Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Enam tablets 5 mg / Onam®, Ta6aeTkn 5 Mr

Baltch No. / Cepusa Ne : B2202113

KI'

Batch Size / O6nem cepun: 984.000 KG / 984,000

Analytical Report No. / Ananatudeckuii oTuer Ne:

2002FP22001448

Date of Manufacturce / Jlata nponssoicrsa:

06/2022

Datc of Analysis / HaTa asamuza: 23-07-2022

Date of Expiry / Cpox roguoctu: 05/2025

Analysis performed according ND / Ananus nposesen no HJL: TI N014189/01-271021

S.

Test/ [ToxazaTenn
No.

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onmucanne

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, KpyTible, TUIOCKUE
TabNeTKN  CO  CKOLUEHHBIMM
kpasimu, ¢ TucHernem "EMT" na
onHOM cTOpoHe u uudpoii "5" u
pasmenuTeNnsHOH — puckod  Ha
IpYroH CTOpoHeE.

Ha mnonepeynom paspe3e sAOpo
6ermoro LBETA.

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. / Benvle wnu mouTtH Oeinsle, Kpyribie,
MIOCKKEe  TabjeTKu CO  CKOILUEHHBIMU
KpasMu, ¢ THcHeHnem "EMT" wa ogmwoii
cTopoHe ¥ mudpoi "S5" u pazgenurenbhoN
pUCKO#i Ha Ipyroif cTopoHe.

Ha momepeunoM paspese sapo Geyoro WIH
noutyu 6eJioro LBeTa.

Remarks : The Product confirms to ND/

TMpumeuanue: TIpoaykr cooTeeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product: Enam tablets 5 mg / Juam®, TabmeTkn 5 mr

Batch No. / Cepust Ne : B2202113 [Batch Size / O6Lem cepuu: 984.000 KG / 984,000 '
KT

Halytical Report No. / Ananutudeckuii otqer Ne: Datc of Analysis / lata anaausa: 23-07-2022

2002FP22001448 " _

Datc of Manufacture / JIaTa nponseoacrea:  06/2022 Date of Expiry / Cpoxk roanoctu: 05/2025

Analysis performed according ND / Ananus nposeaen no HJI: TT N014189/01-271021

S.

2.By TLC/ TCX

No Test/ ITokazaTenn Result / Pesyabtar Specification/ Hopma
2 | Identification / The retention time of the major peak in the
TMopunHOCTE chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond with the retention time of

CooTBeTcTBYET Enalapril peak in the chromatogram of

standard solution (section "Assay"). / Bpems
yIOEpKUBaHWs ~ OCHOBHOTO  TMKa  Ha
XpoMarorpaMme MCHBITYEMOTO  pacTBOpa
DOJTKHO COOTBETCTBOBATD BpEMeHN
yIepKHBaHUsL — MUKa  SHalanpuna  Ha
XpoMarorpaMMe CTaHJapTHOro  pacTBopa
(pasmer «KonmuecTBeHHOE OTIPEENEHIE ).

Complies as prescribed / The principal spot in the chromatogram of
CooTeeTcTBYeT the test preparation should correspond to

that in the chromatogram of the standard
preparation. / OcHOBHOE TATHO Ha
XpoMaTorpaMMe HCITBITYEMOTO — pacTBopa
JOJI’KHO COOTBETCTBOBAThL OCHOBHOMY NATHY
Ha XpoMarorpamMmMe CTaHAapTHOrO pacTBOpa.

3 | Uniformity of dosage
units / OanopoaHocTL

37137 Acceptance value (AV) should be not more
than 15.0. / Tlokazarenb TpPHEMIIEMOCTH

TO3HPOBAHUA (AV) nomken 6bITh He 6ostee 15,0.
4 | Dissolution / 99%, 99%, 101%, 98%, 98%, Not less than 80 % (Q) of
PacTBopenne 99% C,0H2sN,05-C,H,0,4 (Enalapril Maleate) of

the label <claim in 30 minutes. /
He wmenee 80 % (Q) C,HysN,O5CH,O4
(sHajampuia Manear) OT HOMMWHAJIBHOTO
conepxanus gepes 30 MuH.

5 | Related substances / PoacTBeHHbIE€ IPHMeECH

Enalapril diketopiperazine /
OHananpuna
JIUKETONUIIEPa3sHH
Individual unidentified
impurity ! EnweW4Has
HenaeHTUGUIMPOBAHHAS
npuMech

Total impurities /

Not detected / He oGHapy3xeHa

0.12%/0,12%

Enalaprilat / Onananpunat | Not detected / He o6HapykeHa Not more than 1.5 % / He 6omee 1,5 %

Not more than 2.5 % / He Gonee 2,5 %

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

Cymma npumeceii 0.1%/0,1% Not more than 3.0 % / He 6onee 3,0 %.

Remarks : The Product confirms to ND/

ITpumeuanue: TIponykT cooTBeTCTBYET TpeGoranmuam HT 3axmouenue: OJOBPEHO

Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0

Page 2 of 6



Uncontrolled Copy

Batch No. / Cepus Ne : B2202113

Product: Enam tablets 5 mg / Suam”, TabmeTkn 5 mr

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Batch Size / O6rem cepun: 984.000 KG / 984,000 |
KT

Analytical Report No. / Anamnrudeckuii oTuer Ne:
2002FP22001448

Datc of Analysis / JaTa anammsa: 23-07-2022

Date of Manufacturc / lata npoussojacisa:

06/2022

Date of Expiry / Cpok rognoctu: 05/2025

Analysis performed according ND / Ananus nposeaen mo H: IT NO14189/01-271021

S.

No Test/ [okazaTenb Result / PesyabTat Specification/ Hopma
6 | Assay/KosnyecTBeHHOE 5.00 mg/ 5,00 Mr From 4.5 mg to 5.5 mg of
onpejelieHne o B CyH2sN,>05-C4H,0, (Enalapril Maleate) per
100.0%/100,0% tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI" 10 5,5 MI C20H28N205'C4H4O4
(sHarmanpmia mMaxeat) B Tabnerke. (ot 90 %
10 110 % oT HOMWHAJILHOTO CONEPKaHUS).
| 7 | Water / Bona 0.8% w/w /0,8% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits / Mukpo6uonorudeckas 4McTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Oburee uHcIo Menee 10 KOE/r He 6omee 1000 KOE/r
a3poOHBIX
MHKPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O61iee Menee 10 KOE/r He 6o0nee 100 KOE/r
YUCITO APOMOKEBHIX
MJIECHEBBIX TPUOOB
c) E. coli Absentin lg/ Shall be absentin 1 g/
Otcytersyer B IT JIOIKHBI OTCYTCTBOBAThE B 1 T
9 | Subdivision of tablets / The tablets comply with the test, if not more

OpHopoaHocTs Mace MpH
JeJicHHH Ta0neToK

Complies as prescribed /
CooTBeTCTBYET

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.

/
TaGneTkn COOTBETCTBYIOT TpeOOBaHHAM,
ecnin He Oomee 1 eduHmuHas Macca

oTkionseTes 3a npexpensl 85 % - 115 % ot
cpeaHei MaccChl. TabmeTkn He
COOTBETCTBYIOT TpeGoBaHnAM, eciaum Gonee
veM 1 MHIWBUIYANTBHAS Macca OTKITOHAETCS
OT OTHX TpexenoB WM, ecium 1
HHOMBUIYaJIbHAST Macca OTKIOHAETCa 3a
nipenensl 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/
Mpameuanne: TTpoxykr cootBeTcTBYET Tpeboranuam HJT

Conclusion : APPROVED /
3akmouenue; OJJOBPEHO

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

CEPTHDOHKAT AHAJIH3A

Product: Enam tablets 5 mg / Juam®, Tabaeticn 5 ML

Batch No. / Cepust Ne : B2202113

E]a]ytical Report No. / Ananurnuueckuii oraer Ne:

KI"

Batch Size / O6nem cepuu: 981.000 KG / 984,000

2002FP22001448

Date ofAnaIysi_s/)laTa anamusa: 23-07-2022

Date of Manufacture / Jlata nponssoacrea: 06/2022
Analysis performed according ND / Auanus npopeen no H

Date of Expiry / Cpok rognoctu: 05/2025

JI: T1 N014189/01-271021

N?)‘ Test/ [Tokazarenn Result / PesyabTaTt Specification/ Hopma
10 | Package / YmakoBka 10 tablets in hlister of three-layer | Tablets 2.5 mg

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. /

TTo 10 Tabnetok 6 Orucmepe W3
TpexcnoiHoH boneri
(OITA/An/TIBX) 1 antoMuHMEBOH
GoNErM ¢ TepMOCBapHBAEMBIM
JTAKOBBIM HOKPBITHEM Ha
3arevaTselBaeMoN CTOPOHE.

ITo 2 6nucrepa ¢ UHCTPYKUMEH M0
MpUMEHEHHIO B navKy
KapToOHHYIO.

10 tablets in Aluminum szrip 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/A1/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. /

Tabnremru 2,5 m2

ITo 10 TabneTok B cmpune N3 aMOMHUHUEBOT
¢honbru ¢ NONMSTHIEHOM HW3KOM TIIOTHOCTH
(IT3HIT) Ha 3ameuaTbIBAEMOW CTOpoOHE W
MIENTaKOBbIM  IIOKPBITHEM Ha HapyxXHOH
CTOpOHE

nnn

no 10 Tabmetok @ Orucmepe W3
tpexchoiinoit ¢onern (OIA/ANTIBX) nu
aIIOMUHUEBON donsTH (g
TEPMOCBAPUBACMBIM JTAKOBBIM ITOKPBITHEM
Ha 3anevaTbiBaeMoi CTOpoHE.

Mo 2 crpuma wmm mo 2 OnwcTepa ¢
MHCTPYKUMEH [0 TIPUMEHEHMIO B TavKy
KapTOHHY!O.

Remarks : The Product confirms to ND/

Mpumeuanune: [poaykTt cooTeeTcTBYET Tpebosannsam HJL

Conclusion : APPROVED /
Zaxmouenue: OJTOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Enam tablets 5 mg / Juam®, TabaeTkn S Mr

Batch No./ Ceprna Ne : 32202113

Batch Size / O61.em cepun: 984.000 KG / 984 000
KT

Analytical Report No. / Ananmruuecknit oraer Ne:

2002FP22001448

Date of Analysis / JlaTta anaauia: 23-07-2022

Date of Manufacture / JlaTa npoussojactTea:

06/2022

Date of Expiry / C_|10|c ropuoctu:  05/2025

Analysis performed according ND / Auanus nposesen no_lﬁi: 1T N014189/01-271021

S.
No.

Test/ IToxazaTenn Result / PesynbsTaTt Specification/ Hopma

Tadnenen 5 vz, 10 me, 20 m2

TTo 10 TabmeTok B cmpune V3 allFlOMHUHUEBO I
GOLTY ¢ TONAITHIIEHOM HU3KOM TIIOTHOCTH
(II5HIT) Ha 3aneuaThIBA€MOH CTOpOHE M
UIENTAaKOBEIM  TIOKPBITHEM Ha  HapyKHO
CTOpOHE

Wi

no 10 rtabnetrok 6 Oaucmepe W3
Tpexcioitnoit  donbru  (OITA/An/TIBX) wn
aMOMUHKUEBOH tonbru c
TEPMOCBAPMBAEMBIM JTAKOBBIM TIOKPBITHEM
Ha 3arnevyaTeiBacMoil CTOpOHeE.

Tlo 2, 5,6, 10 ctpunoB v 1o 2, 5, 6, 10
GIUCTEPOB C MHCTPYKLWEH 10 IPUMEHEHHIO
B MauKy KAPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooreTcTByeT TpeboBaHHAM B cooteercTeumn ¢ HI
12 | Storage conditions / At temperature below 25 °C. / Ilpu TeMneparype He Bbime 25 °C.

Xpanenne

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

Remarks : The Product confirms to ND/

Mpumeuanne: [poaykT cooTBeTcTBYET TpeGosanuam HJI

Conclusion : APPROVED /
Jakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

B2202113
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ELECTRONIC SIGNATURES
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