Test/ [ToxkazaTeas

1 | Description / Ouncanue

Identification /
DopuHHAOCTE
I. By HP1.C / BOWX

|
: |
|
|

2. By TLC/TCX

3 | Uniformity of dosage
units / OHopoaAnOCTD
| pozupoBanis
4 | Dissolution /
' PacTBOpenue

WI-GLOB-QA-U0

jaecknil oryer Nes

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTUIA

I“;iTL )

Result/ Pezynsray |
While round, flat, beveled cdged |
tablets with "EMT" debossed on |
one side and number "10" and a I
break line on the other side.

Cross Cut Description: White

core, / beable, KpyINBIE, NI10CKHC
rabnersy CKOIMEHHBIMH |
kpasmu, ¢ THeHeruem "EMT" na
onuoii cropone w uubpoit 10" u
pusie. TeNLHOH pucroit Ha
Apyro# CTOPOHL.
Ha nonepevnom
{ez0ro LBeTa.

(14}

paspese  AApo

Remarks « The Product confirms to NLY
Hpumewine: (IPosms i Commereipy et [peoaniiins HA

69-2.0

' Complies as prescribed /
CoOTEETCTRYCT

- Complies ag preseribed /
CoorneTcTBYET

23423

99%, 99%, 08%,
100%, 96%, 98%

1
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{ Analvsis /7 JLlava anamza |

Specification/ Hopma

White to off-white, round, flat. beveled

edged tablets with "EMT" dcbossed on one

side and number 10" and o break line on the
other side.

Cross Cut Description: White to off whitc
core. / Beaple Wik novTH Ocibie, Kpyribie,
nnockue  TabneTk¥ €0 CKOUIEHHBIMH
kpaamu, ¢ THcHeHumeM "EMT" ua onwo#
ctoporie w urdpoit "10" W paspeauTensiion
PHCKOM 1a ApYroH CTOpPOHC.

Ha nonepeyHoM paspese a/4po Henoro HiH
roytr H270r0 LIBETA,

The retention time of the major peuk in the

chromatogram of the sample solution should
corrcspond  with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay™). / Bpema
VAEPKUBAHUS  OCHOBHOTO jiMKa  Ha
XPOMATOTPAMME  MCIBLIIYCMOLO  PAciropa
JAOMIKHO COOTBCTCTROHATD BPUMEHH
yIeP/ARMBAHKA — MHMKA  Tanaipaia Ha
XpOMaTOrpaMmMe  CTAHAAPTHOTO  pactpopa
pazen «KoTyecTBEHHOS ONPEEiIeHHE,),

The principal spot in the chromatogram of
he test preparation should correspond to
that in the chromatogram of the slandard
preparation.  /  OcHopHoe  NATHO  Ha
XPOMATOIPAMME  MCTTBITYEMOTO  DAC1BOpa

JOKHO COOTBUICTEOBATE QUHOBHOMY TIATHY '
HA& XpowvaTorpaMme CTaHAaAPTIHOrO pacteopd. |

Acceptance value (AV) should be net more
than 15.0, / [Tokazateib npuenaeMOCTH

| (AV) nosxen 6u11b ne Conee 15,0,

Not less than 80 % (Q)
CooHa N, 0 C 11,04 (Lnalapril Maleate) of
the label claim in 30  minules. /
He senee 80 %% (Y C. H..N.OsCH.O,
(oxanganpiia Maiear) o7  HOMUHAILHOIO
conepxanig wepes 30 miH,

L,f).rmia:;il(;n - AI’PRO\"EDT‘
JURIIOUCHHE! OJOBPTHO

of




i\::u."' Report No, / AHA

Enalaprilat /

Enalapril diketopiperazine /
DHatanpHia :
HHKCTOMHICPA3HH

Total in apuri“f‘-‘-t /

Y \ \E‘ a ]; % '\‘{\ {
6 | Assay / KoauyecTheHHO
onpeesenHe
7 | Water / Boua
8

@1) [otal aerobic microbial
count » Q0Lee UCIo
a3pOOHLIX
MUKPOOPTGHHIMOB

{Product: Enam tablets 10 mg / D

|

Microbial limits* /] ‘\hmpuuuonoml;ecxaﬂ querora*

0

E‘FRT

IFICATE OF ANALYSIS

TMG‘JI/HU\T AHATIAZA

Cvanvcierhn 10 mr

ITHUYCCKHH oTyer Ne: Dati
]‘mte of \] wnufactnre ! TTHTH T RI
18.01.2023 7 m3m. Mol or 18.01.2023)

Result/ Pesyaniar

S.
- Test/ Tlorazareas
No.
5 ' Related substances / Po; (CTBLIII]LIC npuMecH
Duasanpuiar

Not deteeted / ne 0buapy Kena

Not detected / 11¢ 0GHapyKeHa

cted / re of

Not dete HapYRCH
10.0mg /10,0 mr .
99.8% 7/ 99.%%

0.6% w/w /0.6

" Not Apphc ble

b‘ Tota! combined yeasts
and meuld count / Obuee
YHCIO IPOIKKCELIX H

11 1CCHCEBIX TPIUOB

¢) E. coli

| Rt-'lil:-!—r‘l.x_h_‘_']h
i lpli)_g\_w':’mm“ Hpouyx
\V1- ( LOT Q S-U

165-2.0

- Praduct continms to N1/
T cooTBeTeTBYCT TpefoBanusy HJ

Not Applicable

Not Applicable

-
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) |\

(AR ETAS B4

A\ NAalvsis / Jdarta auajinia: } -21)24

|
IDate of Eapiry /¢ porav moeyn:

Specification/ Hopma

Not more than 1.5 %/ He Gonee 1,

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

|
Not more than 3.0 % / He Sonec 2,0 %
From 6.0 mg to 11.0 mg of |
Canl 13Ny 05 CoeH: Oy (Fualapril Maleate) per |

tablet (90 % to 110 % of the label claim). |
/ O1 9,0 Mr 10 11,0 mr CogHpeN 05 CaH 04
(anananpuia manear) s tabnerke. (or 90 %

o 110 % ot HOMHHA/IEIIOR0 €0 JCpIKAHU).

| Not more than 6.0 % / He 6omec 6.0 °

Not more than 1000 CFU./g 1,.
[1e 6oaec 1000 KOE©

Not more than 100 CFU/z /- |
e Gonec 100 KOL/r

Shall be absentin I g/
JIO/DKHBI OTCYTCTBOBATS B |

r

“Conclusion : APPROVED /
| 3arawycnne: OJ10LPEHO



CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTUIA
Analvtical Report No./ AHayuTHUSCKHH oTaer No: Pate of Analvsis / JJara amaiainisa:
i GO RO e TR f I i ‘1‘§r\_ i{ AT AT A EATSN N
+
N ‘ Test/ Ilokazatean Result / Pesyisrar Specification/ Hopma
No, o

0 | Subdivision of tablets / The tablets comply with the test, if not more
Omopo;mocts mace npe | Complies as prescribed / than 1 individual mess 15 outside the limits
JeaenuH TaleToR CoorrercrByeT of 85 % to 115 % of the average of mass,
The tablets fail to comply with the test, if
more than 1 individual mass is outside thesc
limits, or if | individual mass is outside the

& limits of 75 %4 to 125 %% of the average mass.
| /
i ‘ ‘ . TabieTk  cooTBeTCTRYIOT  TpeboZaHHIM,

ecm mwe bBornee 1 emunmupas mMacca
orKionseTed 33 npedens 85 Y0 - 115 Y% ot
cpe, e MUCChI. ‘Tadnerk He
COOTRCTCTRYIOT TPECOBAHMAM, eciii Qoee

| yeM 1 MIIMBRLYAIILHAN MAcCa OTIIIOHHETCS
| Or  3THX  Opeaenor  wim,  ecny ]
‘ i HHJIMBUAVATBLHAS  MACCa  OTKIOHASTCA 34
1 | ' npegeasr 75 94 - 125 %0 oT cpejiHei macenl,

| Conclusion :--,\PPRU\’EDI .
Jarmouemue: OLOLPTTTO

Remarks : The Product confirms 1o ND/
[pnstesamue: Hponvio cooimicia el fpevoraiay 111

WI-GLOB-QA-0669-2.0 P 7

Page 3 of 6




No.
10

Test/ ITokazare b

Package / Yoakoska

femarks : The Product confums o Ny
Mpusenanue: [DoaveT ¢

WI-GLOB-QA-(669-2.0

AT IWTHYCCKHE oTaeT Ne:

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

|
|

i Result/ Pesynnrar

I 10 tablets in blister of three-laycr
foil (OPA/AI/PVC) foil  and
Aluminum foil with heat scal
lacquer coating on the sealing
side. 2 blisters and patient
informaticn leaflet in a carton
pack. /

[To 10 Tabnerok & Oaucmepe w3
TpexcaoiiHow donbru
(OTTA/A/TIBX) ¢ anroMHHKCBOH
GoiIbry
NAKOBbIM HOKpPEITHEM
3alleqaThiBaeMoN CTOPOHE.
Mo 2 6nucTepa ¢ MHCTPYKUMEH Mo

Ha

NPHMEHELIHIO B nauKy
KapTOHNYIO.
|
orpetcTever Tpebopapuan HY
Page 4 of 6

|il;m ol

C TEPMOCRAPHBACMBIM |

Apalvsis /Jlara amaanszas 1 O-06-2¢

Specification/ Hopma

P lubfen 2.5 e -

' 10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPL} on the scaling
side and shellac coating on top side

or _

10 tablets in bLlister of threc-layer foil
(OPA/ALPVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.

2 strips or 2 blisters and patient information
Icaflet in a carton pack.

Jublors S nmig ftne, 2

10 tablets in Aluminun stip foil with Low-
Density polyethylene (LDPE) on the scaling
side and shellac coating on top side

or

10 tablets in Olister of three-layer f{oil
(OPA/AI/PVC) foll and Aluminum foil with
heal scal lacquer coating on the sealing side.

2, 5,6, 10 strips or 2, 5, 6, 10 blisters and
paticnt information leaflet in a carton pack. /

Tatiemxy 2 5 v

[o 10 rabacrox B cmpune 13 antoMUHIesoll
(hOARIH € MOJHITHIBTION HIT3KOH NAOTHOCTH
(IIDHIT) na zanevarmizacvoll CTOPOHC M

[IETAKOBLIM  TTOKPRITHEM  HA  HaPYIKHOH
CTOpoOHC

wIu

;o 10 rabaeroxk ¢ Gorwemepe s

| Tpexcaoitnoit Gossrit (OIA/ALTIEX) u
ATIOMHHHEBOH
TEPMOCBAPUBABMLIM  TAKOBLIM
Ha 3aIICHATBIBACMOH CTOPOHE.
lilo 2 c¢crpuna unu mo 2 OnucTepa ¢
HHCTpYKUMEH [NO  DpUMEHCIHIC B [ayry
RAPTOHHYIO.

MIOKPBITHEM

l C‘nnc!'ucitm ; ,\PPRO-‘X' I~i-{3_f

Sawmouenne: OAOBPEHO -

i

dionnru el




¥

A\ nalvtical Report o,/ Aua
| \,0 = Test/ [Mokasarean
S !
{1 | Labeling / Mapxuposka
12 | Storage conditions /
Xpanenue
13 | Shelflife/ CpoK roTHOCTH

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

IMTHYECKH W oT9eT Ne:

I

| Date of Analysis fJlava agannsa: 10-06-2

Result/ Pesyasrar

3 years/ 3 rona

Complies as prescribed /
CooTBeTcTBYET TPLOOBAHNAM

Cpan

I paEnoen:

Specification/ llopma

V!H-U:t'”.'.'\'ff 5 agy F g 0 g

Tlo 10 TabneroKk B conpuae Mt AOMAHNEBOR
(o IBIH € MOMMITHICHOM HUIKOH MI0THOCTH
(II3HII) pa 3anevaTeiBaeMOH crOpoNE W

[IENNAKOBLIM . TTOKPBITUEM HA 1apy»KHOH
CTOPOHL

WITH

no 10  Tabnerox ¢  Gaucmepe B3

tpexcioinoit  doaern (OTIAVAATIBX) wu
AMOMAHHERONA poanru ¢
TEPMOCBAPHBAEMbBIM JIAKOBBIM  NOKPHITHEM
HA 3af1CHaTHIBACMOM CTOPOHE.

[To 2,5, 6, 10 crpunos i e 2, 5, 6, 10
OnHCTEPOB ¢ HHCTPYKLHEH 1O TIPHMEHEHUIG
B TIAYKY KaPTOHHYIO.

According to ND /
B coorsererenu ¢ HIL

At temperature below 25 °C. / [ipn Temnepatype He Beimie 25 C.

“ - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis.

* - IlponoUTCHA IPOH3BOAHTENeM NPH BRIMYCKE NEePHOTHMECKH: i waxpoi 20-o0if cepuy MM

ge menee 1 pasa B roa. [okasarean yoxeT GbITh HE BKJIIOUCH B CePTHHHKAT AHATH3A HPMEBL

Renrarks : The roduct confirms to NDY

Tipusesanne: 11poiy i cooreicisve 1peoosaings L L

WI-GLOT. QA-0660-2.0

Page

2

of A

| Conclusion : APPROVED /
| 3akmoucune: GAOLPEHO




Title

Document No. , JUA-
- Version -1

Intention

Prepared By

Reviewed And
Approved By

b
L

ELECTRONIC SIGNATURES

Employee ID

P00021162

P00034556

P0O0039908

Page

6

[ Approved Date |||

User Name

Latha Dasi

! Wrichrma Nir aalraviala
V Krishna Nimmakayala

- Prashanth Voladri
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Date (IST)

11/06/2024
17:23:03

11/06/2024
18:00:58

11/06/2024
20:37:15




