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
[Product: l*fn_am tablets 10 mg / Dnam”, Tabnerku 10 mr ) o
Batch No. / Cepus Ne : B2103446 Batch Size / O6bem cepun: 486.690 KG
| - / 486,690 KT -
Analytical Report No. / Anajsutndecknii oTdeT Ne: Date of Analysis / laTta ananuia: 28-09-2021
2002FP21001957 B
Date of Manufacture / JaTa npounssoacrsa: 09/2021 Date of Expiry / Cpok roanocru: 08/2024 -
Analysis performed according ND / Ananus nposeaen no H/L: 11 N014189/01-251220

Pagedof4/Crp.4u3 4

1\?(') Test/ Ilokazatenn Result / PesyabTaT Specification/ Hopma
10 _I;béling / Mapkupoeka | Complies as prescribéd / According to ND / '
CooTBeTcTBYET TpeboBaHNAM B cootBetcTBUM ¢ H]]
11 | Storage conditions / 1 At temperature below 25 °C. / ITpu 'TeMnepaType He bie 25 °C.
XpaHenue
12 | Shelflife / Cpox roauocru | 3 years /3 roaa ) R

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanue: [Tpoaykr cootseTcTByeT TpeboBannim HJI 3axmouenne: OJOBPEHO

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

[loarorosneno: l&vj [IposepeHo: Onobpeno: Mene,ukep / Pykosoaurens
7 W

Date / Date / Date / o

Jara: 12-10-2021 Hara: 12-10-2021 Hara: 12-10-2021
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