Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Ergduct: Enam tablets 2.5 mg / Juam”, Tabaerku 2,5 mr

Batch No. / Cepnsi Ne : B2104549

~ [Batch Size / O6bem cepuH:
486.240 KG / 486,240 KI'

2002FP22000036

Xnalytical Report No. / AHaiuTHYecKHii oTdeT Ne:

Date of Analysis / JaTa ananusa: 11-01-2022

Date of Manufacture / lata npoussoacrsa: 12/2021

Date of Expiry / Cpox ronnocm} 11/2024

Analysis performed according ND / Ananus nposeaen no HJL: IT N014189/01-251220

Page Lof 4/Cip. 1u3 4

Test/ Iloka3arens

Result / PesyabTar

Specification/ Hopma

1 | Description / Onncanne

| White round flat beveled edged

tablets with "EMT" debossed on
one side and number "2.5" and a
break line on the other side. /

benvle kpyrnble TabneTkn co
CKOLLIEHHbIMH KpasmMHu, c
TucHenneM "EMT" Ha opHo#
cropoe u uudpoi "2.5" m
pa3nenuTenbHo  puCKOM  Ha

JpYroH CTOpOHE.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "2.5" or "5", or "10", or "20" and a
break line on the other side. / benble wnu
noutd Genble  Kpyrible TabJETKH  CO
CKOLUEHHBLIMH KpasMH, ¢ TucHeHueM "EMT"
Ha OJHOM cTopoHe u uudpoii "2.5" unu "5",
und "10", wnum "20" 4 pasnennTenbHOM
pHCKOIf Ha ApYroill CTOpOHE.

2 | Identification /
IMopIHHHOCTDH

Complies as prescribed /
COOTBETCTBYET

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
yAEepXKUBaHUS ~ OCHOBHOrO  NMKa  Ha
XpOMaTorpamMme  MCTbITYEMOro  pacTsopa
JIOJDKHO COOTBETCTBOBATH BpeEMeHU
yAEpXKMBAaHUSI  MUKA  DHaNanpuia  Ha
XpomarorpaMme CTaHAApTHOrO  pacTBOpa
(pasnen «KonuyecTBEHHOE ONpeAeNEHHE ).

3 | Water /Boaa

0.7% wiw 1 0,7%

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBercTByet TpedoBanuam HJI

Conclusion : APPROVED /
3akmaouyenue: OJJOBPEHO

Prepared by /

IloaroroBneHo: h g p

Checked by /
[IposepeHo:

45

Approved by: Managet/Executive /
Ono6peno: Menemxep / Pykosoaurens

n

«

Date /Ilata: 12-01-2022 Date / fata: 12-01-2022

Date / Jara: 12-01-2022
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CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Juam’, Tabaerkn 2,5 Mr - |
Batch No. / Cepus Ne : B2104549 Batch Size / O6bem cepun:

486.240 KG / 486,240 KI'
Analytical Report No. / AHAINTHYECKHIi OTYeT Ne: Date of Analysis / JaTa ananu3sa: 1 1-01-2022
2002FP22000036
Date of Manufacture / JlaTa npou3BojcTRa: 12/2021 Date of Expiry / Cpok rognocrn: 11/2024
| Analysis performed according ND / Ana/in3 nposejien 1o H/1: T N014189/01-251220

Page2 of 4/ Crp.2 u3 4

S.

No Test/ [lokazaTeb Result / Pe3yabTar Specification/ Hopma
4 | Dissolution/ : 102%, 101%, 99%, Not less than 80 % (Q) of|
PacTBOopeHue 99%, 98%, 103% C20H2sN>205:C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He wMeHee 80 % (Q) C20H28N205‘C4H4O4
(pHananpwiia ManeaT) OT HOMMUHAJBHOTO
conepxanust uepes 30 MuH.

5 | Related substances / PoacTBenHbie NTPHMECH

Enalaprilat / DQuananpunar | Not detected / He oGHapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / He obHapyseHa Not more than 2.5 % / He 6onee 2,5 %
DHananpuna

JUKETONMUNepasuH

Individual unidentified | Not detected / ne oGHapyxena Not more than 0.2 % / He 6onee 0,2 %

impurity /  EnuHuuHas
HeugeHTUDUIpOBaHHAS
TIPHUMECH

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

6 | Microbial limits / MukpoOunoJjiorgueckast Y4HCTOTA

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/

count / O6uiee uucno Menee 10 KOE/r He 6onee 1000 KOE/r

a3poOHbIX

MHKPOOPTaHH3MOB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr coorsercTByeT Tpedosanusm HJL 3axaouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ﬂ g ! [IpoBepeHo: Op06peno: Menemkep / PykoBoauteb
Date /JTata: 12-01-2022 Date / Tata: 12-01-2022 Date / JaTa: 12-01-2022
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

[Product: Enam tablets 2.5 mg / Suam’, Ta6aeTkH 2,5 Mr

Batch No. / Cepust No : B2104549

Batch

Size / Oobem cepun:

486.240 KG / 486.240 KT’

2002FP22000036

| Analytical Repo_rt No. / Auanutnueckuii orger Ne:

Date of Analysis / JlaTa anaausa: 11-01-2022

Date of Manufacture / Jlata nponssoacrsa: 12/2021

Date of Expiry / Cpok roanocru: 11/2024

Analysis performed according ND / Ananus nposejen no HJL: 11 N014189/01-251220

Page3 of4/Crp. 3 wid

S.

Test/ IlokazaTeab
No.

Result / PesyabTar

Specification/ Hopma

b) Total combined yeasts
and mould count / O61uee
YUCII0 APOIOKEBBIX U
TNJIECHEBbIX IPHOOB

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

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

| ) E. coli

Absentin 1g/
OTcyTCTBYET B 1T

Shall be absent in 1 g/
JIoJKHBI OTCYTCTBOBATb B 1 1

ompcacsicnue

7 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be not more
units / OgHOpPOAHOCTB than 15.0. / Ilokasatenn npuemnemMoctu (AV)
03U POBAHUS JoJoked GeITh He bonee 15,0.

8 | Assay/KoanuecrBennoe 2.49 mg /2,49 mr From 2.25 mg to 2.75 mg of

Ca20H2sN205C4sHsO4 (Enalapril Maleate) per
tablet. / Ot 225mMr a0 2,75wmr
C20H2sN205-C4sHaO4 (pHaNanpuna masear) B
TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayKT cooTBeTCTBYET TpeGosanusam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
[ToarorossieHo:

Checked by /
[IposepeHo:

gl

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTeb
n

A

Date /TaTta: 12-01-2022

Date / Tata: 12-01-2022

Date / lata: 12-01-2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

'Product: Enam tablets 2.5 mg / Inam", TaGnerxu 2,5 mr

Batch No. / Cepusi Ne : B2104549

Batch Size / O6bem cepuu:
486.240 KG /486,240 KI”

2002FP22000036

'Aﬁlytical Report No. / AHannTHuecKuii oTyer No:

Date of Analysis / lata ananu3a: 11-01-2022

Date of Manufacture / lata npouzBoacTsa; 12/2021

Date of Expiry / Cpox roganoctu: 11/2024

Analysis performed according ND / Ananus nposejen mo HJL: IT N014189/01-251220

Page 4 of 4/ Crp. 4 u3 4 '

Test/ IlokasaTenb
No.

Result / PesyibTaTt

Specification/ Hopma

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / ITo 10 Tabnetok B
[TA/AJI/TIBX//antoMuHHEBOM
onucrepe. Ilo 2 Oaucrepa ¢
MHCTPYKUHEH NO NMPUMEHEHHIO B
MavKy 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. /

Tadnerxku 2.5 mr. I[lo 10 Ttabnerox B
aNOMUHNEBOM cTpune WK B
TTA/AJI/TIBX//amomunneBom Onuctepe. I1o
2 cTpHlia Wik No 2 6aucTepa ¢ HHCTPYKUHEH
110 NPUMEHEHUIO B TAUKY KAPTOHHY!IO.
Tabnerku 5 mr, 10 mr. 20 mr. ITo 10 TabsietTok
B allOMMHUEBOM  CTpUne  WIH B
MMA/AJI/IIBX//antomuHueBom Onuctepe. ITo
2,5, 6, 10 crpunos unu no 2, 5, 6, 10
BJAUCTEPOB C HHCTPYKLMEH 10 NIPUMEHEHHIO
B MayKy KapTOHHYIO.

10 | Labeling / MapxupoBKa

Complies as prescribed /
CoorseTcTBYET TPeOOBAHUAM

According to ND /
B coorsercrBun ¢ HJJ

11 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpy Temnepatype e Bbiwe 25 °C.

12 | Shelf life / Cpox roanocTn

3 years / 3 rofa

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykr cootBeTcTByeT Tpebosanusam H/L

Conclusion : APPROVED /
Bakioucuue: OJIOBPEHO

Prepared by /
[ToaroTosneHo:

Checked by /

[IpoBepeHo: Q/éﬂv

Approved by: Manager/Executive /
Opo6peno: Menemkep / PykoBoautens
n

%

Date /Tata: 12-01-2022

Date / JTata: 12-01-2022

Date / JTata: 12-01-2022
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