TEKJAPATIS O COOTBETCTBUU

JEKJAPAHT, IPAHAMAYOII A1 JEKJAPAITUIO O COOTBETCTBUH

| 000 "IP. PELIH C JIABOPATOPHC"

Ceedernus o pecucmpayuu opeanusayuu: Mescpationnan uncnexyus Pedepanvroit nano2080ti cayicbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1037707013838, dama npuceoenus OI'PH 05.04.2003.

Adpec: 115035, 2. Mocxsa, Osuunriuxoeckas Hab.,, 0. 20, cmp. 1. Tenechon: 8(495)644-37-78.

B nuye: I'enepanvrozo dupexmopa Kxandersan Hpawanm

Hosepennoe nuyo: Jamuil A.B., doeepennocms Nel om 28.04.2018z.

3ASIBJUIET, UTO

| nexapcmeennoe cpedcmso: IHam mabnemiu 2.5 me 10 wm., ynaxosku Gezoavetikogsie KOHMYpHele (2), nauku

xapmonnvie, PY Ne 1T N014189/01 om 18.03.2009 (0ama 3amervt PY 28.10.2016), cepus B801606, napmun
48384 ynaxosox, z00en 0o 31.08.2021, npoussodcmea J-p Peddu'c JlaGopamopuc JImd., Hrious, Yuacmru Ne
42, 45, 46, Bauynannu Busnadxc, KymGymanyp Manoan, Panza Peddu Hucmpuxm, Tenanzana, kod OKIIJ2
21.20.10.142, koo TH B3H 3004900002, xonmpaxm Ne DRL 01/2017 om 07.02.2017, unsotic Ne 185025107 om
09.11.2018 '

COOTBETCTBYET TPEBOBAHH M

JIN0I4189/01-180309 (HI 42-1963-08 uam. N 1-3)

JEKJIAPAITASA IIPAHATA HA OQOCHOBAHIH

npomoxon ucnvimanudi Ne 45118 om 12.12.2018 Jlabopamoprevii yenmp OO0 "LIKK QHL", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IN.®M15.C7020] om 12.12.2018

A Eiss;-%il M CTBUTEILHA A0 31.08.2021

i "/'*{ é’:,:i“ Haruit A.B.
NOAITHCE 1.0
CBEJEBYSI O PETHCTPAITIA

OPFAH IO CEPTHO®UKAIINH, 3APEIHICTPHPOBABIIHI JEKJIAPATIHIO

POCC RU.0001.11©M15 OPTAH 110 CEPTHOHKAITUH ITPONYVKIHH OBLJECTBO C
OI'PAHHYEHHO¥Y OTBETCTBEHHOCTHIO "OKPY)KHOH [JEHTP KOHTPOJIT KAYECTBA "

adpec opeanusayuu: 115280, 2. Mocxsa, yn. Macmeprosa, 0, 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmugpuxayuu: 143581, Mocxoecras obracms, Hempunciuii paiion, Oep, Jlewoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-caiim: oyxx.pe.

AEKJAPAITHSA O COOTBETCTBHAH 3APErACTPHPOBAHA M POCC RUI-IN.®OMI15.4.06588/18

JATA PETHCTPAIMH 12,12,2018
% 3apeiToBcKas H.A.,

MOJIHCE Pykosogutene OC
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT

AHAIW3A

Page 1 of 2

Product : Enam tablets 2.5 mg

| MpopykT : QHam® , TabneTkw 2,5 Mr

Batch No / Cépsa Ne : BB01606

‘| Batch Size / O6wem napTum : 492.000 Kgs

| AR No [/ AHanuTudeckuit oTvyet : 2002FP18001321,

Date of Analysis / [lata ananuaa : 26/10/2018

. BA0001317799.
+  |Date of Mfg / JaTa npousBogcTBa : 09/2018 Date of Expiry / Cpok rogHocTH : 08/2021
Ne. |Test/Teecr | Result / PesynkTaTthl | Specification / [To noKyMeHTaLKK
1 Description / Onucatite| Complies / White to off —white, round, bevelad edged uncoated
CooTBeTCTRYET tablets with "EMT" debossed on one side and ‘2.5’
debossed with a breakline on other side / Benete unu
noutu Gentie Kpyrnbie TabneTkv CO CKOWEHHLIMU Kpaamu
— c TUcHeHveM «EMT» Ha ogHo# cTopoHe u Lndpon «2,5» v
pa3fenuTensHOW PUCKOM Ha APYroi CTOPOHE.
2 Identification / Complies as prescribed/| The retention time of the major peak in the chromatogram
NoaNKHHOCTL B cooTBeTCTBUM C Iof the sample preparation corresponds to that of the
{onucaHnem standard preparation, as obtained in the assay / Bpems
‘y.uepmaauun OCHOBHOrO NWKa Ha Xpomarorpamve
MCMLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BpEeMEHN YREPKUBAHWUR Nka sHananpwna Ha
XpomaTorpaMme CTaHA2pPTHOro pacTeopa.
3 | Average weight / 204.2 mg / 204,2 Mr 205mgx7.5%
CpeAHasa macca (Between 189.6 mg and 220.3 mg)/
1205 Mr £ 7,5 % (or 189,6 go 220,3 mr)
4 Dissolution / 1101.9%,99.6%,99.5% | Not less than 80 %(Q) of the labeled amount of Enalapril
PacreopeHve 08.7%,103.4%,101.7% [Maleate Is dissolved in 30 minutes / He meHee 80 % (Q)
OT 3asBNeHHOTO KONMYecTea aHananpuna Maneara
= yepea 30 MUWH.
5 Uniformity of dosage 99.1% Not less than 85.0% and not more than 115.0% of the
’ units / OfHopoAHOCTL labeled claim/ He meHee 85 % u He Bonee 115 % ot
A031pOBaHNA 3afBneHHoro KoNYecTea.
Relative Standard 1.1% Not more than 6.0% / He Gonee 6 %
" Ideviation / - e
CTHocuTenbHoe
CTaHOapTHoe
.|[OTKNOHEHne

Remarks : The Product conforms to above specifications
. | Mpumevanue: NMpoaykT COOTBETCTBYET BLILLRYKA3aHHbIM

Opinion : APPROVED
3akniouenne : QQOBPEHO

. cne_umbvlkaunnm . .
- |Prepared By / ‘Checked by / JokymenT ‘Quality Assurance Manager/Executive
- MpoeepeHo npobepex &A MeHemxep no pﬁwqenm kaJectea

A.Susmitha/ A, Cycmwnra

Y. Venkateswara Rao / 10,
Bexkarecsapa Pao

G.Krishna Mohan - T. pulina MoxaH

Date / Oata:

Date / flata :

| Date { QaTa

06/11/2018

06/11/2018

06/11/2018

' .,_R'égistered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L8S195T G1984PLC004507

Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com
- Factory : Survey No. 42, 45 %46, Bachupally Villags, Bachupally Mandal, Medchal Malkajgiri District, Pin Code ~500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2275, www.drreddys.com
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" Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTN3A

Page 2 of 2

‘Product : Enam tablets 2.5 mg

MpoaykT : SHam® , TabneTkv 2,5 Mr

Batch No / Cepust Ne : B801606

Batch Size / Obtem napTim : 492.000 Kgs

AR No / Aanutiyeckwit otyer: 2002FP18001321,
890001317799

Date of Analysis / [lata awanusa : 26/10/2018

Date of Mfg / Dara npowssogcTea : 09/2018

Date of Expliry / Cpok ronHocTh ; 08/2021

Ne  |Test/TecT Result / Specification / o pokymesTayum
PeaynbTavbl
. B Related substances / [MocTopoHHWe
— prMech: Not detected Not more than 0.6% / He Gonee 0,6 %
- Highest individual unknown impurity / ) '
SAVHWYHON HewgeHTudumM-posaiHoi 0.1 %
npumecH )
- Total impurities / Cymmbl npumecei
i ° d i Not more than 5.0% / He Gonee 5,0 %
7 Assay/ '97.9 % 80% - 110 %
KonuyecTseHHoe 2.448 mg /2,448 Mr |Not less than 2.25 mg and not more
s onpegenexve than 2,75 mg/oT 2,25 Mr 40 2,75 Mr
8 Microbiological Limit/
Mukpobuonoruyeckan YicrorTa
; ‘Less than 10 CFU/g /
Pacteria/Bakrepmh Vet 10 KOB/ - INot more than 500 CFU/g /
He Gonee 500 KOE/r
Less than 10 CFU/g/
FungiilpuGs! Menee 10 KOE/r ¢ Not more than 50 CFU/g /
‘ . He.Gonee 50 KOE/r
P, aeruginosa Absent / Ovcytcreyer |
S, aureus Absent / OrcyTeteyer (Shall be absent / Otcyrcane
E. coli u Salmonella Absent / Otcytcreyer [Shall be absent/ OtcytcTaue
Shall be absent/ OTCyTCTBYE
-

Remarks : The Product conforms to above specifications
. | Ipymeyanue: MNpoAyKT COOTBETCTRYET BhILIBYKa3aHHBIM
- ieneynduKkauuam

Qpinion : APPROVED
3axnoyetue : OJOBPEHO

Prepared By /'

MposepeHo -

‘Checked by / Jokymeyt
npoBepeH A—

Quality Assurance Manager/Executive
Meremxep no ofec

HWO Ka4ecTBa

IA.Susmitha / A. Cycmura

* [Y. Venkateswara Rao / 1.
BeuxaTecpapa Pao

'G.Krishna Mohan - T". KprwHa MoxaH

Date / Hara :
06/11/2018

Date / Aata:
06/11/2018

Date / [JaTa :
06/11/2018

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : LB5195TG1984PLCOQ4ASO7
Tel ; +91 40 490D 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 - 500 099,
Telangana, India, Tel : 9140 4464 2202 % 2203, Fax: 9140 4464 2276, www.drreddys.com
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