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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[Product: Enam tablets 10 mg / Inam®, Tabaerku 10 mMr

Batch No./ Cepusi Ne :  B2300202 Batch Size / O6bem cepuu: 492.000KG /492,000
KT

Analytical Report No. / AHaIHTHYeCKHI oTueT Ne: Date of Analysis / lata ananusa: 27-01-2023 |
2002FP23000229
Date of Manufacture / Jlara npoussoacrea: 01/2023 Date of Expiry / Cpok rogmoctu: 12/2025
Analysis performed according ND / Anasas nposegen no HJI: T1 N014189/01-271021

S. Test/ ITokazaTens Result / Pegyanrat Specification/ Hopma
No.

1 | Description / Onucanne

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. / benble, Kpyrible, MIOCKHE
TableTKH €O  CKOUICHHBIMHU
KkpasMH, ¢ TucHeHuem "EMT" Ha
ogHo#t cropone v uudpoit "10" u
pa3geTUTENEHON  pUCKOM  Ha
JpyTroH CTOpOHE.

Ha monepeurnoM paspese sapo
Oemoro ugera.

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. / bensle wnn noutu Oesvle, Kpyrible,
mIockhe  TableTKH  CO  CKOIIEHHBIMH
KkpasMu, ¢ THcHeHHeM "EMT" Ha ogpHoit
cropore u uudpoii "10" u pazpenuTensHoM
PVICKOH Ha Ipyroi cTOpoHe.

Ha nonepeyHoM paspese sapo Gemoro win
o4ty Gesyoro mBeTa.

2 | Identification /
IMog1HHHOCTD
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
CooTBeTCcTBYET

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
yOepKUBaHMS  OCHOBHOTO  MHKa  Ha
XpoMaTorpaMme HCHBITYEMOrO pacTBOpa
JIOJKHO COOTBETCTBOBATE BpPEMEHH
yAep)KUBaHWs  TWKa  3HajJampwia  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBopa
(pazmen «KomuyecTBEHHOE OTpEIelIEHHEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHoe TMATHO Ha
XpoMaTorpaMMme HCHBITYEMOTO  pacTBOpa
JIOIKHO COOTBETCTBOBATH OCHOBHOMY ISATHY
Ha XpoMaTorpaMme CTaHIapTHOTO PacTBopa.

3 | Uniformity of dosage
units / OaHOpOAHOCTH
J03HPOBAHUS

1.9/1,9

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

4 | Dissolution /
PacrBopenne

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

Not less than 80 % (Q) of
CyoHysN,05-C,H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205‘C4H404
(oHananpuia Maiear) OT HOMMHAJIBHOTO
coliepkanus yepes 30 MUH.

Remarks : The Product confirms to ND/
TMpumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

[Product: Enam tablets 10 mg / Iuam®, Tabaerku 10 mr

Batch No. / Cepust Ne :

B2300202

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

Xnalytical Report No. / AHanuTHYecKHil oTaeT No:

- S
Date of Analysis / lata ananusa: 27-01-2023

2002FP23000229
Date of Manufacture / laTa nponssoacrea:  01/2023 Date of Expiry / Cpox rognocru:  12/2025
Analysis performed according ND / Ananus nposejen no HJL: TTN014189/01-271021

S. Test/ Iloka3arcin Result / PesyabTat Specification/ Hopma
No.

5 | Related substances / PoacTBeHHBIC IPUMeECH

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
DHanatipuia
JIUKETONHTIEPa3nH
Individual unidentified
impurity / Eguanunas
HeuaeHTU(ULMPOBAHHAS
TIpUMech

Total impurities /

Cymma nipumeceit

Not detected / He obnapyxena
Not detected / He oOHapyKeHa

Not detected / He obnapyxena

Not detected / He oOHapy>keHa

Not more than 1.5 % / He 6onee 1,5 %
Not more than 2.5 % / He 6onee 2,5 %

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

Not more than 3.0 % / He Gomnee 3,0 %.

6 | Assay/KoauuecTBeHHOE
ompejesieHue

10.0 mg /10,0 mr
(99.9 %/ 99,9%)

From 9.0 mg to 11.0 mg of
C,0H3N,05-C4H4O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MT 10 11,0 Mr C20H28N205'C4H404
(oHananpuna manear) B Tabnerke. (ot 90 %
10 110 % OoT HOMUHAJIBHOTO COMIEPIKAHMS).

7 | Water / Boga

0.6% w/w / 0,6%

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

8 | Microbial limits / Mukpo6uosornyeckas 4ACTOTA

a) Total aerobic microbial
count / O6Iuee 4uco
a3pOOHBIX
MHUKpPOOPTaHH3MOB

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

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

b) Total combined yeasts
and mould count / Obuiee
YKCII0 IPOMOKEBBIX U
[IECHEBBIX TPHOOB

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

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

c) E. coli

Absent in 1g/
OtcyTtcTByeT B IT

Shall be absent in 1 g/
JlomKHBI OTCYTCTBOBAaTE B 1 T

Remarks : The Product confirms to ND/
Ipumeganne: ITpoxykT cooTBeTcTBYET TpeboBanuamM HJI

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

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

CEPTHO®UKAT AHAJIN3A

Product: Enam tablets 10 mg / Inam®, Tabaerkn 10 mr

Batch No. / Cepust Ne:  B2300202

K

Batch Size / O6nbem cepun: 492.000K.G / 492,000 [

Analytical Report No. / Ananuraueckmii
2002FP23000229

oTuer Ne: Date of Analysis / lata ananusa: 27-01-2023 I

Date of Manufacture / fara npoussoacrea; (01/2023

Date of Expiry / Cpok rogaoctu: 12/2025

Analysis performed according ND / Ananns nposegen mo HJ1: IT NO14189/01-271021

S. Test/ IloxazaTean

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /

Oanopoanocts mace npu | Complies as prescribed /
JeJIeHHH Ta0JIeToK CoOTBETCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
ol 85 % Lo 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 TpeOOBaHHAM,
ecrn He Oomee 1 eauHMuHas Macca
OTKJIOHseTcs 3a mpejensl 85 % - 115 % or
cpenHei MAaccCHl. Tabnerku HE
COOTBETCTBYIOT TpebGOBaHHMIM, ecnu Oonee
yeMm | MPAKMBUAYaNTbHAS Macca OTKIIOHAETCS
OT O3TWX TIpelleloB WM, ecim 1
WHJIMBHIyallbHast Macca OTKIIOHsAeTcs 3a
npenenst 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipogykt coorBeTcTBYET TpebOBaHMaM HJ|

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Ry I Naravuana Quramy

Page 3 of 6

Drintad Mata 2 Tima /1IQTHY- 29 N1 2N2?2 1R-R2-R9D




N1 EWIL LT 1IN NA \JU}}y

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

l’roduct: Enam tablets 10 mg / Iuam®, Tabaerku 10 mr

Batch No. / Cepus Ne :  B2300202 Batch Size / O6sem cepun: 492.000K.G / 492,000
KI'

Analytical Report No. / ApannTuueckuii oruer Ne: Date of Analysis / {ata ananmza: 27-01-2023 |

2002FP23000229

Date of Manufacture / lata nponssoacrna: 01/2023 Date of Expiry / Cpox rognoctu:  12/2025

Analysis performed according ND / Anaans npoeenen nmo HJL: T1 N014189/01-271021

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

pack. /
IMo 10 Tabnerok 6 Gnucmepe U3
TpeXcnoiHoH ¢onbru

(OTTA/An/TIBX) u amoMHUHACBOH
doner ¢ TepMocBapyBaEMbIM
JIAKOBBIM TTIOKPBITUEM Ha
3are4yaThIBAEMON CTOPOHE.

ITo 2 6nucTepa ¢ HHCTPYKLREH 110
TIPUMEHEHWIO B MavKy
KapTOHHYIO.

S. Test/ IloxazaTenn Result / PesyabTat Specification/ Hopma
No.
10 | Package / YnakoBka 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/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. /

Taonemru 2,5 mez

ITo 10 TabneTok B cmpune N3 amtOMHHAEBOH
¢$hoNBTH ¢ MOMUITUIIEHOM HU3KOH TUTOTHOCTH
(ITSHII) na 3amnevarbiBaeMoii CTOPOHE H
LIEJUTAKOBEIM  TIOKPBITHEM Ha Hapy>KHOM
CTOpOHE

WIH

nmo 10 Tabnerox 6 Oaucmepe M3
tpexcnottroit ¢onpru (OITA/AN/TIBX) u
ATFOMUHHEBOH donerH c
TEPMOCBAPUBAEMBIM JIAKOBBIM TOKPEITHEM
HAa 3arevaTEIBAEMOI CTOpPOHE.

Ilo 2 crpuma wnun mno 2 Onucrepa ¢
HHCTPYKUHMEH 110 TMPHUMEHEHHIO B TMAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpumeuanne: [IpogykT coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Enam tablets 10 mg / Iuam®, Tabserkn 10 mr i
Batch No./ Cepua Ne :  B2300202 Batch Size / O6nem cepun: 492.000KG / 492,000
KI
Analytical Report No. / Ananutuuecknii oruer Ne: Date of Analysis / laTa anasmsa: 27-01-2023
2002FP23000229
Date of Manufacture / Jlara npoussoxcta: 01/2023 Date of Expiry / Cpok roanoctu: 12/2025

Analysis performed according ND / Ananans nposegen no HJI: IT N014189/01-271021

S. Test/ IloxasaTenn Result / PesyanTat Specification/ Hopma

Tabnemxu 5 m2, 10 me, 20 m2

ITo 10 Tabnerox B cmpune U3 amoMUHHEBON
(OJBIY ¢ TIONMSTHIIEHOM HHU3KOM MJIOTHOCTH
(TTOHTT) wa 3anevaTelBaeMoOi cTOpOHE M
IENNIAKOBBIM  TIOKPBITHEM Ha  HapyKHOW
CTOpOHE

Wi

nmo 10 Tabmetox 6 Onucmepe w3
Tpexcnolinoii ¢onern (OITA/An/TIBX) u
AJTFOMHHHEBOI donbrn c
TEPMOCBAPUBAEMBIM JIAKOBLIM TOKPBITHEM
Ha 3aredyaThiBaeMoi CTOpOHE.

1o 2,5, 6, 10 cTpunoB unu o 2, 5, 6, 10
OMUCTEPOB ¢ MHCTPYKLIMEH TI0 MPUMEHEHUTO
B MMa4Ky KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBAHUAM B cootBerctBun ¢ H/J
12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.
Xpanenue

13 | Shelf life / Cpok rognoctn | 3 years/ 3 rona

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykr cooTeeTcTBYET TpeboBanusm HIL 3akauenne: OJOBPEHO

WI-GLOB-QA-0669-1.0 Page 5 of 6
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