Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATU3A

Product: Enam tablets 10 mg / uam®, taéaerxu 10 mr

Batch No. / Cepns Ne : B2403617

Batch Size / O6nem cepun: 492 KG /492 KI'

2002FP24002686

Analytical Report No. / AnanuTudecknii oTuer Ne:

Date of Analysis / lata ananuza: 31-10-2024

Date of Manufacture / Jlara npou3BoaAcCTBa:

10/2024

Date of Expiry / Cpox rogaocrn:  09/2027

Analysis performed according ND / Anann3 nposexen mo HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Iloka3zarein

Result / PesynbTaT

Specification/ Hopma

1 | Description / Onncanune

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / Benmlie, Kpyrnble, NJIOCKHE
Ta0NeTKH co CKOIICHHEIMH
KpasgmH, ¢ TucHeHueMm "EMT" Ha
OJIHOW CTOpOHe ¥ nppoi "10" n
pa3fenuTeNbHOH  pUCKOM  Ha
JpyTo#l CTOpPOHE.

Ha mnonepeusHoM pa3spe3e s1po
Oernoro usera.

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.

Cross Cut Description: White to off white
core. / Bennle wnu nogTH Gelnble, KPYTILIE,
IocKue TabieTkH €O  CKOIIEHHBIMH
kpasmu, ¢ TucHeHmeM "EMT" Ha ommoit
cTopore U nudpoit "10" u pasmenuTensHOR
DHCKOIi Ha IpyToii CTOPOHE.

Ha nmomepednoM paspese sxpo Oenoro mimm
no4tH Gesoro nBera.

2 | Identification /
o ITHHHOCTE

2. By TLC / TCX

1. By HPLC / BOXX

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

YACPIKABaHUSA OCHOBHOTO ITUKa Ha
XpoMaTorpaMMe HCIBITYCMOI'O pacTBOpa
JOJIKHO COOTBCTCTBOBATDH BPEMEHHA

yIepKMBaHUA ~ ITMKa  SHaJanpuila  Ha
XpOMaTorpaMMe CTaHOapTHOTO pacTBOpa
(pasgen «KomMaecTBEHHOE OIPENCIIEHUED).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TATHO Ha
XpOMaTorpaMMe MCIIBITYEMOTO  PacTBOPa
JIOJDKHO COOTBETCTBOBATh OCHOBHOMY IIATHY
Ha XpOMaTOrpaMMe CTaHAAPTHOrO pacTBOpA.

3 | Uniformity of dosage
units / OnHopoaHOCTH

23723

Acceptance value (AV) should be not more
than 15.0. / Tloka3aTens NpHEMIIEMOCTH

J03APOBAHASA (AV) momxen 65T HE bonee 15,0.
4 | Dissolution / 103%, 103%, 102%, 103%, Not less than 80 % (Q) of
PacTBopenne 104%, 103% Cy0H,sN,05-C4H 04 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) ConngzOs‘C4H404
(3Hanampuna Maneatr) OT HOMHHIBHOTO
coxepxaHus depes 30 MuH.

Remarks : The Product confirms to ND/
IIpumevanne: [TponykT cooTBeTcTBYET TpeGoBanmam HJL

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Enam tablets 10 mg / Suam®, Ta6uerxn 10 mr
Batch No. / Cepus Ne : B2403617 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / AHagnTHYecKA#H 0T9eT No: Date of Analysis / [lata ananmsa: 31-10-2024
2002FP24002686
Date of Manufacture / [lata npon3soactsa: 10/2024 Date of Expiry / Cpok rognocru: 09/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposenen o HJI: TI N014189/01-271021 (amend. Nel from

Test/ Iloxazatens Result / Pe3yasTaT

Specification/ Hopma

5 | Related substances / PoncTBeHHBIC NPAMeECH

Enalaprilat / Onananpunar | Not detected / He o6HapyxeHa

Enalapril diketopiperazine / | Not detected / ne obHapy»xena

OHananpuna
JUKETONHIIEPa3HH

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

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

Total impurities /

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

From 9.0 mg to 11.0 mg of
CHsN,05C4H,04 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MI 1O 11,0 MI ConzsNzOs'C4H404
(sHananpuia maneat) B tabnetke. (ot 90 %
20 110 % 0T HOMHHAIBEHOTO COACPKAHMS).

Cymma npumeceit Not detected / He 0OHapykeHa
6 | Assay / Konugecrsennoe 9.9 mg/9,9 mr
onpefeieHAe 99.4% / 99,4%
7 | Water / Bona 0.8% w/w / 0.8%

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

8 | Microbial limits* / Mukpoduoaoruyeckast yucrora*

and mould count / Obmee
QUCAO APOXIKEBBIX H
IUIECHEBRIX TPHOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6miee aucIo He 6onee 1000 KOE/r
29po6HBIX

MHKPOOPTaHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g/

He 6oxee 100 KOE/T

¢) E. coli Not Applicable

Shall be absentin 1 g/
JlOMKHEI OTCYTCTBOBaThL B 1 T

Remarks : The Product confirms to ND/
ITpumeqanne: [Tponykr cooTBeTcTRYET Tpeboranusam HJI

Conclusion : APPROVED /
3axirouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A
Product: Enam tablets 10 mg / duam®, Taéaerxn 10 mr
Batch No. / Cepusa Ne : B2403617 Batch Size / O6nem cepun: 492 KG /492 KT’
Analytical Report No. / AranuTnaecknii oTgeT Ne: Date of Analysis / Jlara anaan3sa: 31-10-2024
2002FP24002686
Date of Manufacture / lata npon3Boacrea: 10/2024 Date of Expiry / Cpox rognocti:  09/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3s nposeaen no HJI: IT N014189/01-271021 (amend. Nel from

Test/ IlokasaTenn Result / PesynbTar

Specification/ Hopma

9 | Subdivision of tablets /
Onnoponnocts Mace npu | Complies as prescribed /
AeJIeHMH Ta0J1eToK CooTtBeTcTBYET

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.
/

TabJeTKH COOTBETICTBYIOT TpPEOOBaHHUSAM,
ecna He Oomee 1 emumugHas Macca
oTKIIoHseTCs 3a npenens 85 % - 115 % ot
cpenHel MAacChL. TabneTkn HE
COOTBETCTBYIOT TpeboBaHHAM, eciu Gonee
uyeM | MHAMBHMAyaATEHAS Macca OTKIOHAETCS
OT 3THX mpejenoB wm, ecma 1
HHAMBUOyQIbHAs Macca OTKIOHAeTcs 3a
npenenst 75 % - 125 % ot cpeaneit MacCel.

Remarks : The Product confirms to ND/
IIpumeganne: IIpoaykT cOOTBETCTBYET TpeboBanusam HJ[

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0 Page 3 of 6

Printed By: Ajay Kumar..... Printed Date & Time (IST): 02-11-2024 17:02:10




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

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

Batch No./ Cepus Ne : B2403617

Batch Size / O6bem cepun: 492 KG /492 KI'

200

2FP24002686

Analytical Report No. / AHaimMTHuecKnii oTueT No:

Date of Analysis / lata anaam3a: 31-10-2024

Date of Manufacture / JlaTa mpoM3BOACTBA:

10/2024

Date of Expiry / Cpox rogaocrn: 09/2027

Analysis performed according ND / Ananns nposeaen o HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

foil (OPA/AI/PVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2  blisters and patient
information leaflet in a carton
pack. /

ITo 10 Tabnerox & Gaucmepe u3
TPEXCIOHHOH tbonbrn
(OITA/An/TIBX) 1 anoMUHHEBOH
donery ¢ TepPMOCBapUBAEMBIM
JIAKOBBIM [IOKPBITHEM Ha
3areuaTsIBaeMOi CTOPOHE.

ITo 2 6aucTepa ¢ MHCTPYKUHEH 1O
[IPUMEHEHHIO B NaukKy
KapTOHHYIO.

No Test/ TlokazaTenn Result / PesynbTar Specification/ Hopma
10 | Package / YmakoBka 10 tablets in blister of three-layer | 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/A1/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 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, 5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tadaemru 2.5 m2

ITo 10 TabneTox B cmpune U3 aMIOMHUHHEBOA
(ONIBIM ¢ TOMMAITHICEHOM HH3KOM IWIOTHOCTH
(TIDHIT) Ha 3amedaTsiBa€MOM CTOPOHE H
[IE/UIAKOBEIM IIOKPHITHEM Ha HApPY)KHOK
CTOpOHE

HIH

mo 10 Tabnetox 6 Onucmepe U3
tpexcnoiinoii  ¢omsru (OITA/An/TIBX) u
ATIOMHHUEBOH domeru c
TEPMOCBAapHBAEMEIM TTAKOBEIM TOKPBHITHEM
Ha 3aTeJIaTEIBAEMOM CTOPOHE.

Ilo 2 crpuma wm mno 2 6muctepa ¢
MHCTPYKIMEH TI0 TPUMEHEHHIO B TAYKY

KapTOHHYIO.

Remarks : The Product confirms to ND/
Iprmeganne: ITpoaykt cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Product: Enam tablets 10 mg / uam®, tadaerku 10 mr

Batch No. / Cepusa Ne : B2403617

Batch Size / O6bem cepun: 492 KG /492 KT

Analytical Report No. / AHaJIATHYeCKH OT
2002FP24002686

geT No:

Date of Analysis / lata ananu3za: 31-10-2024

Date of Manufacture / /laTa npon3BoacTna:

10/2024

Date of Expiry / Cpok ronHocrn: 09/2027

Analysis performed according ND / Anauu3 nposexen mo HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

13(')- Test/ Ilokazatenn Result / PesyanTaT Specification/ Hopma
Tabnemxu 5 me, 10 me, 20 312
ITo 10 TabneTok B cmpune U3 antOMHHUEBOK
(OJIBTH € IOMMITHICHOM HU3KOH MIOTHOCTH
(II2HIT) Ha 3ameyaTHIBAEMOM CTOPOHE H
MIEIaKOBEIM IOKPEITHEM Ha HapyXHOH
CTOpOHE
2001
mo 10 TabGmetok 6 Oaucmepe U3
Tpexcnoinoit doasru (OIA/AN/TIBX) u
ANIOMHHUEBOU doneru c
TEPMOCBAPUBAEMEIM JaKOBEIM ITOKPBITHEM
Ha 3ane9aThBaEMOH CTOPOHE.
Mo 2, 5, 6, 10 cTpunos wu o 2, 5, 6, 10
6NMCTEPOR ¢ HHCTPYKIMEH 110 IPHMEHEHHUIO
B [TA9Ky KapTOHHYIO.

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

CooteeTcTByeT TpeGOBaHUAM B cootBercTBrm ¢ HN{
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbinte 25 °C.
Xpanenne
13 | Shelflife / Cpox rogmoctu | 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.

* - TIpoBOAMTCH MPOH3BOAUTE/NEM MPH BBINYCKE NEPUOAMHECKH: LUIA KaxaoH 20-off cepum HiIx
He meHee 1 pa3a B roa. Iloka3zaTens MoxeT GbITh He BKIIOYEH B cCePTAQAKAT aHANA32 PHPMEL.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykr cooTBeTcTBYET TpeboBanusaM H]T

Conclusion : APPROVED /
3axmogenne: OJOBPEHO
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