Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product: Enam tablets 10 mg / Duam®, rabaericu 10 mr . -
Batch No. / Cepus Ne : B2103810 Batch Size / O6bem cepun: 487.900 KG
/487,900 KI"

Analytical Report No. / Anaauraueckuii oruer Ne: Date of Analysis / Jlara apasmsa: 03-11-202]

2002FP21002175 o | N S
Date of Manufacture / Jlara nponssoactsa: 10/2021 | Date of Expiry / Cpok roanoctu: 09/2024
Analysis performed according ND / Ananaus nposeaen no HJI: TT N014189/01-251220

_ Pagelofd/Crp.1u3d

S.
No. B i )
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. /
brcak line on the other side. / Benbie win noutn Gensie Kpyrabie TabneTku
Genbie  xpyrable TabneTkn €O €O CKOLWIEHHBIMH KpasMW, ¢ THCHEHHEM
CKOLLEHHBIMH KpasMu, ¢ | "EMT" na oaHoii cropone v undpoii "10" u
TucHeunem "EMT" wa oanol | pasnenutensHoil  puckoi  Ha  apyroi
cropove 1 uuadpoi "10" wu CTOpOHE.
pasjenuTeNsHol  puckoil  ma |
Apyroii cropoxe. ;

Test/ [NokazaTens Result / PesyabTat Specification/ Hopma

2 | Identification / Complies as prescribed / ' The retention time of the major peak in the
HoanuunocTs CoorBetcTByeT | chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
| standard solution (section "Assay"). / Bpems
| YACPXKHBAHUA ~ OCHOBHOMO  NHKa  Ha
| XpOMaTorpaMme  HCMbITYEMOro pacTBopa
JOJKHO COOTBETCTBOBATD BpeMeHH
YACPKMBAHUA  NMKA  JHajanpuaa  Ha
XpOMaTOrpaMMme  CTaHAapTHOrO  pacTaopa
» (paznen «KonuvecrseHHoe onpeaencHHe»).

3 | Water/Boga 0.6% wiw / 0,6% | Not more than 6.0 % / He 6osiee 6,0 %
i
e e ! -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [poaykr coorsercrayer Tpeboparuam HJL 3akmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroropnexo: IposepeHo: Onobpeno: Menemkep / PykoBoaurens
Date / Date / Date / |
Hara: 03-11-2021 Jlarta: 03-11-2021 Jara: 03-11-2021

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



Dr.Reddy’s “:‘.

2002FP21002175

Product: Enam tablets 10 mg / Iuam®, rabnericu 10 mr
Batch No. / Cepua Ne : B2103810

'Ari-z_anli("fi-cal Re;_)c'nrtho. / AnanuTnueckmit orver Ne:

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

No.
4 | Dissolution /

Pacrsopenue

Duananpuna
JIUKETOMHNEepasuH
Individual
impurity

npumech
Total impurities /
Cymma npumeceii

Test/ lokasaTean

Date of Manufacture / Jlava upuﬁiso_,z;cma: 10/2021 L
/Analysis performed according ND / Anaaus nposeten no H/L: 11 NO14189/01-251220

'Related substances / PO}!C'I'B}_!!I:!EI_Q npHMecH
Enalaprilat / uananpunat
Enalapril diketopiperazine /

unidentified
! Enunnunas
HEUNEHTUDULIHpPOBaHHAs!

Result / PesyabTar

100%, 98%, 100%, 97%, 100%, | Not

97%

Not detected / He o6HapyxeHa

Not detected / He obHapyxena

Not detected / e oGnapyxena

Not detected / He 0BHapyxena

\Batch Size / O6uem cepun: 187.900 KG
/487900K"
Date of Analysis / JaTta ananusa: 03-11-202]

" Date of Expiry / Cpok rohnmc’rl? 09/2024

|

Microbial limits / MukpoGuoJiornyeckas yncrora

 Page2of4/Crp.2usd

Specification/ Hopma

less than 80 % (Q) of
C20H2sN205°C4HsO4 (Enalapril Maleate) of
( the label claim in 30 minutes. /
i He menee 80 % (Q) ConzsNzOs'C4H404
! (oHananpuna maneat) OT HOMMHAILHOMO

| conepkanus uepes 30 MuH,

| 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 %.

a3poOHbIX
MHKPOOPraHH3IMoB

;) Total aerobic microbial
count / Obuee yucno

Less than 107C.'F‘-U/g/
Menee 10 KOE/r

naecHeBbIX rpubos

¢) E. coli

b) Total combined yeasts
and mould count / Obuiee
YHCAO APONGKEBLIX U

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

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

| Not more than 100 CFU/g /

He 6onece 100 KOE/r

I

Absent in Ig/
Orcyrersyer B I

"Shall be absent in 1 g/
JlomkHbl OTCYTCTBOBATL B |

Remarks : The Product confirms to ND/
Hpumeuanue: [ponykr coorercTByeT TpedoBanuam HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TMoaroroeneno: @‘@ IlpoBepeno: Onobpeno: Menemkep / Pykosoautens
Date / Date / Date / ;

Hara: 03-11-2021 Jlara: 03-11-2021 Jara: 03-11-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034,
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Emai
Factory : Survey No. 42, 45 & 46, Bachupally Village,

Telangana, India. Tel :

A

Telangana, India. CIN ; L85195TG1984PLC004507
| : mail@drreddys.com www.drreddys.com

Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




Dr.Reddy’s €:¢

EProdu'c-t':" Enam tablets 10 mg / Iuam”, Tabaerkn 10 mr

|Batch No. / Cepust Ne : B2103810

'Analytical Report No. / Anaswrivieckuii oruer No:

12002FP21002175
{Date of Manufacture / lata npon

CERTIFICATE OF ANALYSIS
CEPTHOHRAT AHAJTH A

Batch Size / O6n.em cepun: 187.900 KG
| /487.900KI" s ——
Date of Analysis / Jara anaausa: 03-11-2021

P Y, T M

;(; Test/ [Mokazarens Result / Pesyabrat
7 | Uniformity of dosage 24/2.4
units / OaHopoanocTs
JA03HPOBaHHS
8 'Assay / Kosmuectsennoe 9.9mg /9,9 mr
onpeae/ieHne
9 Package / Ynakoska | 10 tablets in PA/AL/PVC foil //

aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / I'lo 10 TabneTok B
[TA/ATITIBX//antomunneBom

_ |Date of Expiry / Cpox roamoctn: 09/2024
| Analysis performed according ND / Ananus nposegen no H/: IT N014189/01-251220

Page3of4/Crp.3usd

Specification/ Hopma

'Accieptance value (AV) should be not more
than 15.0./IMoka3sarens npuemnemoctr (AV)
posken ObITh He Donee 15,0.

From 9.0mg to 110 mg  of
Ca0H2sN205-C4Hs0O4 (Enalapril Maleate) per
tablet. / Or 90mr go 11,0wmr

CaoH2sN:05-C4HaOy (oHananpuna manear) s
rabnerke.

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

Onuctepe. Ilo 2 Gnucrepa ¢ |

nayky KapToHHYIO.

HHCTPYKUHEH MO MPUMEHEHHIO B |

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. /

Tabnerkn 2.5 mr. Ilo 10 Tabnerox B
anioMUHHEBOM CTpHNe WM B
[TA/AJITIBX //aniomunnesom Bructepe. To
2 ctpuna uau no 2 Giucrepa ¢ MHCTpyKUMEit
N0 MPUMEHCHHIO B 1A4KY KAPTOHHYIO.
Tabnerxu S mr, 10 mr, 20 mr. [o 10 rabuerox
B QJIOMMHMEBOM  CTpUMe  HWIH B
TA/AJI/TIBX//amomununesom Gnuctepe. [lo
2, 5, 6, 10 crpunoe unu no 2, 5, 6, 10
| BnUCTePOB ¢ HHCTPYKUHEN [0 MPUMEHEHHEO
| B NauKy KapTOHHYIO.

Remarks : The Product confirm
Ipumeuanne: [Mpoaykr coorse

s to ND/
TeTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarotornenoy (£ [lpoBepeHo: Onobpeno: Menexep / Pykosogurens
Date / Date / Date / /

Jara: 03-11-2021 Hara: 03-11-2021 Jlara: 03-11-2021

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 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. Tel : 9140 4464 2202 8 2203, Fax: 9140 4464 2276, www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJLM3A

Product: Enam tablets 10 mg / Inam”, taGaerxu 10 mr

Batch No. / Cepusi Ne : B2103810 Batch Size / Oobem cepun: 487.900 KG
|/487.900K" - -
il)ate of Analysis / Jara anammsa: 03-11-202]

Analytical Report No. / Anaauruuecknii oruer Ne:
2002rpP21002175 - . - o -
Date of Manufacture / Jlata nponssoactea: 10/2021 ii)ate of Expiry / Cpox rommoctu: 09/2024
Analysis performed according ND / Auasans nposenen no H/L: [T N014189/01-251220 o i
_ Pagedofd/Cip.du3d

Ns(') Test/ TlokazaTenn Result / Pesyabrar . Specification/ Hopma
10 L:i"beling / MapkupoBka Complies as prescribed / According to ND / '
CoorsetcTeyeT TpebGoBaHHAM | B coorsercreuun ¢ HJ1
R —————le = = = N U
11 | Storage conditions / At temperature below 25 °C. / Tpu Temneparype He Bbilie 25 °C.
Xpauenue
12 | Shelflife/ Cpoxk roanocrs | 3 years /3 roma -

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

[Ipumeuanue: poayxr coorserctpyer Tpebopanuam HJL 3awmodenue: OJJOBPEHO

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

[ToaroroBaeno: [Mposepeno: Onobpeno: Menexep / PykoBoauTten
% Vi)

Date / Date / Date / |

Jara: 03-11-2021 Hara: 03-11-2021 JHara: 03-11-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195T G1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@d rreddys.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




28.12.2021 r.
Ne 2540/21

Dr.Reddy’s '!‘

000 «Jlp. Penan’c JlaGopatopucy

115035, r. Mockza,
OsunnnukoBckas Ha6., 1. 20, ctp. 1

Tenedon (495) 795 39 39
www.drreddys.ru
www.drreddys.com

CBUJETEJILCTBO O COOTBETCTBUU
TPEBOBAHISIM I'OCY ZIAPCTBEHHOM PETICTPAITAN

Hacrosimpum OO0 «/Ip. Pepu’c JTaGopatopucy YAOCTOBEPSET, YTO
JIeKapCTBEHHBIH IIperapar ULl MEIUIHHCKOTO TIPUMEHEHHS:

Haumenoearue JII1:
MHH:

Jlexapcmeennas opma,
opma svinycka:

PY Ao, oama:

HI[, usmenenue No:

lIpouseooumenv, cmpana:

Adpec npouzeoocmea:

Cepus Ne:
Konuuecmso:

Hama uzeomoenenusa:
Cpox 200nocmu:

Koo OKII[]2:
Koo TH BOJ:
Koumparxm Ne:
Hueoiic Ne:

OHaM®
Onananpun

Tabnetku 10 mr (6imcrep) 10 x 2 (nauka
KapTOHHas)

I[INO014189/01 ot 18.03.2009 (mara 3ameHsI PY
25.12.2020)

ITN014189/01-251220

H-p Penmn’c JlaGoparopuc JItx., Mamus
Formulations Technical Operations — Unit-1II, Survey Ne 42, 45 &

46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India — 500 090

B2103810
117348 ymakoBox
10.2021

09.2024

21.20.10.142

3004900002

DRL 01/2020 ot 26.10.2020
185032002 ot 13.11.2021

COOTBETCTBYET TPEOOBAHMSM, YCTAHOBIIEHHBIM HPH €r0 rocyAapCTBEHHON

YIONHOMOYEHHEI 110 KauecTBy /)

BBO3HMOM IPOIYKITHH

pemcwu@% )

- !
45‘;1;-"\% {,xﬂé‘l-;c,ﬁ_

R

Hatuit A.B.



«CBeileHnA o0 BBOAE B rpaxgaHcknii 0dopoT B Poccuinckon degepauymm nekapCTBEHHbIX
cpencTs No coctoAHUo Ha 02.04.2022 16:52»

Iara precenns B AHC T . :vsxuwwnﬁgw CaejteHHs 0 CTAJHAX Hopmatusnas Opram, Hosep Elossep; amoa
Pocanpasmamopa 0proBo¢ HAHMEHOBAHHE (BbITyCKAMOMIHG Crpana IpomBORcTSA OREARRETAR BbINYCTHBILAS B CePHH, pa3penieHHs
KOHTPOJIb) rpaxnaHckui obopor NAPTHH na HIIII
OHaM®; tabnetku 10 mr 10 - I-p Pepon'c W
28.12.2021 ., GacTeps (2), nauxy f-p Peamn'c Hims | JlaGopatopue Jita, TNO14189/01-251220 | 90O "Ap- Peae B2103810 .
JlaGopatopuc Jita P JlaGoparopuc

KapTOHHbIE/ ~




