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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

[Product: Enam tablets 10 mg / Dnam®, Taéuerrcu 10 mr

Batch No. / Cepus Ne : B2200599

Batch Size / O6nem cepun:  492.000 KG
/492,000 KT"

2002FP22000406

Analytical Report No. / AHaauTu4eckuit orvyer Ne:

Date of Analysis / IaTa ananusa: 27-02-2022

Date of Manufacture / JlaTta npoussoacTBa: 02/2022

Date of Expiry / Cpok roanoctn: 01/2025

Analysis performed according ND / Anajus nposenen no HJI: IT N014189/01-251220

S.

Test/ Mokazareinn
No

Resull / Pesyubrar

Specification/ Hopma

1 | Description / Onncanue

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side. /
Bensle kpyrible TabneTku co
CKOLIEHHBIMHA KpasMHu, c
TucHeHuem "EMT" Ha omaHo#t
cTropoHe W umppoit "10" u
pasnenuTeNbHON — PUCKOM  Ha
JIpyTOH CTOpOHE.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side
and number "10" and a break line on the
other side. / Benvle wnm rourn 6Genwie
Kpyrnoie  TabNeTKm €O CKOIIEHHBIMU
kpasmu, ¢ TucHeHueM "EMT" wna opnoii
cTopoHe u 1udpoit "10", u pasgenuTensHoH
PHCKOIt Ha IpyTOl CTOPOHE.

2 | Identification by HPLC /
[TommmunuocTh

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
yIepKHBaHUS  OCHOBHOMO  TIMKa  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBOpa
IOJIKHO COOTBETCTBOBATH BpeMeHU
yIepKHUBaHUS  NUKa  SHajalmpwia  Ha
XpoMaTorpamMme CTaHIApTHOTO pacTBOpa
(pazmen «KomuyecTBeHHOE OTIpEHENEHIE ).

3 | Uniformity of dosage
units / OanopoaHoCTh
J03HPOBAHUS

39739

Acceptance value (AV) should be not more
than 15.0. / TlokasaTtenb IIPHUEMIIEMOCTH
(AV) noiken 6uITh He Ooee 15,0.

4 | Dissolution /
PacTBOpenne

97%, 101%, 98%, 99%, 99%,
99%

Not less than 80 % (Q) of
ngHngzOs'C4H404 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(3Hamanpwia wManeaT) OT HOMWHAJIBHOTO
cofepxanus gepe3 30 MUH.

5 | Related substances / PoacTeenHble npuMecH

Enalaprilat / Onananpunar
Enalapril diketopiperazine /
DHananpuna
JIUKETONNNEPa3nH
Individual unidentified
impurity /' Epuanunas
HenIeHTUNIMpOoBaHHAS
TTpUMECh

Total impurities /

CyMmMa nprmecei

Not detected / He o6HapykeHa

Not detected / He o6HapyxeHa

Not detected / He oOHapysxena

Not detected / He o6Hapyx eHa

Not more than 1.5 % / He 6omnee 1,5 %
Not more than 2.5 % / He 6omee 2,5 %

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 5.0 % / He 6omee 5,0 %.

Remarks : The Product confirms to ND/
Ipumeuyanue: ITpoaykT cooTBercTBYET Tpebosanmam HI

Conclusion : APPROVED /
3akarovenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam tablets 10 mg / 9nam®, Taéaerkn 10 mr

Batch No. / Cepusi Ne: B2200599 Batch Size / O6nem cepuu: 492.000KG
. /492,000 KT’

Analytical Report No. / Ananutugecknii oraer No: Date of Analysis / Jata anaauza: 27-02-2022

2002FP22000406

Date of Manufacture / lata npousBoacrsa: 02/2022 Date of Expiry / Cpox roanoctu: 01/2025

Analysis performed according ND / Anasnns npoeegen no HJ/I: I1 N014189/01-251220

13;) Test/ [Toka3zaTenn Result / PesyabTat Specification/ Hopma
6 | Assay / KonnudecTBenHoe 10.0 mg /10,0 mMr From 9.0 mg to 11.0 mg of
onpeneneHne C,HsN,05-C4H,0, (Enalapril Maleate) per
tablet. / Or 90mMr mo 11,0mr
CyoHsN,05-C4H, 0, (3Hamanpuna Manmeart) B
TabJIeTKe.
7 | Water / Boaa 0.8% w/w / 0,.8% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits / Mukpo6uoJjiornieckas YHcTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61iee yucio Menee 10 KOE/r He Gonee 1000 KOE/r
a’po0OHBIX
MUKpPOOPTaHIN3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / Obee Menee 10 KOE/r He 6onee 100 KOE/r
YUCTIO IPOOKEBBIX U
MJIECHEBBIX IPUOOB
c) E coli Absent in 1g / Shall be absentin 1 g/
OtcyTcTBYyeT B IT JIOJIKHBI OTCYTCTBOBATE B 1 T
9 Package / YnakoBka 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mg: 10 tablets in aluminum strip
aluminum foil blister. 2 blisters | or in PA/AL/PVC foil // aluminum foil
and patient information leaflet in | blister. 2 strips or 2 blisters and patient
a carton pack. / TTo 10 Ta6nertok B | information leaflet in a carton pack.
ITA/AJU/IIBX//antoMUHIEBOM Tablets 5 mg. 10 mg, 20 mg: 10 tablets in
6muctepe. [To 2 OGmuctepa c | aluminum strip or in PA/AL/PVC foil //
MHCTpyKuMel nmo mpuMmerenuto B | aluminum foil blister. 2, 5, 6, 10 strips or 2,
MaYKy KapTOHHYIO. 5, 6, 10 blisters and patient information
leaflet in a carton pack. /
Tabnerkn 2.5 wmr. [Mo 10 Tabinerok B
ATOMUHHEBOM cTpure Win B
TA/AJI/TIBX//amomunneBoM 6nucrepe. Ilo
2 cTpuma uiy no 2 GiMcrepa ¢ HHCTPYKLUMEN
IO TIPUMEHEHHUIO B MTAYKY KapTOHHYIO.
Tabmerkn 5 Mr, 10 mr. 20 wmr. ITo 10
TableTOK B AJIFOMHHHEBOM CTpPUIIE WIH B
TIA/AJI/TIBX//amomunneBom 6muctepe. 1o
2, 5, 6, 10 crpummo wim mo 2, 5, 6, 10
OIMCTEPOB ¢ MHCTPYKLMEH 110 NPHMEHEHHIO
B TIAYKy KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumewanne: [IpogyKT COOTBETCTBYET tpeboranuaM HJI 3akarouenue: OJIOGPEHO
WI-GLOB-QA-0669-1.0 Page 2 of 4

Printed By: K Narayana Swamy Printed Date & Time (IST): 28-02-2022 15:06:35



opy

7~
L/

ncontrolled |

U

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJN3A

Product: Enam tablets 10 mg / Duam®, Tabaerin 10 mr

Batch No. / Cepusa Ne : B2200599

Batch Size / O6bemM cepun: 492.000_1{6 .
/ 492,000 KT'

'Analytical Report No. / AHanuTiH4decknit oryeT Ne:
2002FP22000406

Date of Analysis / laTta anann3sa: 27-02-2022

Date of Manufacture / llata npoussogcrtea: 02/2022

Date of Expiry / Cpox roanoctu: 01/2025

Analysis performed according ND / Ananu3s nposeaen o HJ: IT N014189/01-251220

IS;) Test/ Iloka3zaTenn Result / PesyabTaT Specification/ Hopma
10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYeT TpeOOBaHNAM B cootsercTenm ¢ HJJ
11 | Storage conditions / At temperature below 25 °C. / ITpu temnepatype He Rime 25 °C.
XpaneHue
12 | Shelf life / Cpox roanoctn | 3 years /3 rona

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoayKT COOTBETCTBYET TpeboBauusm HJI

Conclusion : APPROVED /
3axiouenue: OJIOBPEHO
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