Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJHU3A

Product: Enam tablets 20 mO/ Fuam”, Tabaerkn 20 mr
|Batch No. / Cepusi Ne : B2103999 {

|
[Analytical Reporl No. / Asaganrnueckuil oTuer Ne:

12002FP21002262

Batch Size / O6bem cepuu: 427.070 KG/

Date of Analysis / JlaTta ananu3za: 23-11-2021

427.070 KI'

‘Date of Manufacture / Jara npon iBO[lLTBa 11/2021

Analysis perfermed awondmg ND / ARaJu3 nposeieH 1o HI[ 1 N014189/01- 251220

‘Date of F\pn ¥ / C[)OK roJHOCTH: 10/2024

' ’\§0 ; Test/ ITowazaTens Result / Pesyantar
1 I_)escription/Olmga_n_;ié | White round flat beveled edged
tablets with "EM'I" debossed on
onc side and number "20" and a
break line on the other side. /
| | benbie  kpyritbie  Tabnerku  co
| CKOLEHHBIMH Kpasmu. c
TucHeHnem "EMT" na oaHoil |
cTopoHe u  uudpodt  "20" wu |
pasaenurelnibHOW  puckod  Ha
‘1 JIpyroi CTOpoHe.
! 2 | Identification/ "__C_omplies as prescribed /
IMoaanHHOCTH CoOOTBETCTBVET
|
!
_[ 3 | Water/ Boaa C0.7% wiw/0.7%

Page 1_0_f4 / (_T'rp. 1uz4
Specification/ Hopma

White to oft-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "20" and a break line on the other
side. / benble uanm noutn Genblie Kpyrible
TaONETKW CO CKOWEHHBbIMM  KpasMu, ¢
TueHeHnem "EMT" Ha opHoil cTopone W
undpoii "20" 1 paznenuTesibHOR PUCKOI Ha
ApYroi CTopoHe.

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"). / Bpemst
YACPIKMBAHHMS ~ OCHOBHOMO  NUKa  Ha
XpomMarorpaMme  UCNbITYEMOrO  pPacTeopa
JOJKHO COOTBETCTBOBATH BPEMEHH
YAEKHBAHUS  MuKa  dHananpuia  Ha
XpoMaTorpamme CTaHJapTHOrO  pacTBOpa
(paznen «KonuuecTeHHoe onpeaeneHuey).

‘Not more than 6.0 % / [%6(;‘[6_6_6,0 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykt cooTBeTcTBYET TpedoBaHMsIM H]J

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

[ToarorosaeHo: Qg\}/.’_’ [1poBepeHo:

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoautesb

(8]

Al

/8%
Date / Date / B

Hara: 24-11-2021 Jara: 24-11-2021

Date /
Hara: 24-11-2021
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Dr.Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Enam tablets 20 mg / Juam", Tabnerkn 20 mr

Batch No. / Cepusi Ne : B2103999 Batch Size / O6nem cepun: 427.070 KG/
427,070 KI'

Analytical Report No. / Auaautnueckuii orueT No: Date of Analysis / laTta ananu3za: 23-11-2021

2002FP21002262 IV — —— o

\Date of Manufacture / lata npoussoacrsa: 11/2021 Date of Expiry / Cpok roasocrn: 10/2024

Analysis performed according ND / Auanus nposegen no HJI: T N014189/01-251220

Page2of4/Crp.2us 4

NS(') Test/ Ilokazareib Result / PesynbraT Specification/ Hopma
| 4 | Dissolution / 99%. 101%, 101%, 103%, 100%, | Not less than 80 % (Q) of |
PacrBopenne 99% Ca0H2sN205-C4H40O4 (Enalapril Maleate) of |
the label c¢laim in 30 minutes. /

He Menee 80 % (Q) CgonsNzOs'CI|H/1O/|I
(anananpuna manear) oT HOMUHANLHOTO |
conepxanus yepes 30 MUH.

5 | Related substances / Poncteenubie npumMecH

Enalaprilat / Bnananpunar | Not detected / He oGHapyxkeHa “Not more than 1.5 % / He 6onee 1.5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 601ee 2,5 %
DHananpuna Not detected / He oOHapy»eHa

JMKETONUNEPA3HH

Individual unidentified | Not detected / He o6HapyxkeHa Not more than 0.2 % / He 6osee 0.2 %

impurity / EnvHuuHas
HeuIeHTHPULKMPOBAHHAS

npumech .
Total impurities / Not detected / He oOHapyxeHa | Not more than 5.0 % / He 6onee 5,0 %.
Cymma npumeceit

6 | Microbial limits / Mukpo6uosiornueckasi YMcTOTA

a) Total aerobic microbial Less than 10 CFU/g / ' Not more than 1000 CFU/g /
count / ObLee yucho Menee 10 KOE/r He 6onee 1000 KOE/r
a9poOHbIX

MUKPOOPraHM3MOB

b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFlU/g /
and mould count / Obuiee Meunee 10 KOE/r He 6osee 100 KOE/r

YKCTO JIPOAOKEBBIX U
MAeCHEBbIX PHOOB

c) E coli Absentin 1g/ Shall be absent in | g/
OTCyTCTBYET B 1T Jlo/KHBI OTCYTCTBOBATL B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Tpoaykr coorBeTcTBYeT TpeGoBanusm HJJ 3axmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosiieHo: ITposepeno: Ono6peHo: Menemxep / Pykosoaurein

A ;

Date / Date / Date /
HaTta: 24-11-2021 Hara: 24-11-2021 Hara: 24-11-2021
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Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Enam tablets 20 mg / Inam ', Tabaerkn 20 mr
Batch No. / Cepusa Ne: B2103999 |Batch Size / O6bem cepun: 427.070 KG/

j 427,070 KIT
Analytical Report No. / Ananutiueckuii oruer No: (Date of Analysis / laTa ananusa: 23-11-202]
2002FP21002262 o | - ]
Date of Manufacture / Jlata npoussoacrsa: 11/2021 [Date of Expiry / Cpox roanocru: 10/2024
|Analysis performed according ND / Ananus nposeaen no HJL: TT N014189/01-251220

S ] o ) Page30f4/Crp.3m3d

S.

No Test/ ITokasatenn Result / Pesynbrar Specification/ Hopma

Uniformity of dosage 43/473 Acceptance value (A_V)_Sh_OL_lld be not more
| units / OgHopoaHoOCTD than 15.0./Iloka3arens npuemnemoctu (AV)
| 103UPOBAHMSA J0JKEH ObITh He Doaee 15,0.

8 | Assay/KouandecrseHHoe 20.1 mg /20,1 mr From 18.0 mg to 22.0mg of
' onpejelieHHe C1H28N>05-C4H4O4 (Enalapril Maleate) per
tablet. / Ot 180mMr g0 22,0wmr
C20H2sN205-C4H4O4 (3nananpuna maneatr) B
TadneTke.

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 in a | blister. 2 strips or 2 blisters and patient
carton pack. / o 10 tabnerok B | information leaflet in a carton pack.
TTA/AJU/TIBX//antoMiHreBOM | Tablets § mg. 10 mg. 20 mg: 10 tablets in
6nncrepe. [lo 2 6Gaucrepa c | aluminum strip or in PA/AL/PVC foil //
WHCTpYKUMel no npumeneHuto B | aluminum foil blister. 2, 5. 6, 10 strips or 2,
nayky KapTOHHYIO. | 5, 6, 10 blisters and patient information
leaflet in a carton pack. /
Tabnetkn 2.5 wmr. Ilo 10 Tabnerok B
| aNIOMUHHEBOM cTpuie WK B
[TA/AJ/IIBX//amomunuesom Gauctepe. Mo
2 cTpuna unu no 2 6aucrepa ¢ HHCTPYKLUEH
M0 NPUMEHEHUIO B NAYKy KAPTOHHYIO.
Tabnerku 5 mr, 10 mr, 20 mr. ITo 10 Tabnetok
| B a/ltOMUHWEBOM  CTpUNE  WAM B
| TIA/AJUTIBX//amomunneom Giuctepe. [lo
2, 5, 6, 10 crpunoe wunu 1o 2, 5, 6, 10
OAMCTEPOB C MHCTPYKUMEH O NPUMEHEHKIO
B Ma4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cootsercTByeT TpeboBanuam HJ[ 3akmodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarotorneno: npOBepCHOZQ//L Opnobpeno: Menepxkep / Pykosoaurens
g#/ /5% A

Date / Date / Date /
Hara: 24-11-2021 Jata: 24-11-2021 Hara: 24-11-2021
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product: Enam tablets 20 mg / Ouam®, tadserku 20 mr N

Batch No. / Cepusi Ne : B2103999 Batch Size / Oobem cepun: 427.070 KG/
427,070 KT

Analytical Report No. / Auasinrnuecknii oruer Ne: Date of Analysis / /laTta ananuza: 23-11-2021

2002FP21002262 _ B

Date of Manufacture / Jlata npon3goacrsa: 11/2021 Date of Expiry / CpOK_rouHOCTﬂ:_i 0/2024 ]

Analysis performed according ND / Anasus nposenen no HJI: TT N014189/01-251220 B N

Pagedof 4/Cip. 4 usd

[s.

No Test/ IlokasaTenb Result / PesyabTat Specification/ Hopma
10 | Labeling / MapkupoBska Complies as prescribed / According to ND / N
CoorsercTByeT TpeboBaHHSIM B coorsetcTBuu ¢ HI
11 | Storage conditions / At tem_per_ature below 25 °C./ l'[_pn Temnepartype He Bbiwe 25 °C
XpaHeHue
12 | Shelflife / ép_OK rogHocTy | 3 years /3 roja

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poayxr cooTBeTcTBYET TpeboBanuam HJI 3akmodenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: K{Q{r’—’ [IposepeHo: Opnobpeno: Menemkep / PykoBoautens
Date / Date / Date /

JlaTa: 24-11-2021 Hara: 24-11-2021 Hara: 24-11-2021
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