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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

[Product: Enam tablets 5 mg / Jaam®, Tabaerku 5 mr

Batch No. / Cepnst Ne : B2301510

Batch Size / O6bem cepuu: 492?0@?{(}/
492,000 KT"

Analytical Report No. / AnaauTndecknii oruer Ne:

2002FP23001185

Date of Analysis / Jlata awammza: 05-05-2023

Date of Manufacture / [lata npou3BoacTBAa:

03/2023

Date of Expiry / Cpok rognocTn:

02/2026

Analysis performed according ND / Ananus nposeaer nmo H/I: II N014189/01-27102021 (amend. Ne1 from

18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ Iloka3zarenn

Result / PesyabsTar

Specification/ Hopma

1 | Description / Onucanne

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, kpyrible, IIIOCK1E
TabeTKM  cO  CKOUICHHBIMHU
kpasimu, ¢ TicHennem "EMT" nHa
ofHOU cropoHe W mudpor "5" u
pa3lieINTeNIEHON ~ pUCKOH  Ha
Ipyroi cropoHe.

Ha mnonepeuHoMm paspese s1po
Genoro uBera.

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. / benble unu moutn Gensle, Kpyrisle,
Iockne  TabNeTKM €O CKOINEHHBIMH
KkpasMu, ¢ THcHeHHeM "EMT" wa opHo#t
cropoHe U mudpoit "5" M pazgenuTenbHON
pHUCKOM Ha IPYrod CTOPOHE.

Ha nonepeuHom paspese sapo Genoro uiu
nmoutu Genoro mgera.

2 | Identification /
TMoauHHOCTDH
1. By HPLC / BOXX

2.By TLC/TCX

Complies as prescribed /
CooTBeTcTBYET

Complies as prescribed /
CooTeTcTBYET

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
yAepXHBaHWs  OCHOBHOIO  NHWKa  Ha
XpoMaToTpaMMe HCIIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMeHH
yAep)KMBaHWS  TWKa  JHalalmpwia  Ha
XpoMaTorpaMMe CTaHJIapTHOTO pacTBopa
(pasnen «KonuyecTBeHHOE ONpeeTICHHEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TIITHO Ha
XpoMaTorpaMMe MCITBITYEMOro  pactsopa
JOJKHO COOTBETCTBOBATE OCHOBHOMY TISITHY
Ha XpoMaTorpaMMe CTaHAapTHOTO PacTBOpA.

3 | Uniformity of dosage
units / OIHOpPOAHOCTH
JO3HPOBAHUS

24/24

Acceptance value (AV) should be not more
than 15.0. / TTokazarenb npueMIIEMOCTH
(AV) ponxen 6biTh He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykr coorBercTBYeT TpebosanusaM HJ{

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad R+ Drachanth \/nladri

Page 1 of 6

Drintad MNata 2 Timas /IQTY-
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CERTIFICATE OF ANALYSIS

CEPTHO®MKAT AHAJIM3A

Product: Enam tablets 5 mg / Iuam®, taéaerkn S Mr

Batch No. / Cepust Ne : B2301510

Batch Size / O6nem cepun: 492.000 KG /
492,000 KI'

Analytic_al Report No. / Ananurudecknii or4er Ne:

2002FP23001185

Date of Analysis / JlaTa ananusa: 05-05-2023

Date of Manufacture / lava nponszeojaersa:  03/2023 Date of Expiry / Cpok roanoctu:  02/2026

Analysis performed according ND / Ananus nposeaen no HJI: I N014189/01-27102021 (amend. Nel from
18.01.2023 / uam. Nel ot 18.01.2023)

I\?(; Test/ IlokazaTenn Result / PesyanTar Specification/ Hopma
4 | Dissolution / 97%, 98%, 100%, 100%, 99%, Not less than 80 % (Q) of
PacTBopenue 99% CyoHpsN,05:C4HsO4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(oHamanpuna Majeat) OT HOMHHAJNBHOIO
copepxkanus yepes 30 MUH.
5 | Related substances / Pojgcrsennnie npumMecH
Enalaprilat / Ouananpunar | Not detected / He o6Hapy>xena Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 6onee 2,5 %
DHananpwna Not detected / He oOHapyxeHa
JIMKETOMUITEpa3HH
Total impurities /
Cymma npumeceit Not detected / He o6napyxkena | Not more than 3.0 % / He 6omnee 3,0 %.
6 | Assay/ KoaudecTBeHHOe 4.95 mg/ 4,95 mr From 4.5 mg to 5.5mg of
onpexesicHUe 99.0% / 99,0% C,0H,5N,05 C4H4O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 Mr 1o 5,5 Mr C20H28N205'C4H404
(onananpuia maneat) B Tabnerke. (ot 90 %
10 110 % OT HOMUHAJIBHOT'O CONEpXKaHUA ).
7 | Water/Boaa 0.7 % wiw /0,7% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / Mukpo6uosioruyeckas 4ucrora*
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O6mee qucIO Menee 10 KOE/r He 6omee 1000 KOE/r
a’poOHBIX
MUKpOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO IPONOKEBBIX W
IIecHeBbIX rpubos |
c) E. coli Absent in 1g/ Shall be absentin 1 g/
OtcytcTByeT B Ir JIOIDKHBI OTCYTCTBOBaTh B 1 T

Remarks : The Product confirms to ND/
Hpnmeuanue: [Ipoaykr coorBeTcTBYET Tpebopanuam HJ

Conclusion : APPROVED /
3akarwuenne;: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Ry Drachanth \/Aaladri

Page 2 of 6

Drintad Nata 2 Tima (IQTY- NA_NR_2N27° 11-RR-ER



W I T VLIV A \J\.Ir.ly

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

Product: Enam tablets 5 mg / Onam®, Ta6aerkn 5 mr

Batch No. / Cepus Ne : B2301510

—

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

Analytical Report No. / Ananuruueckuii order Ne:

2002FP23001185

Date of Analysis / Jlata ananuza: 05-05-2023

Date of Manufacture / JlaTa npoHzBoacTBA:

03/2023

Date of Expiry / Cpok roanoctu:

02/2026

Analysis performed according ND / Anaans nposegen no HJI: IT N014189/01-27102021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ IloxkaszaTenanb
No.

Result / PesyabTaT

Specification/ Hopma

9 | Subdivision of tablets /
OaHOPOAHOCTH MacC MPH
JeJIEHHH TA0JIeTOK

Complies as prescribed /
CooTeeTcTBYET

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.
/

TabneTky COOTBETCTBYIOT —TpeOOBAHHUSM,

eciii He Oomee 1 eauHWyHas Macca
OTKJIOHsieTCs 3a npefenst 85 % - 115 % or
cpenHeir MAacCHI. Tabnerkn He

COOTBETCTBYIOT TpeboBaHUsIM, ecnu Gonee
yeM | WHAUBUAyaNbHas Macca OTKIOHAETCA
OT O5THX TpeAenoB wmM, ecmu 1
WHIUBUyallbHas Macca OTKJIOHSETCSA 3a
nipenentsl 75 % - 125 % ot cpenneit Macchl.

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoaykr coorercTByeT Tpeboanusm HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad R+ Drachanth \/alaAdri

Page 3 of 6

Drintad Mata 2 Tima /IQTHY
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(A RAIVININRWI WA | V\va

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Duam®, Tabaerkn 5 mr

Batch No. / Cepus Ne : B2301510

Batch Size / O6nem cepun: 492.000 KG/
492,000 KT'

Analytical Report No. / AnannTH4ecknii ordeT Ne:

2002I'P23001185

Date of Analysis / Jlata ananmmza: 05-05-2023

Date of Manufacture / Jlata npoussojcipa:

03/2023

Date of Expiry / Cpok rojinocTm:

02/2026

Analysis performed according ND / Ananus nposeaen mo ITJ[: TI N014189/01-27102021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusam HJI

Baxmouenue: OJJOBPEHO

I\?(.) Test/ IlokazaTenn Result / PesyabTar Specification/ Hopma
10 | Package/ YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg
foil (OPA/AI/PVC) foil and | 10 tablets in Aluminum strip foil with Low-
Aluminum foil with heat seal | Density polyethylene (LDPE) on the sealing
lacquer coating on the sealing | side and shellac coating on top side
side. 2  blisters and patient | or
information leaflet in a carton | 10 tablets in blister of three-layer foil
pack. / (OPA/AV/PVC) [oil and Aluminum foil with
ITo 10 Tabnerok 6 6nucmepe w3 | heat seal lacquer coating on the sealing side.
TpPEXCIOMHOMN ¢ombru | 2 strips or 2 blisters and patient information
(OTTA/An/TIBX) w amomunneBoit | leaflet in a carton pack.
doneru ¢ TepmocBapuBaembiM | Tablets 5 mg, 10 mg, 20 mg
JIaKOBBIM TIOKPBITHEM Ha | 10 tablets in Aluminum strip foil with Low-
3anevyarbiBaeMoii CTOpOHe. Density polyethylene (LDPE) on the sealing
ITo 2 6nmcrepa ¢ uHeTpykiweii o | side and shellac coating on top side
TIPUMEHEHHIO B nauky | or
KapTOHHYIO. 10 tablets in blister of three-layer foil
(OPA/AV/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. /
Tadnemxu 2,5 mz
ITo 10 TabneTok B cmpune U3 aTFOMUHUEBOFH
$oNbry ¢ NOMITHIIEHOM HU3KOMH TUIOTHOCTH
(ITSHIT) Ha 3amedarhIBaeMoOi CTOpoHE M
NIEJTAKOBBIM  TIOKPHITHEM Ha  Hapy>KHOMN
CTOpOHE
WU
no 10 Tabnerok 6  Onucmepe w3
tpexcnoiaoit domern  (OIIA/An/TIIBX) mu
AFOMUHUEBO bonsru c
TEPMOCBAapUBAEMBIM JIaKOBBIM TOKPHITHEM
Ha 3arie4aTbiIBaeMON CTOPOHE.
I[lo 2 crpuna wiu mo 2 Gnucrepa ¢
MHCTPYKIIHEH MO TNPUMEHCHHIO B IauKy
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0

Drintad Ris+ Drachanth \/nladri

Page 4 of 6

Drintad NMata 2 Tima /IQTY:
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CERTIFICATE OF ANAILYSIS

CEPTUOPUKAT AHAJIU3A

Product: Enam tablets 5 mg / Duam”, Tadierkn 5 Mr

Batch No. / Cepust Ne : B2301510

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

===

Analytical Report No. / Anaautn4eckuii orqer Ne:

2002FP23001185

Date of Analysis / lata anaamza: 05-05-2023

Date of Manufacture / laTa npousBoacTea:

03/2023 Date of Expiry / Cpok rogdoctn:  02/2026

Analysis performed according ND / Anaaun3 nposeaen no HJI: I N014189/01-27102021 (amend. Nel from

18.01.2023 / uam. Nel ot 18.01.2023)

S

) Test/ IloxkazaTean
No.

Result / Pe3yabrTat

Specification/ Hopma

Tabnemiu 5 me, 10 me, 20 ve

Ilo 10 TabneTok B cmpune W3 aTroOMUHHEBOH
(hONBTH C TTOTMATHIIEHOM HU3KOM TUTOTHOCTH
(IIOHIT) na 3ame4aThIBAEMOii CTOpPOHE H
[IEJUTaKOBBIM  TTIOKPBITHEM Ha  HApPYXKHOW
CTOpOHE

WITH

mo 10 Tabnerok 6  Onucmepe U3
TpexcnoitHoit domeru  (OITA/An/TIBX) n
aJFOMUHUEBOH dosbru (v
TEPMOCBAapUBAEMbIM JIAKOBBIM TOKPBITUEM
Ha 3areyarhbiBaeMoi CTOpOHe.

ITo 2, 5, 6, 10 crpunoB wiu mo 2, 5, 6, 10
GIHCTEPOB ¢ MHCTPYKIMEN 1O NPUMEHEHUIO
B IAYKY KAPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTCTRYET TPeOOBAHHUAM

According to ND /
B coorercTenum ¢ HJJ

XpaHeHnne

12 | Storage conditions / At temperature below 25 °C. / I1pu Temnepatype He Bbiue 25 °C.

13 | Shelf life / Cpok rognoctu | 3 years/ 3 rosna

* _ 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.

* . T[IpoBoAMTCA NMPOU3BOJAMTEIEM INPH BBINMYCKe NEPHOAHYEcKH: s Kaxaod 20-oi cepum nim

He Menee 1 pasa B roj. [lokazarens MoxeT ObITH He BKIIOYEH B cepTHPHKAT aHAIN3A PUPMBL.

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoayxr coorsercrByeT Tpeboranuam HJI

Conclusion : APPROVED /
3axawuyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Rii+ Draochanth \/aladri

Page 5 of 6

Drintad NMata 2 Tima /IQTY- NA_NK_2N2? 11-RR-RR
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