Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Enam tablets 5 mg / Ipam®, Tabaerkn 5 mr

Batch No. / Cepus Ne : B2500129

Batch Size / O6bem cepun: 492 KG /492 KT

Analytical Report No. / Ananutudeckuii otuer Ne:

2002FP25000193

Date of Analysis / JaTa ananuza: 31-01-2025

Date of Manufacture / lata nponssoactpa: 01/2025

Date of Expiry / Cpok rognocru: 12/2027

Analysis performed according ND / Ananans nposeaen no HJI: II N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ ITokazarean

Result / PezyanTtaT

Specification/ Hopma

1 | Description / Onucanue

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, Kpyriisie, MIOCKAe
Tabnerku CO  CKOIUEHHBIMU
KpasMH, ¢ THcHeHHeM "EMT" Ha
OIHOW cTopoHe W uudpoir "5" u
pasmenuTeNbHOl  pUCKOR  Ha
JIpyroit CTOpOHE.

Ha nonepeuHoMm paspeze a1po
Gestoro upeTa.

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. / Benbie wiv moutn Gernele, KpyTIible,
WIOCKHe  TableTkh CcO  CKOUIEHHBIMM
kpagMu, ¢ TucHenmem "EMT" wa ogwo#
CTOpoHe W udpoi "5" u pazaenuTenbHOM
PHUCKOI Ha Ipyroi CTOpOHE.

Ha nonepeudom paspese sapo Genoro wiau
nouty Henoro upera.

2 | Identification /
TloaaunnoCcTL
1. By HPLC / BDXX

2.By TLC / TCX

Complies as prescribed /
CooTBeTcTBYET

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
YOSp)KHBaHHS  OCHOBHOTO  TWKa  Ha
XpOMATOTpaMMe  UCMBLITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpPEMEHU
yIepXkWBaHMS  THKA  SHaJallpuia  Ha
XpoMarorpamMMe CTaHIapTHOrO  pacTBOpa
(paznen «KonmugecTBeHHOE OTIpeIETIEHHE)).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe NATHO Ha
XpoMarorpaMMme HCIBITYEMOT0  pacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY ITATHY
Ha XpoMaTorpaMme CTaHAapTHOTO pacTBopa.

3 | Uniformity of dosage
units / OqHOpOIHOCTH
J03MPOBAHAS

6.0/6,0

Acceptance value (AV) should be not more
than 15.0. / Tlokazarens mpuemMIeMOCTH
(AV) momxen 66ITh He Hosiee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr cooteTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenune: OJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Yram®, TabaeTkn 5 mr

Batch No. / Cepus Ne : B2500129

Batch Size / O6nem cepum: 492 KG /492 KT’

Analytical Report No. / Anaantugecknmii otuer Ne:
2002FP25000193

Date of Analysis / {laTta ananuza: 31-01-2025

Date of Manufacture / lara npoussoncrea: 01/2025

Date of Expiry / Cpok rogmoctn: 12/2027

Analysis performed according ND / Auaauns nposeaen no HJI: II N014189/01-271021 (amend. Nel from

18.01.2023 / n3am. Nel ot 18.01.2023)

1‘?(.) Test/ IlokazaTeas Result / Pesyabtar Specification/ Hopma
4 | Dissolution / 97%, 100%, 100%, 101%, 106%, | Not less than 80 % (Q) of
PacrBopenne 104% Cy0H2sN,05-C4H,O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) Conngzos'C4H404
(3Hananpuna Manear) OT HOMMHAIILHOrO
conepskanus yepes 30 MUH. .
5 | Related substances / PoacTBeHHBIE IpHMeECH :
Enalaprilat / Dnananpunar | Not detected / ne o6Hapyxena Not more than 1.5 % / He Gonee 1,5 %
Enalapril diketopiperazine / | Not detected / ne oGHapyxkena Not more than 2.5 % / He Gonee 2,5 %
DHananpuna
JTUKETOMHUIIEPA3HH
Total impurities /
CymMa npumeceii 0.1%/0,1% Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonudecTBeHHOE 4.97 mg /4,97 Mr From 4.5 mg to 5.5mg of
onpeaeneHue 99.5%/99,5% Cy0H2N,05-C4H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI' 10 5,5 MT C20H23N205'C4H404
(oHananpuna Manear) B tabnerke. (ot 90 %
10 110 % oT HOMHHATTBEHOTO COEPIKaHUA).
7 | Water / Boaa 0.8%/0,8% Not more than 6.0 % / He 6onee 6,0 %
8 [ Microbial limits* / Muxpo6uo/oruueckas Yucrora*
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / OGuuee 4ucIo Menee 10 KOE/T He 6onee 1000 KOE/r
a3pOOHBIX
MHKPOOPTAaHH3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g/
and mould count / O6uee Menee 10 KOE/r He Gonee 100 KOE/r
YHCIIO APOAOKEBBIX U
TUTECHEBBIX TpHUO0B
¢) E. coli Absentin 1g/ Shall be absent in | g/
Otcytcteyer B IT HomxHer orcytcTBOBaTE B | T

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykr coorsercTByeT TpeGoBaHuam HJT

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A

Product: Enam tablets 5 mg / uam®, taéaerkn 5 mr

Batch No. / Cepust Ne : B2500129

Batch Size / O6bem cepuu: 492 KG /492 KT

Analytical Report No. / Ananuraueckuii oruert Ne:

2002FP25000193

Date of Analysis / lata ananuza: 31-01-2025

Date of Manufacture / lata npoussoacrea: 01/2025

Date of Expiry / Cpox rognoctu: 12/2027

Analysis performed according ND / Ananans nposexen mo HJI: II N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel or 18.01.2023)

S

i Test/ IlokazaTean
No.

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /

Oanopoanocte mace upu | Complies as prescribed /
AeleHuH TabJieTok 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 | 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 TpebGoBaHMAM,

ecti He Oomee 1 eaWHM4Has Macca
oTKJIoHseTcs 3a npenensl 85 % - 115 % ot
cpenHei Macchl. TabneTku He

COOTBETCTBYIOT TpeOoBaHMAM, ecnn Gomee
yeM | MHAMBUAYabHAsS Macca OTKIIOHAETCS
OT O9THX TIpeleNioB MM, ecmu |
WHIVNBHAyaTBHAS Macca OTKIOHSeTcs 3a
npezaensl 75 % - 125 % ot cpenHel Macchl.

Remarks : The Product confirms to ND/

IIpumeuanue: IlponykT coorBeTcTBYET TpeGoBaHusaM HJT

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):  31-01-2025 22:12:17




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIN3A

Product: Enam tablets 5 mg / Quam®, Tabaerkn S mr

Batch No. / Cepust Ne : B2500129

Batch Size / O6nem cepuu: 492 KG /492 KT

Analytical Report No. / Anasuruueckuii orger Ne:

2002FP25000193

Date of Analysis / JaTa ananusa: 31-01-2025-

Date of Manufacture / lata nponzBoacrea: 01/2025

Date of Expiry / Cpoxk roanocra: 12/2027

Analysis performed according ND / Auanns nposegen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S

) Test/ IokazaTean
No.

Result / PesyabtaT

Specification/ Hopma

10 | Package / YnakoBka

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 Dlisters and patient
information leaflet in a carton
pack. /

ITo 10 TabGnetok ¢ Onucmepe W3
TPEXCNOWHOMN ¢doneru
(OITA/An/TIBX) 1 amoMHHHEBOTH
¢$boTErM ¢ TEPMOCBapUBAEMEBIM
JTaKOBBIM MOKPBLITHEM Ha
DATICUATLIBACMO}t cToporic.

ITo 2 6aucTepa ¢ UHCTpYKUMEH Mo
TIPUMEHEHHIO B nayky

KapTOHHYIO.

Tablets 2.5 mg
10 tablets in Aluminum strip foil with Low-

Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

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

Tablets 5 mg. 10 mg. 20 mg

10 tabiets in Aluminum s#rip foil with Low-
Density polycthylene (LDPE) on the 3caling
side and shellac coating on top side

or

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. /

Tabremxy 2,5 m2

ITo 10 TaGnerok B cmpune w3 aTIOMUHUEBRO
(hOTBTH C IONUATHIICHOM HU3KOW MIOTHOCTH
(ITOHIT) Ha 3aneuarbiBaeMOH CTOPOHE U
IEJIITAKOBBIM  TIOKPEITEM Ha HapyXHOW

CTOpOHE
WY
mo 10 Tabmetoxk 6 Omucmepe w3

Tpexcnoiinoit  doneru  (OITA/AN/TIBX) wu
ANFOMUHWEBOM doneru c
TEPMOCBAPHBAEMBIM TTAKOBBIM TOKPEITHUEM
Ha 3arevyaTbiBaeMoii CTOpOHeE.

Ilo 2 crpuna wmm mo 2 Onuctepa ¢
UHCTPYKLUHEH NHO MPUMEHEHWIO B Ma4Ky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykr coorseTcTBYET Tpebosanuam HJI

‘| Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 4 of 6

Printed Date & Time (IST):

31-01-2025 22:12:17




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Enam tablets 5 mg / Duam®, taéaerku 5 mr

Batch No. / Cepua Ne : B2500129

Batch Size / O6sem cepun: 492 KG /492 KT

Analytical Report No. / AnanaTuueckuii oruer Ne:

2002FP25000193

Date of Analysis / JaTa ananuza: 31-01-2025

Date of Manufacture / Jlata nponsBoacrea: 01/2025

Date of Expiry / Cpox rognoctn: 12/2027

Analysis performed according ND / Ananns nposeaen mo H/{: I N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

S

i Test/ [TokazaTein
No.

Result / PezyabTaTt

Specification/ Hopma

Tabremxu 5 vz, 10 e, 20 m2

ITo 10 TabGnerok B cmpune U3 allOMUHUEBON
(oNbIU C MONMITHIIEHOM HA3KOH MJIOTHOCTH
(TTHIT) na 3ane4aThIBAEMOH CTOpPOHE U
[IIeJIIAKOBBLIM  TIOKPLITHEM Ha  HapyXHOW
CTOpOHE

Wwiu

mo 10 Tabnetok 6 Oaucmepe w3
Tpexcioiroit  doneru  (OTTA/An/TIBX) w
ANFOMHUHUEBOH dbonbru c
TEPMOCBAPUBAEMEIM ITAaKOBBIM TTOKPBITHEM
Ha 3areyaThiBaeMOH CTOpOHE.

Ilo 2, 5, 6, 10 ctpuroB umu no 2, 5, 6, 10
OGIUCTEPOR ¢ MHCTPYKUMEH NO MPUMEHEHHUIO
B ITAYKy KAPTOHHYIO.

11 | Labeling / Mapxupogka Complies as prescribed /
CoorseTcTBYeT TpeOOBaHUAM

According to ND /
B cooreerctBuu ¢ HJJ

Xpanenue

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Briue 25 °C.

13 | Sheiflife / Cpok roanoctu | 3 years/ 3 rona

* - 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.

* - IIposoanTcH NMpPOM3BOANTe/IeM NPH BBIMYCKe MEPHOJHYECKM: AR Kaxaoil 20-oif cepum mam
He MeHee 1 pasa B roa. IlokazaTesb MoskeT GBITh He BK/IIOYeH B cepTHRHKAT aHANHU3a GAPMBI.

Remarks : The Product confirms to ND/

IIpumeuyanne: Ilponykr cooTBeTcTBYET TpeGoBaHmsiM HJI

Conclusion : APPROVED /
3axkmwouenue: OJOBPEHO
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Printed By: Prashanth Voladri
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