Uncontrolled Copy

I_Product: Enam tablets 10 Hm_/ Junam®, Tabuerkn 10 Mr

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No./ Cepust Ne :  B2202798

|Batch Size / O6wem cepun: 89.650 KG / 89,650 KI'

12002FP22001833

Analytical Report No. / AHaauTHuecknii oTuer Ne:

Date of Analysis / laTa anaausa: 06-09-2022

Date of Manufacture / Jlara n_pmummc_ma: 08/2022

Date of Expiry / Cpok rogsocTu: 07/_2_(25 i

|Analysis performed according ND / Anayius nposeaen no H/: IT N014189/01-271021

S. Test/ TokasaTenn

Result / PesyasTar Specification/ Hopma

1 | Description / Onncanue

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. / benbic, Kpyrislc, TIOCKUE
TaONETKH co CKOITEHHBIMHA
kpassM#, ¢ THcHerMeM "EMT" Ha
ojiHol1 cTopoHe 1 uudpoit "10" n
pasmenwurensHoll  prckodf  Ha
JIpyToit CTOpOHE.

Ha nonepeynom paspese s1po
Oernoro 1EBCTa.

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. / Benple UnH no'ru Genkle, Kpyribie,
miockue  TableTKM €O CKOIUEHHBLIMH
kpasmu, ¢ THcHeHMeM "EMT" wa opmnoit
cropoHe ¥ wdpoit "10" u pasgenurensHoi
pUCKOit Ha APYroi CTOPOHE.

Ha mnomepedHom paspese Anpo Oenoro win
noutyn Geyoro LBeTa.

2 | Identification /

MoaanHHOCTL
1. By HPLC/B3XX

2. By TLC/ TCX

Complies as prescribed /
CooTBETCTBYET

Complies as prescribed /
CoOTBETCTBYCT

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"). / Bpemst
yIepXKMBaHWss ~ OCHOBHOTO  TIMKa  Ha
XpOMaTorpaMMe HCMBITYEMOro  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHN
yOepKWBaHWS  TIHKa  DJHajJalpuia  Ha
XpoMaTorpaMMe CTaHAApTHOTO pacTBopa
(pazgen «KomyecTBeHHOE ONpereNeHne ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TISTHO Ha
XpoMarorpaMMme HCHBITYEMOTO  pacTBOpa
JIOJIKHO COOTBETCTBOBATE OCHORHOMY TIATHY
Ha XpOMAaTOTpaMMe CTAHIaPTHOTO PacTBOpa.

3 | Uniformity of dosage

units / QaHopoaAHOCTH
J03UPOBAHUS

43743

Acceptance value (AV) should be not more
than 15.0. / TlokazaTens NPHEMIIEMOCTH
(AV) nomxen 65ITh He Gonee 15,0.

4 | Dissolution /

PacTBOpeHue

99%, 99%, 101%,
99%, 101%, 99%

Not less than 80 % (Q) of
C20H23N205'C4H404 (Enalapril Maleate) of
the label c¢laim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205'C4H4O4
(3Hayanpuna Masnear) OT HOMHHAIBLHOTO
conepkanns yepes 30 MUH.

Remarks : The Product confirms to ND/
Ipumeuanne: TTponyKT coOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakimouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

[Product: Enam tai)lgts 10 mg / Yuam®, Tabaerku 10 mr

B2202798

Batch Size / O6nem cepun: 89.650 KG / 89,650 KI

Batch No. / Cepus Ne :

2002FP22001833

Analytical Report No. / Auanurudeckmii oryeT Ne:

IDate of Manufacture / Jlata npoussojictBa: 08/2022

Date of Expiry / Cpok roanoctu:

Date of Analysis / lara anaiauza: 06-09-2022

07/2025

Analysis performed according ND / Auanns nposenen no H/L: 1T N014189/01-271021

S. Test/ Hokasatenn
No.

Result / PesyabTaTt

Specification/ Hopma

5 | Related substances / PoacrBeHHble NpuMecH

Enalaprilat / Dnamanpunar

Enalapril diketopiperazine /

TIpEMech
Total impurities /
CyMMa npumeceit

DHananpuna
IAKETONUIIEPa3UH
Individual unidentified
impurity /  Enwrminas

HenAeHTUULNPOBaHHAS

Not detected / He 0OHapykeHa
Not detected / He oOHapykeHa

Not detected / He oOHapy KeHa

Not detected / He 0GHapyskeHa

Not more than 1.5 % / He Gomee 1,5 %
Not more than 2.5 % / He Gomnee 2,5 %

Not more than 0.2 % / He 6osee 0,2 %

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

onpegeieHue

6 | Assay/KoauuecTBeHHOe

9.9 mg/9,9wmr
(99.1% / 99,1%)

From 9.0 mg to 11.0 mg of
Cy0HsN,05-C4H,0, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MT 10 11,0 MI C20H28N205'C4H4O4
(oHanarnpuna marneat) B Tabnetke. (ot 90 %

10 110 % oT HOMHHAJILHOTO COAEpKaHUA).

~X

Water / Bona 0.8% w/w /0,8%

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

8 | Microbial limits / MukpotuoJsiornyeckas 4NcTOTA

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

a) Total acrobic microbial
count / Ob1mee yncio
a3pOOHBIX
MUKPOOPTaHU3MOB

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

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

b) Total combined yeasts
and mould count / O6uee
YHCIIO HPOMOIKEBBIX U
TUIECHEBBIX TPHOOB

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli Absentin 1g/

OtcyTcTBYET B IT

Shall be absentin 1 g/
JToJ1KHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
O pumeuanue: ITponykT cooTBeTCTBYET TpeboBaHmam HJL

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJITM3A

'Product: Enam tablets 10 mg / 3Ha;®._T36_JleTKn 10 mr

Batch No. / Cepus Ne :  B2202798

[Batch Size / O6nem cepnn: 89.650 KG / 89,650 KI

Analytical Report No. / ARaaurudeckuii
2002FP22001833

oTuyeT Ne:

Date of Analysis / {aTa ananusa: 06-09-2022

Date of Manufacture / /lata npoussojcrea: 08/2022

Date of Expiry / Cp0|_< rognocrn:  07/2025

|Analysis performed according ND / Anasns nposegen no H/: 11 N014189/01-271021

S. Test/ [Moxa3zaTeanb

Result / PesyabTaT

Specification/ Hopma

9 | Subdivision of tablets /

Onnopoanocts Macce mpu | Complies as prescribed /
JAeJeHUN TabJaeToK 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.
/

Tabierkn COOTBETCTBYIOT TpPeOOBaHMAM,
ecnmi He Oonee 1 eaWHMYHas Macca
OTKJIOHsETCS 3a mpenensl 85 % - 115 % or
cpenHeit Macchbl. Tabnerku He
COOTBETCTBYIOT TpeboBaHMAM, ecnu Oonee
yeM 1 WHAWBHAYaTbHAA Macca OTKIIOHSETCS
OT 9TUX TpeienoB  wiu, ecam 1
WHIMBHOyalIbHAas Macca OTKIOHseTCs 3a
nipenenst 75 % - 125 % ot cpeaneii Maccsl.

Remarks : The Product confirms to ND/

Tpumeuanue: [TpoXykT coorBeTcTBYeT Tpebosanuam H/JL

Conclusion : APPROVED /
Zakaouenue: OJIOBPEHO
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Uncontrolled Copy

PT)duct: Enam tablets 10 mg / uam”, TabaeTku 10 mMr

Batch No. / Cepus Ne :
Analytical Report No./ AHaautn4eckuii oruer Ne:

B2202798

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

 |Batch Size / O6bem cepun: 89.650 KG / 89,650 K[

2002FP22001833

Date of Analysis / J{ara ananusa: 06-09-2022

Date of Manufacture / I[a'ra_rlpomlzouﬂna: 08/2022

Date of Expiry / Cpox roanocrtu: 07/2__025 |

Analysis performed according ND / Anaaus nposeaes mo HJL: 1 N014189/01-271021

S. Test/ lokazaTenn Result / Pesyabrart Specification/ Hopma
No. —
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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

ITo 10 Tabnerok & 6nucmepe M3
TpeXcnofHON donsru
(OIIA/An/TIBX) 1 antoMHHHEBOH
doNer ¢ TEpPMOCBapHBAEMbIM
NaKOBBIM NOKPLITHEM Ha
3areyaTblBaeMO CTOpOHE.

ITo 2 6nucTepa ¢ WHCTPYKIMEN 110
NpUMEHEeHUIO B nauky
KapTOHHYIO.

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 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. /

Tabnemxu 2,5 m2

ITo 10 TabneTok B cmpune U3 alllOMUHUEBON
(GONBrH ¢ MOJIH3THIIEHOM HU3KOH MIOTHOCTH
(ITBSHIT) Ha 3amedarsiBaeMoOi CTOpOHE U
IIEITAKOBEIM TIOKPEITHEM Ha  HapyXXHOM
CTOpoHE

WA

no 10 Tabmerox 6 Onucmepe W3
tpexcioitnoir ¢omeru  (OITA/An/TIBX) wu
ATIOMUHUEBOH donsrn c
TEPMOCBAPHBACMBIM JIAKOBBLIM TOKPBITHEM
Ha 3aneyaTbIBaEMOil CTOpPOHE.

Ilo 2 crpuma wmu mo 2 Oiucrepa ¢
WHCTPYKIWEH [0 MPHMEHEHHI0 B TAuKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBETCTBYET TpeboBanusaM HJ

Conclusion : APPROVED /
3araouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A
Product: Enam tablets 10 mg / Ynam®, Tabaerxn 10 mr -
Batch No. / Cepust Ne :  B2202798 Batch Size / O6nem cepun: 89.650 KG / 89,650 KI"
Analytical Report No. / AHasiuTiudeckuii order Ne: Date of Analysis / Tata anaauza: 06-09-2022
12002FP22001833 .
Date of Manufacture / Jlata npoussoacrea: 08/2022 Date of Expiry / Cpok roanoctu:  07/2025

| Analysis performed according ND / Ananns npogeaen no H/: IT N014189/01-271021

S. Test/ lokasaTennb Result / PesynbTat Specification/ Hopma

Tatnemxu 5 w2, 10 vz, 20 m2

ITo 10 Tabnerok B cmpune N3 aTFOMHHHEBOI
($oIbIK C NONUATUIEHOM HU3KOI MIOTHOCTH
(TI2HIT) wa 3arme4aThIBAEMON CTOpOHE W
[IEJJIAKOBEIM  TIOKPBHITHEM HA  Hapy>KHOU
CTOpPOHE

WA

no 10 Tabnmetok 6 Onucmepe W3
tpexcinoiinoil  doneru  (OITA/An/TIBX) u
AFOMHUHHUEBOMH ¢oneru c
TEPMOCBAPHUBACMBIM ITAKOBBIM TIOKPBITHEM
Ha 3anevyaThlBa€MON CTOPOHE.

IMo2,5,6,10 crpunoB i no 2, 5, 6, 10
OJUCTEPOB C MHCTPYKLIMEH O TPUMEHEHUIO
B Mavky KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTRYET TPeOOBAHUAM B cootBercTBum ¢ HJL
12 | Storage conditions / At temperature below 25 °C. / Tlpn Temnepatype He Bbiie 25 °C.
Xpanenue

13 Shelf life / Cpox rognocru | 3 years / 3 ronia

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: TTpoaykT cooTBeTCTBYET TpeboBanusm HJJ 3akmouenue: OJOBPEHO
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