Uncontrolled Copy

}’;odu—d: Enam tablets 5 mg / Quam®, Taéaerkn S Mr

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Batch No./ Cepus Ne: B2400822

492,000

" [Batch Size / O6bem cepun: 492.000 KG /

KT

Analytical Report No. / AnanuTrgeckuii orHer No:

2002FP24000647

Date of Analysis / laTa ananmza: 16:0_‘3,-2024

Date of Manufacture / laTa npoussogcrsa: 02/2024

Date of Expiry / Cpok rogaoctn: 01/2027

Analysis performed according ND / Anann3 nposegen mo HJI: I N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Iloxkaszarenn

Result / PesyabTat

Specification/ Hopma

1 | Description / Onucanuc

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, kpyrisle, MnocKue
TabsieTkn co CKOUIEHHBIMU
kpasMH, ¢ THcHeHueM "EMT" na
OIIHOM cTOpoHe W 1udpoit "5" u
pazzenuTenLHON pHUCKO Ha
Jpyroii CTopoHe.

Ha nonepeuHom paspese sapo
Oenoro 1BeTa.

White to off-white, round, flat, becveled
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. / Benpie win nouru Genwle, Kpyrisie,
niockve  TablieTkh €O CKOLIEHHBIMHU
kpasmy, ¢ ThucHeHueM "EMT" Ha ogwoi
cropore u wMbpoit "5" ¥ pasmenurensHoOR
pHCKO# Ha Ipyrolf CTOpoHe.

Ha nonepeunoM paspese aapo Genoro wiu
IIOUTH OEJIOro LIBETA.

2 | Identification /
HopuuHOCTDH
1. By HPLC / BOXXX

2. By TLC / TCX

Complies as prescribed /
CootBeTcTBYET

Complies as prescribed /
CootBercTByeT

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
VAEpKUBAHUS ~ OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe HCIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
yAepKMBaHUS ~ TIMKa  DHajlanpuia  Ha
XpoMmarorpaMMe CTaHAapTHOrO pacTBoOpa
(paznen «KonuyecTBEHHOE OIPEAENECHUER).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe MATHO Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATHE OCHOBHOMY NATHY
Ha XpOMAaTorpaMMe CTaHJApTHOTO PAacTBOpA.

3 | Uniformity of dosage
units / OaHopoaHOCTD
J03HPOBAHHA

1.8/1,8

Acceptance value (AV) should be not more
than 15.0. / [loka3arenp NpueMIeMoOCTH
(AV) nomxken 6biTh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykr coorBercTryeTr TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Suam®, TaéneTkn 5 Mr

Batch No. / Cepua Ne :  B2400822

Batch Size / O6bem cepun: 492.000 KG /
1492,000 KT

Analytical Report No. / AnamuTHuecknii oruer Ne:

2002FP24000647

Date of Analysis / lata anaansa: 16-03-2024

Date of Manufacture / Jlara npoussojcrsa:  02/2024

Date of Expiry / Cpok rogunoctu: 01/2027

Analysis performed according ND / Anasan3 nposegen no HJI: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ IlokaszaTenan
No.

Result / PesynbTar

Specification/ Hopma

4 | Dissolution /
PacTBOpenne

100%, 99%, 99%, 103%, 100%,
101%

Not less than 80 % (Q) of
Cy0H2sN,05-C4H4O4 (Enalapril Maleate) of
the 1label claim in 30 minutes. /
He wmenee 80 % (Q) Cz()HngzoS‘C4H404
(3Hananpuia Manear) OT HOMUHAILHOI'O
cogepkanus yepes 30 MUH.

5 | Related substances / PoacTBeHHbIe MpHMecH

Enalaprilat / DHananpunar

Enalapril diketopiperazine /
Dnanmanpuna
JIUKETONUIEPa3HH

Not detected / He oOHapyKeHa

Not detected / He oOHapyxeHa

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

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

Total impurities /
CymMa npumeceit

Not detected / He oOHapykeHa

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

6 | Assay/KoauuecTBenHoe
onpeneseHne

5.02 mg/ 5,02 mr
100.5% / 100,5%

From 4.5 mg to 5.5 mg of
CyHysN,05C4H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI" 10 5,5 Mmr C20H23N205'C4H404
(snananpmnna manear) B tabnerke. (ot 90 %
20 110 % OT HOMUHAJIBHOI'O COZAEP)KAHUA).

7 | Water / Boaa

0.7%/0,7%

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

8 | Microbial limits* / MuxpoounoJsiorndeckas 4acrora*

a) Total aerobic microbial
count / Ob1iee uncno
a’poOHBIX
MHKPOOPTaHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / O61ee
YHCIIO APONCKEBbIX U
[UIECHEBBIX TPUGOB

Not Applicable

Not more than 100 CFU/g /
Hc Gonce 100 KOE/r

c) E. coli

Not Applicable

Shall be absentin 1 g/
JosmkHbl OTCYTCTBOBaTH B 1 1

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeOoBanuam HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

I%d_uct: Enam tablets S_n.lg / Inam®, Ta6aeTKN 5 Mr

Batch No./ Cepust Ne : B2400822

Analytical Report No. / AHanuTHYecKuil oTHeT Ne:

2002FP24000647

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

Date of Analysis /_I[aTa apagmsa: 16-03-2024

Date of Manufacture / /IaTta npoussoacrBa;

02/2024

Date of Expiry / Cpok rognoctu: 01/2027

Analysis performed according ND / Anann3 nposenen no H/I: II N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

S.

Test/ IToxazarean
No.

Result / Pesyabrat

Specification/ Hopma

9 | Subdivision of tablets /
OaHOpPOAHOCTH Mace NPH
JeJIeHHH Ta0JIeTOK

Complies as prescribed /
CoOOTBETCTBYET

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.
/

TabneTkn cOOTBETCTBYIOT —TpeboBaHHAM,
ecnmi  He Oomee 1 enuHMuHas Macca
oTKJIoHAeTcs 3a npenenst 85 % - 115 % ot
cpenHeit maccel. Tabnerku He

COOTBETCTRYIOT TpeboBaHUAM, eciau Gonee
yeM | vHAMBHAYaNbHAsT Macca OTKJIOHAETCS
OT OSTHX  OpegenoB  wiM, ecnum |
WHOMBHAYyaJbHAS Macca OTKJIOHSETCA 3a
npenensl 75 % - 125 % ot cpenHeit Macchl.

Remarks : The Product confirms to ND/

TIpumeuanne: Ilpoaykr coorBercTBYET TpeGosanuam HJI

Conclusion : APPROVED /
3axnouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

of 6
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

Product: Enam tablets 5 mg / Dnam®, radserkn 5 mr

Batch No./ Cepusi Ne : B2400822

Analytical Report No. / Ananurnaeckuii oT4er No:

2002FP24000647

Batch Size / O6nem cepuu: 492.000 KG/
492,000 KT R
Date of Analysis / lata anamu3a: 16-03-2024

Date of Manufacture / Jlara npoussoacrea:  02/2024

Date of Expiry / Cpoxk roguociu:  01/2027

Analysis performed according ND / Anaaus nposexen mo HJI: I1 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 Dblisters and patient
information leaflet in a carton
pack. /

ITo 10 Tabnerox & 6nucmepe w3
TPEXCIIONHOIA donbru
(OTTA/An/TIBX) u amoMHHUEBOH
¢bonpru ¢ TEpPMOCBapUBACMBIM
JIAKOBbIM MTOKPBITHEM Ha
3areyaTbiBaeéMOU CTOPOHE.

[To 2 6nuctepa ¢ UHCTpYKLMEH 11O
MPUMEHEHHIO B TauKy
KapTOHHYIO.

1\?(‘) Test/ IlokazaTenn Result / PesyapTat Specification/ Hopma
10 | Package/ YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 tablets in Aluminum s#ip 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 tablets in Aluminum st#ip 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. /

Tatnemxi 2,5 me

I'lo 10 Tabnerok B cmpune u3 aJloMAHUEBOH
donpry ¢ NONUITUICHOM HU3KOH IUNIOTHOCTH
(ITSHIT) na 3aneyaTblBaeMOH CTOPOHE H
LIeJUTAKOBEIM  TIOKPBITHEM Ha  Hapy>KHOH
CTOpOHE

1201

nmo 10 Tabnerok @ Oaucmepe M3
TpexcioiHoit  doneru (OINA/AN/TIBX) n
ANIOMWHUEBOH dhonbru c
TEPMOCBAPUBACMBEIM JIAKOBBIM  [TOKPBITHEM
Ha 3are4aThlBacMOll CTOpPOHE.

Ilo 2 crpuna unn no 2 Onmcrepa ¢
UHCTPYKLHMEH 110 NpPHMEHEHHIO B MauKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBanusaM HJ[

Conclusion : APPROVED /
3aximouenne: OJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUEKAT AHATH3A

Product: Enam tablets 5 mg / Iuam®, rabuerkn 5 mMr

Batch No./ Cepusa Ne: B2400822

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

2002FP24000647

Analytical Reportﬁo. / AnamuTnyeckuii oTaet Ne:

Date of AnalysisT}]a'ra anaumsa: 16-03-2024

Date of Manufacture / JlaTa npoussoacTsa:

02/2024

Date of Expiry / Cpok ropnocrn: 01/2027

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananuns nposegen nmo HJ/I[: I1 N014189/01-271021 (amend. Nel from

S.

Test/ IloxazaTeanb
No.

Result / PezyasTar

Specification/ Hopma

Tabtemeu 5 me, 10 me, 20 m2

ITo 10 TaGneTok B cmpune V3 amoOMUHUEBOI
(GONBrY ¢ HONUATUINEHOM HU3KOH [JIOTHOCTH
(IT2HI1) na 3anewareiBaemMoii cropoHe u
LIE/UIAKOBBIM  TIOKPBITUEM Ha  HapyXHOM
CTOpPOHE

120307

no 10 rabnerok 6 Oaucmepe w3
tpexciotinoli  doneru  (OITA/AN/TIBX) nu
ATFOMHUHUEBOM dombru c
TEPMOCBAPUBAEMBIM JIAKOBBIM MOKPHITHEM
HAa 3aMe'1aTbIBAEMOH CTOPOHE.

Ilo 2, 5, 6, 10 cTpunos unu no 2, 5, 6, 10
OJIUCTEPOB ¢ MHCTPYKUMEHN MO NMPUMEHEHUIO
B Ma4Ky KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTRYET TpeOOoBaHUAM

According to ND /
B coorserctBuu ¢ HJJ

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / I1pu Temniepatype He Boite 25 °C.

13 | Shelf life / Cpox roanocru

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.

* - JIpoBoAMTCA NPOM3BOAMTENEM IPH BBINYCKE NepHOAMYECKH: ANf Kaxgod 20-of cepum MM

He MeHee 1 pa3a B roj. [lokaszaTesib MOXKeT OBITH He BKJIIOYEH B cepTHPHKAT aHAJIH3a QHPMBL.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykt cootBercTByeT TpeGoanusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO
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