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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Enam tablets 5 mg / Jnam

()

, TA0JEeTKH S Mr

Batch No. / Cepust Ne : B2301439

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

Analytical Report No. / Ananurnuecknii oTuer Ne:

2002FP23001138

Date of Analysis / [lata ananuza: 30-04-2023

Date of Manufacture / lata npouseoacrea: 03/2023

Date of Expiry / Cpok rognocru:

02/2026

Analysis performed according ND / Ananus nposeaed mo HJI: TI N014189/01-27102021 (amend. Nel from

18.01.2023 / nam. Nel ot 18.01.2023)

Test/ Ilokazarenn

Result / PezyabTaT

Specification/ Hopma

1 | Description / Onucanne

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, Kpyrible, MI0CKHE
TabMeTkh  CO  CKOIIEHHBIMH
Kkpasmu, ¢ THcHeHueMm "EMT" Ha
oIHOH cTropoHe W mudpoi "5" u
pa3meNVTeNsHOM  pUCKOM  Ha
ZIPyroi CTopoHe.

Ha mnonepeuHoMm paspese sapo
Genoro uBera.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "5" and a break line on the
other side.

Cross Cut Description: White to off white
core. / benble unu noutu Genble, KPyribie,
TUIOCKWe  TaONeTKM  CO  CKOIIEHHBIMH
kpasMH, ¢ THcHeHneM "EMT" na opsoit
cropoHe ¥ mudpoit "5" U pazpenurensHON
PVCKOI Ha Ipyro¥ CTOpOHE.

Ha nonepeunom paspese saapo Genoro wim
TOYTH GEJIoTOo IBeTA.

2 | Identification /
IMogIMHHOCTD
1. By HPLC / BOXXX

2. By TLC / TCX

Complies as prescribed /
CooTBeTcTBYET

Complies as prescribed /
CootsetcTByeT

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
YAEp)KHBaHWs ~ OCHOBHOTO  NHWKa  Ha
XpOMaTorpaMMe  HCIIBITYEMOTO  pacTBOpa
JTOJKHO COOTBETCTBOBATH BpPEMEHH
YACpPXKUBaHWA  NUWKa  DHananpuia  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa
(paznen «KonnyecTBeHHOE onpenesieHUe»).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TIATHO Ha
XpOMaTorpaMMe HCIIBITYEMOTO  pacTBopa
JOMKHO COOTBETCTBOBATH OCHOBHOMY TISITHY
Ha XpOMaTorpamMMe CTaHIapTHOTO PacTBOpa.

3 | Uniformity of dosage
units / OgHOpOaAHOCTD
JAO3UPOBAHHS

32/3,2

Acceptance value (AV) should be not more
than 15.0. / TTokazaTens mpHeMIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0,

Remarks : The Product confirms to ND/
IIpameuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

IProduct: Enam tablets 5 mg / Ynam®, Tabaerkn S mr

Batch No./ Cepus Ne : B2301439

Batch Size / O6bem cepun: 492.000 KG/
492,000 KI"

2002FP23001138

Analytical Report No. / AnanuTtuyecknii oraer No:

Date of Analysis / [laTa ananusa: 30-04-2023

Date of Manufacture / Jlata npouzsoacrea: 03/2023

Date of Expiry / Cpoxk roaunocrs:

02/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananuz nposegen no HJI: TI N014189/01-27102021 (amend. Nel1 from

S.

Test/ Ilokazarenn
No.

Result / PesyabTaTt

Specification/ Hopma

4 | Dissolution /
PacrBopenne

98%, 100%, 99%, 100%, 100%,

99%

Not less than 80 % (Q) of
ConngzOs'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) CroH,sN,05C4H,O4
(sHaymampuia MajieaT) OT HOMMHAJILHOIO
cozepkanus yepes 30 MuH.

5 | Related substances / PoacreHnbie HpHMeECH

Enalaprilat / Snananpuiat

Enalapril diketopiperazine /
OHananpuna
JIMKETOMMITEPA3UH

Not detected / He oOHapy»eHa

Not detected / He obHapy»xeHa

Not more than 1.5 % / He 6onee 1,5 %

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

Total impurities /
Cymma nipumeceii

Not detected / He oOHapy»xeHa

Not more than 3.0 % / He 6onee 3,0 %.

6 | Assay/KosauyecTtBeHHOE
onpeaeenne

4.98 mg /4,98 mr
99.6% / 99,6%

From 4.5 mg to 5.5 mg of
CyoHysN,05-C4H,O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI” A0 5,5 Mr ConngzOs'C4H404
(sHananpuna maxeat) B Tabnerke. (ot 90 %
710 110 % oT HOMHHAJILHOTO COZIepPKAHUA).

~X

Water / Boxa

0.6% w/w /0,6%

Not more than 6.0 % / He 6omnee 6,0 %

8 | Microbial limits* / Mukpo6uoorugeckas 4ucTora*

a) Total aerobic microbial
count / O61iee ymcio
a3po6HBIX
MHKpPOOPTaHU3MOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts
and mould count / O6mee
YHUCIIO APOAOKEBBIX M
IUIECHEBBIX I'pHOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He Gomnee 100 KOE/r

c) E. coli

Absentin 1g/
OrcyTreTByeT B 11

Shall be absentin 1 g/
JloyKHBL OTCYTCTBOBAaTE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Rv- K Narauana Quiamu

Page 2 of 6

Drintad Nata 2 Tima /IQTY
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Inam®, TabaeTkn 5 Mr

Batch No. / Cepust Ne : B2301439

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

Analytical Report No. / AnamuTudeckuii oruer Ne:

2002FP23001138

Date of Analysis / lata anannsa: 30-04-2023

Date of Manufacture / /lata nponssoacrsa: 03/2023

Date of Expiry / Cpok roanoctu:

02/2026

Analysis performed according ND / Anayms nposexen mo HJI: TI N014189/01-27102021 (amend. Nel from

18.01.2023 / mam. Nel ot 18.01.2023)

S

: Test/ Ilokazatean
No.

Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /
OxHOPOIHOCTH MACC NIPH
JieJIeHMU Ta0JIeTOR

Complies as prescribed /
CootBeTcTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
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 these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

TabneTku COOTBETCTBYIOT TpeOOBaHHSM,
ecii He Oomee 1 eauHWuHas Macca
OTKJIOHsAETCA 3a npenensl 85 % - 115 % ot
cpenHei Macchl. Ta6nerkn HE
COOTBETCTBYIOT TpeboBaHUAM, ecnu Ooee
yeM | MHAUBHOyanbHAs Macca OTKIOHAETCS
OT O9TUX TIpeleyioB  Wiu, ecmwm 1
WHIMBUyajbHAsd Macca OTKIIOHJAETCS 3a
npenensl 75 % - 125 % ot cpenneit macchl.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpogykTt coorBeTcTBYET TpeboBaHuaM HJ|

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Rir K Nlaravana Quiamar

Page 3 of 6

Drintad Nata R Tima /IQTY
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Enam tablets 5 mg / Yaam®, rabnerkn 5 mr

Batch No. / Cepus Ne : B2301439

Batch Size / O0nem cepun: 492.000 KG/
492,000 KT"

Xnalytical Rgort No. / Ananntudeckuii oryer No:

2002FP23001138

Date of Analysis / laTta ananmza: 30-04-2023

Date of Manufacture / [lata npouszsojgcrea: 03/2023

Date of Expiry / Cpok rogHocTs:

02/2026

Analysis performed according ND / Auanus nposeaen no HJI: TI N014189/01-27102021 (amend. Ne1 from

18.01.2023 / m3m, Nel or 18.01.2023)

IIpumeuanne: Iponyxr cootBeTcTBYET Tpebosanusm HJL

3axmouenue: OJOBPEHO

1\?(') Test/ ITokasaTenn Result / PesyabTar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg
foil (OPA/AI/PVC) foil and | 10 tablets in Aluminum strip foil with Low-
Aluminum foil with heat seal | Density polyethylene (LDPE) on the sealing
lacquer coating on the sealing | side and shellac coating on top side
side. 2  blisters and patient | or
information leaflet in a carton | 10 tablets in blister of three-layer foil
pack. / (OPA/AV/PVC) foil and Aluminum foil with
ITo 10 Tabnerok ¢ 6nucmepe w3 | heat seal lacquer coating on the sealing side.
TpeXcloiHoU donbru | 2 strips or 2 blisters and patient information
(OITA/An/TIBX) u amomunueBoit | leaflet in a carton pack.
donbru ¢ tepmocBapuBaeMbIM | Tablets 5 mg, 10 mg, 20 mg
JIAKOBBIM TIOKPBITHEM Ha | 10 tablets in Aluminum strip foil with Low-
3arevaTblBaeMOH CTOpPOHE. Density polyethylene (LDPE) on the sealing
ITo 2 6nucrepa ¢ uHcTpykiwmeit o | side and shellac coating on top side
NIPUMEHEHHIO B mauky | or
KapTOHHYO. 10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2, 5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /
Tabnemru 2.5 me
ITo 10 TabneTok B cmpune N3 alFOMHHUEBOI
(ONBrH C MOJMITHICHOM HU3KOM MJIOTHOCTH
(ITOHII) Ha 3amedaTbIBa€MOIl CTOpOHE U
LIENTIAKOBBIM  TTOKPBITHEM Ha  HapY KHOM
CTOpOHE
WIH
no 10 Tabnerok 6 Onucmepe w3
Tpexcnoiroit ¢onsru  (OITA/AN/TIBX) wu
ANFOMUHHUEBOM tdonsru c
TEPMOCBApUBAEMBIM JIAKOBBIM TTOKPBITHEM
Ha 3aIrre4yaThiBaéMOi CTOPOHE.
ITo 2 crpuma wim no 2 Onucrepa ¢
WHCTPYKIHEH 10 TIPUMEHEHHI0 B T[a4Ky
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0

Drintad Rvi- WK Nlaravana Quramay
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product: Enam tablets 5 mg / Inam®, Tadaerkn 5 mr

Batch No. / Cepust Ne : B2301439

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

2002FP23001138

Analytical_Report No. / Anagutuueckuii orger Ne:

Date of Analysis / laTa amammza: 30-04-2023

Date of Manufacture / lata npousroacrea: 03/2023

Date of Expiry / Cpox rojnoctn:

02/2026

18.01.2023 / u3m, Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposeaen mo HJI: TI N014189/01-27102021 (amend. Nel from

I\?(; Test/ Ilokazarenn Result / PesyasTat Specification/ Hopma
Taonemru 5 me, 10 me2, 20 vz
ITo 10 TabneTok B cmpune U3 anFOMMHUEBOM
(G ONBry ¢ TTOTMATHIEHOM HA3KOM MIIOTHOCTH
(TISHII) na 3amevyaThiBA€MOH CTOPOHE U
IIe/UTAKOBBIM  TTOKPBITHEM Ha Hapy XKHOM
CTOpOHE
WK
no 10 Tabnetox 6 6aucmepe w3
TpexcnoitHoit ¢onsru (OITA/AN/TIBX) u
AIFOMUHHEBOM dboseru c
TEPMOCBapUBAEMbIM JIAKOBBIM TIOKPBHITHEM
Ha 3arieyaTbIBaeMOoi CTOpOHE.
ITo 2, 5, 6, 10 cTpunos unu no 2, 5, 6, 10
ONUCTEPOB C MHCTPYKLMEH 10 IMPUMEHEHHIO
B I1a4Ky KAPTOHHYIO,

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

CooTBeTCTBYET TPeOOBAHUIM B cooteercTein ¢ HJ{
12 | Storage conditions / At temperature below 25 °C. / IIpu TemniepaType 11e BbIme 25 °C.
XpaHenune
13 | Shelf life / Cpok rognocru | 3 years / 3 roga

* - 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.

* - IlpooauTcs NMPOM3BOAHTENeM NPH BBINYCKe NMEePHOAMYEcKH: MaA Kaxaoi 20-oif cepun uim

He MeHee 1 pas3a B roa. IloxazaTens MoxeT ObITH He BKJIIOYEH B cep’rn(l)mca'r aHaJIn3a (l)ﬂprl.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykr coorBercTBYeT TpebGoBanusm HJI

Conclusion : APPROVED /
3akmwyenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad s K Naravana Qumamag

Page 5 of 6

Drintad Nata R Tima /IQTY:
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B2301439
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Document No. | QUA-FT02-2184
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|

Prepared By P00021162 Latha Dasi 30/04/2023
19:43:45
Reviewed And P00034556 V Krishna Nimmakayala,  30/04/2023
Approved By 19:54.05
Approved By QA P00019846 K Narayana Swamy 30/04/2023
20:10:36
Page 6 of 6

Drintad v K Nlaravana Quwwramay Drintad Nata R Tima /IQTY- 2N NA 2022 2N-12:99



