Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

'Product: Enam tablets 5 mg / Duam”, TabreTsn 5 mr - B
Batch No. / Cepust Ne : B2103391 Batch Size / O6bem cepun: 480.370 KG /

- - 480,370 KT' - -
Analytical Report No. / AnanuTnueckuii oryer Ne: Date of Analysis / laTta anaaun3a: 21-09-2021
2002FP21001897 -
Date of Manufacture / Jlata npoussoacrsa: 09/2021  |Date of Expiry / Cpoxk roanocrn: 08/2024
Xnalysis performed according ND / Ananu3 nposeaen no HJL: IT N014189/01-251220

l’age_l ()_f_li_/(_"l'p. 1uz3

S.
No.| 070K . R )

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 "5" and a | number "5" and a break line on the other side.
break line on the other side. / | /benble unu noutu 6envie Kpyrabie TadbNeTKH
Benble  kpyrable TabNeTKM €O | CO CKOLIEHHBbIMH KPasgMH, ¢ THCHEHUEM
CKOLLIEHHbIMH KpasiMu, ¢ | "EMT" Ha onHoit cTopone w widpor "5"n
TucHenuem "EMT" nHa onHOW | pa3menuTensHON  pUCKOW — HAa  Apyroit
cTtopoHe W uucpoir  "S"  u | cTopoe.
pazgenuTenbHOW  pUCKOM  Ha
JAPYrO# CTOpOHE.

Test/ Iloka3aTesb Result / Pesyabrat Specification/ Hopma

2 | Identification / Complies as prescribed / The retention time of the major peak in the
HoanuHHOCTL CoOTBETCTBYCT chromatogram of the sample sotution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems |
YAEPHKUBAHUS ~ OCHOBHOrO  [IMKa  Ha
xpomarorpaMme  UCIbITYEMOro  pacTBopa
JOHKHO COOTBETCTBOBATD BPEMEHH
yAepKWBaHUS  MHKa  3Hajanpuia  Ha
XpoMarorpamMme  CTaHZApTHOro  pacTeBopa
(pazaen «KonnuecTBEHHOE OTIPEACIIEHHEN).

3 | Water/ Bona 0.6% wiw / 0,6% | Not more than 6.0 % / He 6onee 6,0 %
4 | Dissolution / 98%, 101%, 100%, " | Not less than 80 % (Q) of
PacTtBOopenue 101%, 102%, 100% C20H2sN205-CiH4O4 (Enalapril Maleate) 0f|
the label claim in 30 minutes. /|
He menee 80 % (Q) ConngzOs'C4H4O4
(oHananpuna Manear) OT HOMMHANLHOIO
cogepxatins uepe3 30 MUH.
Remarks : The Product confirms to ND/ - Conclusion : APPROVED / !
Ilpnmeqanue: [Ipoaykt coorBercTnyet Tpetosanmsim H/L 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosneHo: ﬂé: ) IIpoBepeHo: & Onobpero: Mewneuiep / Pykosoaurens
Date / JTata: 22-09-2021 Date / JlaTta: 22-09-2021 Date / Jlara: 22-09-2021

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
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

'_ljrod—uct: En_aln tablets 5 mg / Jnam’ , TaBJIeTKH 5 MT

S.
No.
5

Batch No. / Cepusi Ne : B2103391

Batch Size / O6nem cepun: 480.370 KG /
480.370 KI'

XnalyTica_l Rgo_rt_No. / AmaauTuaeckmii oryet Ne:
2002FP21001897

Date of Analysis / lata anamu3a: 21-09-2021 '

'Date of Manufacture / Jlara npousBoacrsa: 09/2021

Date of Expiry / Cpox 1'_q_u__|__|_ncTu—:02_3/20_24

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

Page2of 3/Crp.2m33

Test/ Ilokaszarenb

Result / PesyabTaT

Related substances / Pojcroentbie npinecu

Specification/ Hopma

Enalaprilat / DHananpunar
Enalapril diketopiperazine /
Iuananpuna
| nuKeTonunepasnt
[ Individual unidentified
impurity / EpuHuyHas
HeuaeHTHOUUHIPOBaHHAA
MPUMECh
Total impurities /
CymMa npumecei

Not detected / e obHapyxeHa
Not detected / He oOHapy»keHa

Not detected / He oBHapyxeHa

Not detected / e obHapyxeHa

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

Not more than 0.2 % / He 6onee 0.2 %

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

Microbial limits / MukpoGunosornieckasi YMcToTa

a) Total aerobic microbial
count / ObLuee uucino
a’poOHbIX
MUKPOOpPraHH3MOB

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

b) Total combined yeasts
and mould count / Odwee
YUCIO JPOXKIKEBBIX U
fECHEBbIX TPUOOB

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

¢) E. coli

Uniformity of dosage .
units / OQAHOPOAHOCThL
103UPOBAHHSA

Absentin g/
OTCcyTCTBYET B I T

52752

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

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

Shall be absentin 1 g/
JIo/mKHb! OTCYTCTBOBATL B 1 T

Acceptance value (AV) should be not more
than 15.0./ITokasaresns npuemaemoctu (AV)
JoJKeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr coorsercrayer Tpebosanusm H/JL

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
[ToaroToBaeHO:

G-

Checked by /
[1posepeHo:

Approved by: Manager/Executive /
Opno6peHo: Memrﬁ?p / PyxoBoauTens

/

Date / Jlata: 22-09-2021

Date / Tata: 22-09-2021

i
Date / Jlata: 22-09-202
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CERTIFICATE OF ANALYSIS
CEPTU®UNKAT AHAJIM3A

Batch No. / Cepusi Ne : B2103391

[Product: E_na?tz:lblets 5 mg/Juam’, Tabierku 5mr

Batch Size / Oﬁbtevcepnn:_4§0.370 KG/

480,370 KI' )
mlytical Report No. / AHanuTayeckuii oruer Ne: Date of Analysis / lata ananmm3a: 21-09-2021
2002FP21001897 S
Date of Manufacture / Jlata npousBoactsa: 09/2021 Date of Expiry / Cpox rognocru: 08/2024

ﬁmlj}is performed according ND / Anaaus nposejen mo H/L: 11 N014189/01-251220

Page3of 3 /Crp.3 mu3 3

5]

No Test/ [loka3zarean Result / PesynbTaT Specification/ Hopma
8 | Assay/ KonuuecTBennoe 49mg /49mMr From 4.5 mg o 55mg  of
ompeneseHne | Cy0H2sN1>05°C4H4O4 (Enalapril Maleate) per
| tablet. /" Or 4,5wmr Jife) 5.5 Mr
| C20H2sN205C4HsQO4 (FHaNanpuna manear) B
| Tabnerke.
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 leafletina | blister. 2 strips or 2 blisters and patient
carton pack. / ITo 10 Ta6netok B | information leaflet in a carton pack.
[TA/AJI/TIBX//amomunueBom lablets 5 mg. 10 mg, 20 mg: 10 tablets in
6auctepe. Ilo 2 6aucrepa c | aluminum strip or in PA/AL/PVC foil //
uHCeTpyKuMeil o npumetennio B | aluminum foil blister. 2, 5, 6, 10 strips or 2,
Mayky KapTOHHYO. 5. 6, 10 blisters and patient information
leaflet in a carton pack. /
; Tadaerkn 2,5 wmr. [lo 10 Tabnetox B
aNIOMUHHEBOM cTpune nan B
MA/AJV/TIBX//aniomunnesom dancrepe. [lo
2 cTpuna WM o 2 6nucrepa ¢ HHCTPYKUHEH
MO NPUMEHEHHUIO B NAYKY KapTOHHYIO.
Tabnerku S mr, 10 mr, 20 mr, Io 10 Tabnerok
B aJIOMHHHEBOM  CTpune  WAM B
MA/AJI/TIBX//antomutnesoM Gaucrepe. TTo
2,5, 6, 10 crpunos unu no 2, 5, 6, 10
| GAMCTEPOB C MHCTPYKUHEH N0 NPUMCHEHHIO
| B mauky KapTOHHYIO.

10 | Labeling / MapkupoBka

Complies as prescribed / | Accordingto ND /
CooTBeTCTBYET TPEOOBAHWAM | B coorsercrBun ¢ HJI

11 | Storage conditions /
XpaHeuue

12 | Shelf life / Cpok roHOCTH

At temperature below 25 °C. / [Ipu Temnepatype ne Bbiwie 25 °C.

3 years / 3 rona o - R

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

Ipumeuanue: Tlpoaykt cootsetciiyet Tpebosarmam HJL 3aknouenue: OJOBPEHO

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

[ToaroToBnieHo: b—&ﬂ/ [TposepeHo: % Ono6peno: Menepkep / Pykosoantesib
/0

Date / Hara: 22-09-2021 Date / TaTa: 22-09-2021 Date / dara: 22-09-2021]
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