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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Enam tablets 5 mg / Juam®, Tabserkn 5 mr

Batch No. / Cepust Ne : B2104542

|Batch

2002FP21002502

Analytical Report No. / AHanuTuueckuii oTuer Ne:

Date o

Date of Manufacture / lata npoussoactea: 11/2021

|Date o

483,590 KI

Size / OGbem cepun: 483.590 KG /

f Analysis / Tata anasmsa: 20-12-2021

f Expiry / Cpok rognoctn: 10/2024 N

Analysis performed according ND / Auasms nposenen mo HJI: IT N014189/01-251220
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S.

Test/ IToxa3zarenn
No.

Result / PesyabTaT

1 i)escription / Onncanue

tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side. /

benble Kkpyriible TabneTku co
CKOLLIEHHbIMH KpasMmH, c
TucHeHuem "EMT" na opHoli
CTopoHe ¥ uudpoit "5" wu
pazgenuTenbHOW — puckod  Ha

ZIpYroi CTOpoHe.

White round flat beveled edged |

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.
/ benbte nnu oyt Genble Kpyrible TabneTku
CO CKOLUEHHbIMH KpasiMh, C THCHEHHEM
"EMT" na oaHoit cropoHe u undpoii "5"u
pazenuTeNbHOR  pucko  Ha  gpyroii
CTOpOHE.

2 | Identification /
IMoanuuHOCTEL

Complies as prescribed /
CooTBeTCTBYET

3 | Water/ ﬁona

0.7% w/w / 0,7%

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
yAepXWBaHUS  OCHOBHOrO  NHMKA  Ha
XpoMaTorpaMme HCHbITYEMOro  pacTBOpa
JOJDKHO COOTBETCTBOBATD BpEMEHHU
yAepKHWBaHWS  NUKA  JHananpuna  Ha
XpomarorpaMmme CTaHAapTHOrO —pacTBopa
(pasnen «KonuuecTBeHHOE onpeeieHUes ).

Not more than 6.0 % / He 6oinee 6,0 %

4 | Dissolution /
PacrBopeHue

98%, 101%, 100%,
101%, 100%, 100%

Not less than 80 % (Q) of
C20H28N1205°C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H2sN»0s5 C4H4O4
(oHanampuna Masear) OT HOMHHAILHOrO
cozepxxanus yepe3 30 MuH.

Remarks : The Product confirms to ND/
Ilpumeuanwue: [Ipoaykr coorBercTByeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmwuenue: OJIOBPEHO

Prepared by /
IToarotosneHo:

-

Checked by /
[IpoBepeHo:

Approved by: Manager/Executive /

OpnobpeHo: M{\t-aﬂ;?'mep / PykoBoauTenb

Date / fara: 21-12-2021

Date / lara: 21-12-2021

Date / JlaTta: 21-12-2021
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Pr_oduct:_Enam tablets 5 mg / Duam”, TaGnerku 5 Mr

Batch No. / Cepust Ne : B2104542

Batch Size / O6bem cepuu: 483.590 KG /
483,590 KI'

Analytical Report No. / Ananurnueckuii oTyer Ne:
2002FP21002502

Date of Analysis / laTta anannsza: 20-12-2021

Date of Manufacture / lata mpoussoacTsa: 11/2021

Date of Expiry / Cpok rognocti: 10/2024

Analysis performed according ND / Anaiu3 npoBejeH no HJI: 11 N014189/01-251220
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1‘?(.). Test/ IlokazaTesnb Result / Pe3yabraT Specification/ Hopma
5 | Related substances / PoacTBeHHbIE IPUMECH -
Enalaprilat / Dnananpusnar | Not detected / ne o6HapyxeHa Not more than 1.5 % / He 6ounee 1,5 %
Enalapril diketopiperazine / | Not detected / ne oOnapysxena Not more than 2.5 % / He 6onee 2,5 %
DHananpuna
JKETONUMePasyH
Individual unidentified | Not detected / He o6Hapyxena Not more than 0.2 % / He 6onee 0,2 %
impurity / EnuHnuHas
HeUACHTUPULUUPOBAHHAS
npumech
Total impurities / Not detected / He oOHapyxeHa Not more than 5.0 % / He 6oaee 5,0 %.
Cymma npumeceit
6 | Microbial limits / MukpoGuonornyeckasi YucToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / OGiuee uucio Metnee 10 KOE/r He 6onee 1000 KOE/r
a’poOHbIX
MUKPOOPraHu3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O61uee Metnee 10 KOE/r He Gonee 100 KOE/r
YUCIIO APOMIKEBBIX U
nnecHeBbIX rpudos
c) E. coli Absentin 1g/ Shall be absent in 1 g/
OrcytcTBYyeT B I JlomxHb!l oTCyTCTBOBaTL B 1 T
7 | Uniformity of dosage 43/43 Acceptance value (AV) should be not more
units / OQHOPOAHOCTH than 15.0. / Ilokazarens npuemaemoctu (AV)
J03HPOBAHUSA [0JbKeH ObiTh He 6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBercTByeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by /
IToarorosneHo:

[

Checked by /
[Iposepeno:

Approved by: Manager/Executive /
OnoGpeHo: Mene/piep / PykoBoaurens

Date / arta: 21-12-2021

Date / laTta: 21-12-2021

Date / {arta: 21-12-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tol : +91 40 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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Product: Enam tablets 5 mg / Iuam®, TabaeTkn 5 Mr

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Batch No. / Cepus Ne : B2104542

Batch

Size / O6bem cepun: 483.590 KG/

483,590 KI'

2002FP21002502

Analytical Report No. / AnanuTn4eckuii oTuer Ne:

Date of Analysis / lata ananu3a: 20-12-2021 ]

Date of Manufacture / Jata npoussoacrsa: 11/2021

Date of Expiry / Cpok rognoctu: 10/2024

Analysis performed according ND / Ananu3s nposegen no H/I: IT N014189/01-251220

Page3of 3/Crp.3 u3 3

Test/ IlokazaTenb
No.
8 | Assay/KoaunuecTBenHoe
onpe/eneHue

Result / Pe3yabTaT

Specification/ Hopma

5.0 njng/S,O Mr

From 4.5 mg to 5.5mg of
CroH28N205-C4H4O4 (Enalapril Maleate) per
tablet. / Ot 45Mr j0 55wmr
C20H28N205:C4H4O4 (3Hananpuna manear) s
TabneTKe.

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / Ilo 10 Tabnerok B
[MA/AJUTIBX//antoMaHueBOM
6mucrepe. Ilo 2 6Gauncrepa c
UHCTPYKLIHEeH MO NPUMEHEHHWIO B
NavyKy KapToHHYIO.

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. /

Tabnerxkn 2.5 wmr. Ilo 10 Tabnerok B
ANIOMUHUEBOM cTpune Wiy B
[MA/AJI/TIBX//antomunmeBom Oucrepe. Ilo
2 ctpuna unu no 2 6aucrepa ¢ UHCTpyKuUeH
MO MPUMEHEHHIO B MaUYKy KapTOHHYIO.
Tabnerku 5 Mr, 10 mr, 20 mr. I1o 10 TabneTtok
B aNlOMMHUEBOM  CTpUNe  HWIM B
MA/AJI/TIBX//antomunueBom Gnuncrepe. ITo
2, 5, 6, 10 crpunoB unu no 2, 5, 6, 10
OMUCTEpPOB ¢ UHCTPYKLMEHR TTO MPUMEHEHHIO
B MaUKy KapTOHHYIO.

10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUSM B cootBeTcTBUM ¢ H]J
11 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bblwe 25 °C.
XpaneHue
12 | Shelf life / Cpox roanocru | 3 years / 3 roga - - -

Remarks : The Product confirms to ND/
Hpumeyanue: [Iponykr coorBercTByet TpeboBaHusm HJL

Conclusion : APPROVED /
3axmrouenue: OJOBPEHO

Prepared by /
[loxarotoBneHo:

by

Checked by /
[IpoBepeno:

%

Approved by: Manager/Executive /
OnobpeHo: Menekep / PykoBoauTens

Date / Hara: 21-12-2021

Date / Jlata: 21-12-2021

Date / Jlata: 21-12-2021

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
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