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CEPTHPHEAT AHAINZA
Product: Enam tablels 2.5 mg / Iuam® vabuersn2Smr .
| Bateh No, / Cepns Ne : B2100350 .| Batch Size/O6uear copun; 489,470 KG / 489470 KI”
Analytical Report No, / Ansasruvueckuil oryer No: . Date of Analysis / Tava ananwsa: 10/02/2021
2002FP21000246 b .
Date of Manufacture / /lara npowssonerna: 01/2021 Date of Expiry / Cpux vopnoeru: 12/2023 =
Analysis performed according ND / Ar wany nponwien wo HIL: 11 NO14189/01-250618 ,__,__J :
Page 1of 3/ Crp. | w3
1?6 | Test Hlokasavens, Result / Peayarrar Specification/ Hopma
1 | Description/ Onucanne | Complies as prescribed/ White to off-white round flat beveled edged
- Cooruercrayer TpeSonarinam tablets with "EMT" debossed on one side and
number "2.5" and a break line on the other |
side. / Benwie umu noswtv Gensie Kpyranie
TAONETKN CO  CKOWIEHHBIMII  KPasmh, - ©
THeHenned "EMT" wa oanoli ciopons u
unpoit  "2.5" wiM W pasgemiTenshnob
pHckoil Ha apyroli cropoue.
2 | Identification / Complies as prescribed / The retention time of the major peak in the
| Moanansoer, Cootsercrayer chromatogram of the sample preparation
should comrespond with retention time of
Enalapril peak in the chromatogram of
standard preparation (section "Assay"). /
Bpesa yOCPWHRAUHA OCHOBHOrO AHKA 118
XPOMATOTPAMME  MCMIWTYEMORG  PacTBopa
AOMKHO COOTBETCTBOBAT BPCMEHH
YACDKHBAHUA  MWKA  IHaNAnpHaa  Ha |
XpOMATOIPaMME  CTAHAAPTHOTC PACTBOPA
(pasnen «KonuuecTaeHHOE ORpEACAEHHEy).
3 | Average welght / 204.0 mg/ 204,0 nr 205 mg 7.5 % (from 189.6 mg to 220.4 mg). |
Cpeausa mucca 205 mr % 7,5 % (ot 189,6 mr 110 2204 mr)
4_| Water / Boas 0.5%/0.5% Not more than 6.0 % / He Gonee 6.0 % |
5 | Disselution / 99%., 97%, 101%, Not less than 80 % (Q) of the label claim of
Pacrpopenue 98%, 99%, 97% | Cool 1N;OgC4H4O4  (Enalaprii Maleate) is’
; dissolved in 30 minutes /
He menee 80 % (Q) CaHauNaO«CyH,0,
(Mananpuwia  manear) or HOMIHARLIOrG
codepmannn vepea 30 M.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TMpimenanue: lpoaykr cootnercrayer TpeSosanmsm HJL 3akmoucune: ONOGPEHO
Prepared by / Checked by / Approved by: Manager/Excculive /
TMoaroronneno: (% _ Tiponepeno: Onobipeito: Meneaxcep / Pykonoantens
Date/ Date / Date / m
Hava: 10/02/2021 [ara: 10/02/2021 Jlara: 10/02/2021

Registered Office : 8-2-337, Road No. 3, Benjera Hills, Hydersbad - 500 034, Telangana, India. CIN : L85195TG1984PLC00450T
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oM

Factory : Survey No. 42, 45 &46, Bschupally Village, Bechupally Mandal, Medchal Malks]gidi District, Pin Code - 500 090,
Tolangans, indis. Tel ; 9140 4464 2202 & 2203, Fax: 9140 4484 2276, www.drreddys.com



Dr.Reddy’s Q¢

- - v
0 g f 2

CEPTHOPUKAT AHATHIA

Product: Enam tablets 2.5 mg / Juam®, Tabacrrn 2,5 mre - . e s
Batch No. / Cepns Ne : B2100350 | Batch Size’OGuem cepnu; 489.470 KG / 489470 KI"_
Anpalytical Report Neo. / Ananntnuecknil or4er N Date of Analysis / Aata anannia: 10/02/2021
2002FP21000246

Datc of Manufacture / lata apomsoacrna: 01/2021 Date of Expiry / Cpor ropnoctn: 12/2023 —
Analysb serformed according ND / Anaans uponcacu o H/L: 11 N014189/01-250618 —
. Page 20f3/Crp. 2133
]3;. Test/ Moxazareas Result / PayauTar Specification/ Hopwa

6 | Rclated substances / Poacvnenmmie npiecy )
Enalaprilat / Snananpuaat | Not detected / ve obuapyxena Not more than 1.5 %/ He Gonee 1,5 %
Enalapril diketopiperazinc/ | Not detected / ne obuapyxena Not more than 2.5 %/ He 6once 2,5 %
Inananpuna
AMKETONUNEPaTIII
Individual unidentified | Not detected / He oGnapyxeHa Not more than 0.6 % / He Gonee 0,6 %
impurity / EanHuvnas
HeHaeHTHOHUHPODAHHAN

S

npHMect
Total impurities / Nol detected / ne o6napymena Not more than 5.0 % / He 6oaee 5,0 %
t Cynima npumeceli
"9 | Micrabial limits / MaxpoGuosoruseckag Skcrora
— —d
; a) Tota! acrobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
y count / Obutee wucno Menee 10 KOE/r | ie 6once 1000 KOE/r
! aspobHeix
i MHKPOOPranH3IMoB
| b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g/
! and mould count / OSutee Menee 10 KOE/r He Gonee 100 KOE/r

MHCNO APONOKEBMX H
naecreowx rpnéon

i
|
' ¢) E. coli Absentin 1g/ Shall be absent in | g/
| OrcytcToyer s If JonKHe! OTCYTCTBOBATL B 1 T
I— B_*kUniformlly of dosage 22/22 Acceptance valuc (AV) should be less than
| units / OauopoanocTsy 15.0 / Nokasaicas npuemnemoctn (AV)
| Acanposanuy noaxen Gums we Goaee 15,0
Remarks : The Product confirms to ND/ Conclusion : AI’I‘RO\)'EIN
Mpusmeuasme: MpoayxT cooteercreyer Tpefopannam HIL 3axaioucune; QAOGPEHO
Prcpared by / Checked by / Approved by: Manager/Executive /
Ioarorosacno: (% Mponepeno: OnoGpeno: Meuexep / PyxosoauTens
Date/ Datc / o Dae/ - '
Jlava: 10/02/2021 [ara: 10/02/2021 Jaora: 10/02/2021

Factory : Survey No. 42, 45 & 46, Bachupally Viage, Sachupally Mandsl, Medchsl Ma
Telangens, india. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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Batch No. / Cepnst Ne : B2100350

[Product: Enam tablets 2.5 mg / Inam® mbacrkn 25 My

Batch Size/OGuem cepnn: 489,470 KG / 489470 KI° |

Analytical Report No. / Auasntuueckuil oTuer N

Date of Analysis/ laTa anaania: 10/02/2021

2002FP21000246 R
Date of Manufacture / Jlata nponssoacyea: 01/202] Date of Expiry / Cpok ronnocra: 12/2023
Analysis performed acco: Jding ND / Anaans uposcaeit o HJ1: 11 N01418°/01-250618
Page3of3/Crp. 3133
| :o Test/ Moxazaren, Result / Paayanrat Specification/ Hopma
9 | Assay/ Kosuuecrsennoc 2.48 mp /2,48 mr From 225mg to 2.75mg of
oupepencine CigH2sMN:05C4H4O4 (Enalapril Malcate) per
ablet / Or 225 mr no 275 wr
CioHzsN;05 CaHaO4 (3nananpuna manear)
Tafinerke, .
10 | Package/ Ynakosxa 10 tablets in AL // aluminum foil | Tablets 2.5 me: 10 tablets in aluminuin strip
blister. 2 blisters and paticat | or in PA/AL/PVC foil // alumipum foil
information leaflet in a carton | blister. 2 strips or 2 blisters and patient
pack. / 1lo 10 Tabnetox B AJl | information leaflet in a carton pack.
/famommuunesom Saucrepe, Mo 2 :
Gnucrepa ¢  wuncrpykwiedi wo | Tabnerkn 25 mr, Tlo 10 1a6aerox B
NPpHMEHSITHIO 1} NauKy | aniOMHHHEBOM cTpune 11311} B
KapTOHHYIO, (MA/AJUNBX/iantomunkesonm Gnnctepe. o
2 crpuna unu no 2 Gancrepa ¢ ieTpyknued
N0 NPHMEHEHKIO B NAYKY KAPTOHHYIO.
11 | Labeling / Mapkuposka | Complies as prescribed / According to ND/
CoorsercTayer TpebosanHam B cooreercTann ¢ HI
12 | Storage conditions / Al temperature below 25 °C. / lNpu TeMneparype He suiwe 25 °C.
Xpancnue
13 | Shelflife/ Cpox roanocrn | 3 years/ 3 rosa J
A

Remarks : The Product confirms to ND/ Conelusion : APPROVED/
lMpiumeyauue: Mpoaykr cooreercreyer TpeGopannam HJJ 3axmonuciie: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toaroropacko: c (% MNposepeno: OnobGperio: Menenxep / PykosoauTens
Date/ , Date / Date / B

: 1010272021 [ava: 10/02/2021 Jlara: 10/02/2021

Registered Office : 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 500 034, Telangana, Indis. CIN : L85195TG1984PLCO0ASOT
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, Bachupally Mendal, Medchal Malkajgirl Distriet, Pin Code - 500 090,

+ 9140 4464 3276, www.drreddys.com
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CBUIETEJILCTBO O COOTBETCTBHUH
TPEBOBAHMSIM I'OCY JAPCTBEHHOM PETICTPALIMU

Hacrosmmum OO0 «/Ip. Pepu’c JlaGopaTopHcy yOCTOBEPSET, YTO
JIeKapCTBEHHEIH NpenapaT 111 MeAULMHCKOTO MPUMEHEHHS:

Haumenoeanue JIII:
MHH:

Jlexapcmeennas popma,
¢opma svinycka:

PY Ne, oama:

HII, usmenenue Ne:

IIpouseodumens, cmpana:

OHaM®
OHananpun

Tabnerku 2,5 mr (6mucrep) 10 x 2 (nauka
KapTOHHas)

ITNO14189/01 ot 18.03.2009 (naTa 3amens: PY
25.06.2018)

ITN014189/01-250618

HA-p Pepan’c Jlaboparopuc JIta., Unmus

Adpec npouszeodcmea: Formulations Technical Operations — Unit-II, Survey Ne 42, 45 &
46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India — 500 090

Cepus Ne: B2100350

Konuuecmeo: 117468 ynakoBox

Hama uzzomoenenus: 01.2021

Cpox 200n0cmu: 12.2023

Koo OKII/12: 21.20.10.142

Koo TH BOT: 3004900002

Konmpaxm Ne: DRL 01/2020 ot 26.10.2020

Hneoiic No: 185030326 ot 20.02.2021

YnonHoMoueH b o kay B¢

BBO3HMO# Nmpoxykuun

Hartuit A.B.
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YYOKEA 110 HAAZOPY

AROONPAHEHMA

CpencTs No cocTtoAHMIO Ha 14.08.2021 14:38»

«CBefeHnA 0 BBOAE B rpaxfaHckunin odopoT B Poccuinckon defepayum nekapCcTBEHHbIX

JlaTa BHeceHHs B

Hupus (Y nakoBumk/acoBumk
(BTOpHYHAS/TPETHYHAS YITAKOBKA))

T IIpou3soguTennb Oprinisangs, Homep Homep, nara
AHC opronoe (BBINYCKAKIHA Crpana CaejieHHs 0 CTAJHAX NPOH3BOJICTBA Hepuarannsa ENYETHRIIAL B CepPHH. a3pemeHus
HAHMeHOBaAHHE po o JIOKYMEHTAI[HS rPaXAaHCKHH P peape
Pocanpasnanzopa KOHTPOJIB) NapTHH ua HIIII
obopoT
H-p Pepnu’c Jlaboparopuc Jita, Uunus
SHaM®: TA6IeTKN (Tpownssomutens (rotosoit JID)): I-p Peau'c
f . Jlaboparopuc Jita. Hanpusa
2.5wmr 10 mr., H-p Pepmu’'c In 000 "Ip. Peparc
06.04.2021 {OBIIHK
OmucTeps (2), nauku JlaGopatopuc JiTa Hapa Quwrow .w\nvmncmE:_.ﬂ 8 tncyme s NO014189/01-250618 Jlaboparopuc” RI0A0
) ynaxosky)); [-p Peqmnu ¢ Jlabopatopwuc JITxa,




