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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

m* | Iiam®, 126, rerim S mr

'A :ia!yticul Report No, / Anannrnaeckuil oruer Ne:

J"'P!“f '\'4

_18.01.2023 _,{ n3m. .}\rol or 18, 3.01. 2023)_

: 07/2023

Test/ Mokazatens

Result / PeayapraT

1 Hf)escrigfion / Onucanue

2 | Identification /
TloaauinocTs
I. By HPLC / BOXKX

2. By TLC / TCX

White round, flat, beveled edged

tablets with "EMT" debossed on
onc side and number "5" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, Kpyriaue, niocKue
TabneTku co CKOMIEHHbLIMHU
kpasmy, c THcHennem "EMT" ua
omHoH cropone M Impol "5 u
pazgenuTensHol  pUCKOH  wa
Dpyroit cTopoHe.

Ha noriepeyHom pa3spese sIpo
Genoro npeTa.

Complies as prescribed /
CooTBeTCTBYET

Complics as prescribed /
CoOTRETCTBYET

jle:ah Size [ Obnewm eepuu:
{Date of Analvsis /! lava ananmnsa;

D e ui E\;:sn I C‘pm‘ FOANOCTH!

192 000KG

070

ry / C 116:0-:,

Specification/ Hopma

White to off-white, round, flat, beveled |
edged tablets with "EMT" debossed on one
side and number "5" and a break linc on the
other side.

Cross Cut Description: White to off white
core. / bensie uau noutu Benwie, KPyriee,
[TOCKHME TaGHeTKV[ CO CKOLUICHHBIMH
Kkpaamu, ¢ TucHenwem "EMT" na onwmoi
cropoHe ¥ nudpod "5" ¥ pazpenmrensHoi
pUCKOit Ha XpYroH CTOpOoHe.

Ha nonepeynoM paspese apo Genoro uiu
nouri Benoro UBeETA.

The retention time of the major peak i the
chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
YIAE[KHBAHHUA ~ OCHOBHOIO  MHKA  Ha
XPOMATOrPAMME  HCIBITYEMOrO  PacTeopa
JIOIDKHO COOTBETCTRORAT BpEMEHH
YOePAUBAHHS — [MK2  DHAJATpMIA  HA
APOMETOrpAMME CTAHAAPTHOTO PacTBOpa
(paspen «KonuuecTBEHHOS ONPEAEASHHUEN ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHoBHO® THTHO Ha
XPOMATOIPaAMME  MCIBITYEMOro  Pacreopa
NOJIKHO COOTBETCTBOBATE OCHOBHOMY fIATHY
Ha XPOMATOTPAMME CTAHAAPTHOTO PACTBOPA.

3 | Uniformity of dosage
units / OaHOPOAHOCTE

| moaupopanua

25/25

Acceptance valuc (AV) should be not more
than 15.0. / [Tokasarens npHeMAEMOCTH
(AV) nomxken Owrrh He Sonee 15.0.

"Remarks : The Product confimns to ND/
[pemevanne: [IpogykT cootBercTbyeT TpeboBanmam HI
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJDIZA

mg! "'H v ,Taﬁm,um S mr

H2302348
1492000 ]

1p llUilO’hti a: 07/2023

IBatuh"‘S:’}e { Gonem cé.pmr:
Date ofz\nal\w ,['n 2 anaamsa: 31-07- 20723

1) ite of f"\; ivy/ ( POR [ORHOCTI

492.000 K G /

K’

_ 06/ 120

Andlysm performed according  ND / Amsuins nposenen no HA: 11 N0 14189/01-271021 (amend, Nel from
18.01. 2023 / w3m. Nel or 18.01.2023)

Printed By: K Narayana Swamy

Remarks : 'ﬁlgproduct 551zgnﬁst:NBT: -
HNpumenanue: [Ipoxykr coorsercTsyer Tpebopamusam HA
WI-GLOB- QA-0669 -1.0

Page 2 of 6

Conclusion

Printed Date & Time (IST):

l\?n Testf IloxazaTenn Result / Pesyaprar Specxf" catlon/ Hopma

4 | Dissolution / T 98%, 97%, 067, 97%, 9874, 99% | Not  less than 80 % (Q) of

Pacreopenne CootgN-05CqH4O4 (Enalapril Malcate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) CuoHygN,Q,CHLO,
(cHamampuna Mafear) OT HOMHHATEHOIO
conepkanun depes 30 muH.

5 | Related substances / PO}ICTBCHHBIE npumecﬁ B S : _ " B
Enalaprilat / Duananpunar | Not detected / He oBHapyiena Not more than 1.5 % / He Gosee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He Gonee 2,5 %
Shananpuna Not detected / He obHapyxena
NMKETONHIIEPA3HE o -

Total impurities /
Cymma npumecelt Not detected / ne obnapyxxena | Not more than 3.0 % / He onee 3,0 %.

6 | Assay/ KoaudecTBennoe 493 mg /4,93 mr " |From  45mg to  S55mg  of|
onpesenenue 98.6% /98.,6% CyoHgN,O5-C 14Oy (Enalapril Maleate) per

tablet (90 % to 110 % of the label claim).
/ Ot 4,5 Mr mo 5,5 Mr CopHagN20Os5C4H.Oy
(smananpuna manear) B Tabnerxe, (ot 90 %
A0 110 % oT HOMHHANBHOIO COAEPIKAHUS),

| 7 | Water/ Boga__ 08% w/w/0.8% | Notmore than 6.0 %/He Gonee 6,0 %

8 | Microbial limits* / MuxpoGuonoruseckan uHCTOTA*

a) Total aerobic microbial | “Not Applicable ‘Not more than 1000 CFU/g / T

count / OBuiee 4ncno He Gonee 1000 KOE/r

a3pofHbIX

MHMKPOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CfU/g_ / i

and mould count / Obuee He 6onee 100 KOE/r

HYHCNO OPOACGKEBBIX H

IeCHEBbLIX FpHOOB

¢)E. coli - " Not Applicable “Shallbeabsentinlg/
,L{onxcﬁm o-rcy'rcmoxaa'rb Blr

: APPROVED / ‘
3armoyuenue: OJOBPEHO

31-07-2023 17:23:26
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Product: Enam r ’mlkl\ ) m“;’ m ™

CERTIFICATE OF ANALYSIS

CEPTH@®HKAT AHAJIN3A

Batch No.,/ C ‘epus Ne: B2302:

20021—”’ 3001814
Date of Manuf: utuu

AaTa npoMIBOACTBA;

8.

Test/ Iloxkazares
No.

rabierkw SmMrr

Analytical qum‘t No. /! Asaanruaecknil orser No:

772023

Result / Pezyaprar

9 | Subdivision of tablets /
OaHOPOAHOCTE MAaCe NPH
aedenmn rabaerox

Complies as prescribed /
CoorBeTcTBYCT

[Batch Size / OGpem cepun:
492.000 KI’
[ Date of An: sI\ sis / 'Ln a apamisa; 31 -07-2023

|Date of E .;m v/ (‘pmc FOIHOCTH:

Analysis performed according ND / Auanus np npoaeueu ro HJI: TT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel or 18.01.2023)

492 G00KG /T

06/2ﬂ26

Specification/ Hopma

than 1 individual mass is outside the limits

|

The tablets c();nply with the test, if not more

of 85 % to 1159 of the average of mass. |
The tablets fail to comply with the test, if |

more than | individual mass is outside these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

TabneTkd COOTBETCTBYIOT —TpcboOBaHHAM,
ecni e Oomee | enMHMuBax  Macea
otinonsercs 3a npegenst 85 % - 115 % or
cpenHcH MACChI, Tabnerxu He
COOTBETCTBYIOT Tpeboranuam, ecnu Oonee
qeM | HHAHBHZYAJIBHAS Macca OTKIOHAETCS
OT 5TWX TpelenoR  HOW, ecin |
WUHAMBHAYANBHAS MAacCa OTKIIOHAETCA 3a
npeaenst 75 % - 125 % or cpeanei maceht,

WI-GLOB-QA-0669-1.0

Printed By, K Narayana Swamy

Remarls | The Pi%a;;ct confirms to ND/ -
Ilpumeuanue: [IpOLYKT COOTBETCTBYET TgeGQBdRHHM HA

o

Page 3

[ Conclusion : APPROVED /
| Barmoyenne: O1OBPEHO _
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTH®URKAT AHAJIM3A

huduct act: Knan rmk‘tsﬂng/ maw s :mﬂergu‘*rm i .
Batch No. / Cepus Ne ; P2202348 Batch Size / Odwen cepun: 492,000 KG !

192,000 KI"

'\nal}tical_l{_l pott Ne./ Ananyraacckiii oraer Ne: 'I)ate of Analysis / ?L,n a anaama: 31 072023
1Z002FP23001814 l
{Date of Manufacture / Jaw: lﬂl_\nlf’nn 1 IBA 071’{” | Date Gi [*xinr‘. / (_I!u‘\ roxHacTH: 06 12026
Analys:s performed accgrdmg ND / Awanus nposeger o HJI: IT [ N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023) o ) o o
Nb(; Test/ Ilokasareas Result / PeayasTat Specification/ Hopma
10 | Package/ YoakoBxa 10 tablets in blister of three-layer | fubivis 23 o B

foil (OPA/AI/PVC) foil and | 10 tablets in Aluminum strip foil with Low-
Alyminum foil with heat seal | Density polyethylene (LDPE) on the sealing
lacquer coating on the sealing | side and shellac coating on top side

side. 2 |Dblisters and patient | or

information leaflet in a carton | 10 tablets in &lister of three-layer foil

pack. / (OPA/AL/PVC) foil and Aluminum foil with
ITo 10 Tebnerox e Grucmepe w3 | heat seal lacquer coating on the sealing side.
TpeXCROHHOMN droneru | 2 strips or 2 blisters and patient information

{(OINA/AXTIBX) u antomunuesoll | leaflet in a carton pack.

doabrt ¢ TepmocsaphsaeMbiv | Tablots S mig, [0 me, 20 aig

NAKOBAIM NOKPLITHEM Ha | 10 tablets in Aluminum sfrip foil with Low-
3ar1eYaThBAEMOM CTOpOHE, Density polyethylene (LDPE) on the sealing
[lo 2 6nucrepa ¢ ugcTpyxuued o | side and shellac coating on top side
[PYMEHEHHIO B IatKy | of

KapTOHHYIO. 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 leaflct in a carton pack. /
Tufigemgn 2.5

[To 10 Tabnerok B cmipune w3 anoMHHUEBOH
$HOMbIY ¢ HOAUMITUICHOM HU3KOH IAOTHOCTH
(IISHII) na zanevaThiBaeMOH cTOpoHE M
WIe/UIAKOBLIM IIOKPLITHEM HA HAPYKHOH
CTOpOHE

812

no 10 raGnerox @ Oaucmepe w3
Tpexcnolinod Goneru (OTIA/ANTIBX) u
ATHOMHHHEBOH donbru c
TEPMOCBAPHBACMBIM TTAKOBLIM TOKPRITHEM
Ha 3amcyaTsiBACMON CTOPOIC,

Mo 2 crpuna wiw no 2 6Gauctepa ¢
MHCTPYKUWEH 10 TPWMCHCHUIO B Rauky

KapTOHHYIO.
" Remarks : The Product confirms to ND/ T ] Conclusion : APPROVED ] o
| [lpumeyanue: [IponviT cootpercTByeT Tpebopanuam HJL 3axmouenue: ONOBPEHO i
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18.01.2023 / m3m. Nel or 18.01.2023)

Plu*iuci Enam t: iIi!{l‘- Smg/! Jng.m
Batch No./ Copus M1 B2302348

CERTIFICATE OF ANALYSIS

CEPTHO®HRKAT AHAJTH3A

rabersn S mr

An: E-ljgt'il: al Report No, [ Anaamruyecknii otyer No

2002FP23001814

" [Batch Size / (Jiiiz.em‘éé‘[mw: 452.000 KG /-
492,000 KI"
ID.}!L of Analysis / Mara apamuza: 31-07.2023

Analysns pertormed ac.cordmg ND / Anannz nposepen o HT: IL N014189/01-271021 (amend. Nel from

D ite of Manufacture / Jlata npomisoaersa: 07,2023 {Date of Expiry / [ Cpox rdfmm : 06/2026

S.

Test/ loxaszarean
No., ]

Result / Pesynsrar

11 Lab_élin_g { Map:—mposxa

| Complies as prescribed /

Coorsercrayer rpefoBanHsM

[ Acco Accordmg to ND/

12 | Storage conditions /
Xpanenue

At temperaturc below 25 °C. / ler_!_ Te_zxa-neﬁaType He Bhiwe 25 °C,

Specification/ Hopma
Tattemiar S e, [0 v, 201t
ITo 10 TabneTok B crapuite M3 anoMURUEBOH
DOBIU © NONUITHIEHOM HU3KOH NAOTHOCTH
([I3HI1) ma 3amedarhiBaeMoil cTopoHe H
IIENNAKOBEIM TOKPEITHEM Ha Hapy:kHoif
CTOPOHE
WM
no 10 Tabrevox & Baucmepe w3
TpexcnoifHot donery (OHA/AVIIBX) u
AMIOMHHHCBOH droneru e
TEPMOCBAPHUBACMbIM JTAKOBbIM NOKPHLITHEM
HA 3AMCUATLIBACMOH CTOPOHE,
[lo 2, 5, 6, 10 cTpunos wm 1o 2, 5, 6, 10
OMHECTEpOB ¢ MHCTPYKIUHeH IO NpHMEHEHHIO
B ﬂa‘:lKV KHPTOHHVEO

B coorgercrsumn ¢ FIJT

13 | Shelf life / Cpox roguocru

3 years / 3 rosa

- 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,

- Iposojurcs NpoM3BOAMTENEM NPU BBIIYCKe Nepuoasveckn: ang xaucgoif 20-oif cepuu mumn
me menee 1 pasa B ropt. [okaszarens moxer GpiTh He BRIIOUEH B ceprHduKaT ananusa PupmMnl.

Remarls - The Product confirms to ND/
Ipumeuanae: [ponykT coorsercrayer Tpebosanuam HJL

s e

Conclusion : APPROVED/
3arwmouenne: OJOBPEHO
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