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CBUJETEJILCTBO O COOTBETCTBHU
TPEBOBAHMSIM I'OCYJAPCTBEHHOMW PETUCTPALIMA

Hacrosmmm OO0 «/Ip. Penmu’c Jlabopatopucy ymocToBepseT, 94To
JIEKapCTBEHHBIH Npenapar A1 MEAULMHCKOrO IIPUMEHEHHS:

Haumenoeanue JII1:
MHH:

Jlexapcmeennan gpopma,
@opma svinycka:

PY Ne, oama:

HIT, usmenernue Ne:

IIpouzeooumens, cmpana:

Aodpec npouzsodcmea:

Cepus Ne:
Konuuecmeo:

Hama uzzomoenenua:
Cpok 2o0nocmu:

Koo OKITZ2:
Koo TH BAT:

Konmpaxm Ne:
Hrueouic Ne:

OHaM®
DHaNanpuI

Tabnerku 5 mr (6arcrep) 10 x 2 (mayka
KapTOHHas)

IINO014189/01 or 18.03.2009 (mara 3amens! PY
25.12.2020)

IT1N014189/01-251220

J-p Pennu’c Jlaboparopuc JIta., Uaaus

Formulations Technical Operations — Unit-II, Survey Ne 42, 45 &

46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India — 500 090

B2200847
116928 ynakoBok
02.2022

01.2025

21.20.10.142

3004900002

DRL 01/2020 ot 26.10.2020
185032956 ot 01.04.2022

COOTBETCTBYET TpeOOBaHUAM, YCTAHOBIEHHBIM IIPH €T0 FOCYAApCTBEHHOM

Haruii A.B.
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

'@ét: Enai'nita;bl'éf_s m_g_/ §ﬁ£ﬁ®, Tabherikn 5 mr
Batch No./ Cepus Ne: B2200847

Analytical Report No. / Anamarugeckuii otyer No:
2002FP22000621 -
Date of Manufacture / lata nponssoacrsa: 02/2022

‘[ Batch Size / O6uem cepun: 192.000 KG/ )
492,000 KT o
Date of Analysis / Jata anaanza: 27-03-2022

Bﬁ?{uf Expiry / Cpok roAHOCTH: 7ng£)125 -
Analysis performed according ND / Anaans nposeaen no H/I: 1T N014189/01-251220

S

Nt; Test/ ITokazaTens Result / Pesynbrar

Specification/ Hopma

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side. /
benbie xpyrneie TabneTku  co

1 Descriptioii / Onncanue

CKOLIEHHBIMH KpasMH, c
tucnennem "EMT" wa opnoii
cTopoHe W umdpoi  "S" m
pasgenuTenbHO  pUCKOH  Ha

JIpYTo#t cTopoHe.

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. / Benwle mnu nouTw Gensle
KPyriibic  TabnCTKH €O CKOUIEHHBIMH
kpasmu, ¢ TucHeHueM "EMT" wnua oguoit
cropoHe u undpoi "S", ¥ pasnenuTenTLHOMN
pHWCKOIf Ha APYroii CTOpOHE.

2 | Identification by HPLC /
HopauuHoCTH

Complies as prescribed /
CootBeTtcTBYET

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"). / Bpema
YIepKUBaHMS ~ OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe HCILITYEMOTO — pacTBopa
JIOIKHO COOTBETCTBOBATh BpEMEHH
YIAEPXKUBAHWA  TIMKA  JHAmanpWia  Ha
XpoMaTOorpaMMeé CTaHIapTHOTO  pacTBOpa
(paznen «KonudecTBeHHOE onpeneneHuen).

3 | Uniformity of dosage 5.1/5,1
units / OpxHopoaHocTh

A03UpOBaHUA

Acceplance value (AV) should be not more
than 15.0. / Tlokasatens npueMIEMOCTH
(AV) pomxen 6u1Th He Gonee 15,0.

4 | Dissolution /
PactBopenne

99%, 100%, 97%,
98%, 98%, 98%

Not less than 80 % (Q) of
CaoH2sN,05'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) CZOHZSNZQS'C4H4O4
(oHamampuna mMaiear) OT HOMHHAILHOIO
cofiepanus yepes 30 MUH.

S | Related substances / PogcTeennbie npumecu

Enalaprilat / Onananpunar | Not detected / ne obuapyxena
Enalapril diketopiperazine /
DHananpuia
JHUKETOIHITEPa3uH
Individual unidentified
impurity  / Enuunuunas
HeHACHTHUIIMPOBAaHHAA
TpUMeCh

Not detected / ne obHapyxena

Not detected / He oOHapykeHa

Total impurities / Not detected / He o6Hapyxena

CyMmma npumMeceit

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 5.0 % / He 6osee 5,0 %.

Remarks : The Product confirms to ND/
IMpumeuanne: [IponykT cootBercTBYET TpebGosanuam HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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Product: Enam tablets 5 mg / 31&:1?1_@}56?&?1{“ Smr

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Batch No. / Cepus Ne : D2200847

Analytical Répdi’f No. / Ananurudeckuii oTyet No:

2002FFP22000621

Batch Size / O6Lem cepun: 192.000 KG /
| 492.000 KT" ‘ -
Date of Analysis / Jlata ananuza: 27-03-2022

Date of Manufacture / lfaTa npoussoacrsa: 02/2022

Date of Expiry / Cﬁm{ FOAHOCTH: 01]?:9_25

Analysis performed according ND / Anaius nposeen mo HJT: TT N014189/01-251220

:(; Test/ Ioxazarens Result / PesynbTar Specification/ Hopma
6 | Assay / KoauuecrBennoe 5.0 mg /5,0 mr From 4.5 mg to 5.5mg of
onpeje/cHue CaoH1sN,05C4H4Oy4 (Enalapril Maleate) per
tablet. / Ot 45mr no 5,5 mr
C20H23N205‘C4H404 (3Hananppma Manea'r) B
Tabnetke.
7 | Water / Bona 0.6% wiw / 0,6% | Not more than 6.0 % / He Gonee 6,0 %
8 | Microbial limits / MukpoOuoaoruyeckasi YHcToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obmee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a’3poOHBIX
MHKPOOPraHH3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6uiee Memnee 10 KOE/r He Gonee 100 KOE/r
YUCIIO OPOXKIKEBBIX H
TMJIECHEBEIX TPHOOB
c) E. coli Absentin 1g/ Shall be absentin | g/
OTtcyTtcTByeT B Ir JomxHel oTcyTcTBOBaThL B 1
9 Package / Ynakoska 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mg: 10 tablets in aluminum strip

aluminum foil blister. 2 blisters
and patient information leaflet in
a carton pack. / ITo 10 TaGnerok B

TTA/AJI/TIBX//amoMuHeBoM
bnucrepe.

NayKy KapTOHHYIO.

ITo 2 6aucrepa c
MHCTPYKLIHEH 10 TIPUMEHEHWIO B

or in PA/AL/PVC foil // aluminum foil
blister. 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 or in PA/AL/PVC foil /
aluminum foil blister. 2, 5, 6, 10 strips or 2,
5, 6, 10 blisters and patient information
leaflet in a carton pack. /

Tabnetkn 2.5 wmr. Ilo 10 Tabneroxk B
ATIOMHHUEBOM cTpHne WK B
TTA/AJITIBX//amoMuanesom Gnucrepe. Mo
2 crpuna wnu no 2 GiiMeTepa ¢ HHCTPYKIUHEH
10 MIPUMEHEHHIO B NMAYKy KapTOHHYIO.
Tabnerkun S mr, 10 mr, 20 mr. ITo 10
TabneTrok B ATOMHHHCBOM CTpHIE WIH B
[TA/AJUTIBX//amomMunneBoM Gnucrepe. ITo
2, 5, 6, 10 crpunos win no 2, 5, 6, 10
OnMHCTEPOB ¢ MHCTPYKIHEH MO MPHMEHEHHIO
B M@YKy KapTOHHYHO.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykr coorBercTeyer TpeGoanuam HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product: Enam tablets 5§ mg / Inam®, Tabaerin 5 mr N
Batch No./ Cepust No :  B2200847 Batch Size / O6bem cepun: 492,000 KG /-
o) = Pt At e e i 492‘”““ Kr . S —
Analytical Report No. / AHanuTHuccknii oTuer No: Date of Analysis / lata ananuza: 27-03-2022
2002FP22000621 . S
Date of Manufacture / lata npoussoacrsa: 02/2022  [Date of Expiry / Cpox rognoctu: 01/2025
Analysis performed according ND / Anaam3z npoeeaer mo HJI: 1T N014189/01-251220 -

S.
No i
10 | Labeling / Mapxkuposka Complies as prescribed / According to ND /
CootBeTcTBYET TPeOOBAHMM B coorserctBuu ¢ HJJ

11 | Storage conditions / At temperature below 25 °C. / [Tpu remneparype He Beune 25 °C.
XpaHeHnue

12 | Shelf life / Cpox rognoctn | 3 years / 3 roza

Test/ IoxazaTens Result / PesyabTar Specification/ Hopma

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IpoaykT cootBercTyeT Tpebosanusm HJL 3axmouenne: OOGPEHO
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PEAEPAADHAY CAVKEA 1O HAASOPY
B UPEPE 3APABOCXPAHEHMA

«CBefieHNA 0 BBOAE B rpaxaaHckunil odopoT B Poccuitckon depepanumn nekapcTBeHHbIX
CpefcTB No COCTOAHMUIO Ha 14.07.2022 13:23»

KapTOHHbIE/ ~

Jlabopatopuc Jitg

Hupus

JlaGoparopuc”

Thers sopcose s ARC l]pomsonme.n? Ceejenns o '} Opr?nuaauua. Homep Homep, nara
N Toproeoe HaHMeHOBaAHHE (BbINYCKAKIHA Crpana CTaHAX i BBINYCTHBILAA B CepHH, paspeleHys Ha
= ey KOHTDOJIb) NPOH3BOCTRA 0%y e rPaskJAHCKHIA 0bopoT NAPTHH HIII
DHaM®; TabneTku 5 mr 10 s J-p Pepu’c " )
28.04.2022 T, 6mcTeps (2), nauky f:p Peamice Wuans | JaGopatopuc Jra, I1NO14189/01-251220 | OO0 "Ap- Pemue B2200847




