Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Batch No. / Cepns Ne :

B2200598

Product: Enam tablets 10 mg / 3]—!_21!\';6, Tadaerku 10 mr

Batch Size / O6bem cepun: 492.000 KG
/ 492,000 KT

Knalytical Report No. / Ananntu4eckuii oruer Ne:
2002FP22000398

Date of Analysis / Jlata ananmuza: 27-02-2022 '

Date of Manufacture / lata npoussoacrea: 02/2022

Date of Expi_ry /Epox TOAHOCTH: 01/20_25_

Analysis performed according ND / Anasus nposeaen no HJI: T1 N014189/01-251220

13;) Test/ Iloka3zaTennb Result / Pesyabtat Specification/ Hopma
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
one side and number "10" and a | and number "10" and a break line on the
break line on the other side. /| other side. / bBenple uaM nouru 6Gensle
Benrle kpyrnble TabneTku cO | KpyDylble  TaONeTKH €O CKOLUEHHBIMU
CKOIIIEHHbIMU Kpasmu, ¢ | xpagmu, ¢ TucHeHHeM "EMT" mna opmotii
tucuenneM "EMT" Ha oaHoil | cropone U uudpoit "10", u pasnenurensHoi
cropoHe u uuppoir "10" u | puckoil Ha npyroi CTOpOHE.
pasaenuTeSbHOW  puUCKOMl  Ha
JIpYroi cTopoHe.
2 | Identification by HPLC / | Complies as prescribed / The retention time of the major peak in the
MoaanHHOCTB CooTBeTCTBYET chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yAepKMBaHUS  OCHOBHOTO  IMKa  Ha
XpOMaTOrpaMMe MCHBITYEMOro  pacTBopa
JIOTKHO COOTBETCTBOBATh BpeMeH!U
yIepXKHBAHUS  NMKa  HSHanalmpuia  Ha
XpOMaTOrpaMMe CTaHIApTHOTO  pacTBOpa
(pa3nen «KonuyecTBEHHOE OMpPEAETEHUEN).
3 | Uniformity of dosage 2.1/2,1 Acceptance value (AV) should be not more
units / OIHOPOAHOCTH than 15.0. / Tlokaszatens mnpuemyIeMoCTU
A03UPOBAHMSA (AV) nomxen 6pITh He Gonee 15,0.
4 | Dissolution / 99%, 100%, 100%, 100%, 99%, |Not less than 80 % (Q) of
PacTBopenne 101% C0H2sN,05°C4H,0,4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(sHanampuia Majear) OT HOMHHAJIBHOTO
conepkanus yepes 30 MUH.
5 | Related substances / PoacTBennbie npumecu

Enalaprilat / Qnananpunar
Enalapril diketopiperazine /
OHananpuia
JMKETONUIICpa3rH
Individual unidentified
impurity /' EpvnuuHas
HEUASHTU(PULMPOBAHHAA
IpUMech

Total impurities /

CymmMa npumeceit

Not detected / He obHapyskeHa
Not detected / He o6HapyxeHa

Not detected / He o6Hapy>keHa

Not detected / He obHapyxeHa

Not more than 1.5 % / He Gonee 1,5 %
Not more than 2.5 % / He Gonee 2,5 %

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: IponykT cooTReTcTBYET TpeboBannsm HJJ

Conclusion : APPROVED /
3axnarouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Inam®, Taéaerxu 10 mr

Batch No. / Cepusa Ne :

B2200598

Batch Size / O6bem cepuu: 492.000 KG
/492,000 KT"

rAnalytical Report No. / AHaIuTHYECKHiA oTHeT Ne:
2002FP22000398

Date of Analysis / JaTa anaauza: 27-02-2022

Date of Manufacture / Jlara npoussogcrsa: 02/2022

Date of Expiry / Cpox roanocru: 01/2025

Analysis performed according ND / Auasus nposeaen no HJ/L: 11 N014189/01-251220

aluminum foil blister. 2 blisters
and patient information leaflet in
a carton pack. / ITo 10 Tabnerok B

IMA/AJI/TIBX//antoMMHHUEBOM
omicrepe.

naykKy KapTOHHYIO.

I[lo 2 6nucrepa c
HHCTPYKUMEH N0 NPUMEHEHHUIO B

13;) Test/ Iloka3aTeJib Result / PesyapraTt Specification/ Hopma
6 | Assay/KoauuyecTBeHHOe 10.0 mg /10,0 mMr From 9.0 mg to 11.0 mg of
orpeaesieHue CaoH2sN,05-C4H4O,4 (Enalapril Maleate) per
tablet. / Or 90mMr no 11,0mr
CyH2sN,05-C,H,04 (3nananpuia manear) B
TabJieTKe.
7 | Water / Boaa 0.7% w/w / 0,7% Not more than 6.0 % / He Gonee 6.0 %
8 | Microbial limits / MukpoGuosornyeckas 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O61ee 4ucno Mewnee 10 KOE/r He 6onee 1000 KOE/r
a’3poOHBIX
MUKPOOPraHu3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / Of1ee Memnee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APONOKEBLIX U
N1IECHEBBIX TPUGOB
¢) E. coli Absent in 1g/ Shall be absentin 1 g/
OrcyrcTByeT B 1T JIOJKHEBI OTCYTCTBOBATh B 1 T
9 Package / YnakoBka 10 tablets in PA/AL/PVC foil // | 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. /

Ta6nerkn 2.5 wmr. Ilo 10 Tabnerox B
ANTIOMHHHEBOM crpumne Ui B
TTA/AJI/TIBX//antomunneBom Onucrepe. Ilo
2 cTpumia und mno 2 6iaucrepa ¢ HHCTPYKUHeH
MO MPUMEHEHUIO B AYKYy KapTOHHYIO.
Tabnerkn 5 mr, 10 mr, 20 mr. ITo 10
TabJeToK B ATIOMHHHEBOM CTpUIlE WIU B
TMMA/AJI/TIBX//amomyHueBom 6nuctepe. [o
2, 5, 6, 10 crpumoB wiu no 2, 5, 6, 10
GJUCTEPOB C UHCTPYKLUEH 10 OPUMEHEHHUIO
B Ma4Ky KapTOHHYFO.

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akawyenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
_Product: Enam tablets 10 mg / Juam®, Tadnerxn 10 mr B . -
Batch No./ Cepua Ne: B2200598 Batch Size / O6bem cepun: 492.000 KG
- /492,000 KT' - |

Analytical Report No. / Ananutuieckuii oryer No: Date of Analysis / lata ananusa: 27-02-2022
2002FP22000398 -
Date of Manufacture / Jlara npoussoacrsa: 02/2022 Date of Expiry / Cpok roanocru: 01/2025
Analysis performed according ND / Anaau3 nposeaen no HI: I1 N014189/01-251220

13;) Test/ IlokazaTeb Result / PesyabTat Specification/ Hopma

10 | Labeling / MapxupoBka Complies as prescribed / According to ND /

CooTBeTcTBYET TpeOOBaHMAM B cootetcteun ¢ HJJ
11 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
XpaHenue

12 | Shelf life / Cpok rognoctn | 3 years /3 rozna

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

IIpumeuanue: [Tpoaykr coorBeTcTBYET TpebopaHusam HJL 3axmiouenue: OJIOGPEHO
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