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Hpevesapse: [poncr coatreicmyer ipeoot
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" Description / Quucanue

1

(78]

o
dien b

Test/ Morazareis

Ldentification / 7
TMog tHEHOCTH
1. By HPLC /B3

2. By TLC/ TCX

units / OgHOpPOAHOCTL

| Ao3upoBaHHA

Dissolution /
PacTBopeHne

WI-GLOB-QA-0069-2.0

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHATIU3A

[FEIEI L B

Result / Pesynerar

|

CUpIiEEg

Specification/ Hopma

" White round, flat, beveled edeed | White to off-whitc, round, flat, beveled
tablets with "EMT" debossed on
" one side and number "10" and a I side and number "10" and a break line on the

break line on the other side.

Cross Cut Description: White
core. / besbie, Kpyriible, IUTOCKHE
1alieTku co CKOUIEHHBIMU
kpasmi, ¢ TucHeHnem "EMT" wa
onoit ctopode w nudpoit "10" u
PASHENMATCILACH  PHCKOW  HA
Japyrofi cropone.

Ha nonepeunom paspese  AApo
{cnoro LBeTA.

Complics as prescribed /

i CooTBETCTBYET

Complics as prescribed /
{o0TBETCTRYCT

- 08%. G8%, 97%.
100%. 100%, 97%

{ confirms to ND/

Page 1| of 6

edged tablews with "EMT? debossed on one

other side.

Cross Cut Description: White to oft white
core. / Deasle miin nouTH Oesinie, Kpyriibie,
TJIQCKHE I 216516'!'1(” cO CKXOUIEHHBIM
kpasiMu, ¢ THcHeHnem "EMT" na ogHoH
cTopoHreé H undipoit "10" u pazzennTeastioll
PHCKOH Ha Ipyro# cTopotie,

- i
Ha monepeyHoM pazpesc siApo Oeforo iy |

nouTH es10r0 UBCTa.

The retention time of the nm_jo;_pe;ak in the

chromatogram of the sample solution should
correspond  with  the retention ime  of
Enalapril peak in the chromatopram of
standard selution (scction "Assay™). / Bpeus
VAEPKUEAHHA  OCHOBHOTO — TWKa  1a
XPOMAFOIPAMME  MCIIBITYEMOIO  PACTROpA
TTOTIHCHO COOTBETCTEDRATE BpeMeny
YOEPXKHBAHHA — TIHKA  JHAJANpUIa  Ha
XPOMATOTPAMME  CTAIIAPTHOIO  pacTBOpa
{pazjen «KoiHUeCTBEHHOC OITPEACNCHHEEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. /  (OcHoriloe  MHTHO  Ha
XPOMATOrpaMMe  HCIUBITYCMOTO  PACIBopa
JOJHKHO COOTECTCTREOBATE OCHOEHOMY MATHY

! HA XpoMaTorpaMMe CTan1apTioro pacreopa.

Acceptance value (AV) should be not more
than 15.0. / Tokasarcis npresicMoeT
(AV) nomxen Obins 3¢ oaee 15.0. B
Not less than RO % (OQ) of
C, 1 N-05-CH40.: (Enalapril Maleate) of
the Jlabel claim i 30 minutes, /
He mence 80 % (Q) CoyHuN:O-CHO,
(aHAnaupMaa  Maesr) ol HOMHHAABUOI0
conepanus gepes 30 mun,

Conclusion : APPROVED /
3axatonenne: O 1OLIEIO




CERTIFICATE OF ANALYSIS

CFPTUDUKAT AHATTUIA

frisu
\naly | Report No. / Aga isrused SHEL OTY9E Lpate o
i
N Test/ IMoxazarelisb Result / Pesyanrar
0.

5 | Related substances / Poaersennere npuMecH 7
Enalaprilat / Drananpunar | Not detccted / sie otitapyxkena

Fnalapril diketopiperazine / Not detected / ne ofuapyixena
Duananpuna '
LHKETONUNEPAZHH

[ Total impuritics / {
' CyvMa ipuMeceH

Not deteeted 7 He o0rapysena

99mg./ 9.9 mr
9870/ 98.7%

6 Assay/ Koanuecrnenioe
oupeaeienHe ‘

1

|

Water / Bona |  0.6% wiw /7 0.6%
Microbial limits* / MuxpoGroaoruueckad 4ucTora’

[ +}

a) Total acrobic microbial Not Applicable
count / Ofuiee YMcio
anPUOHLIX

MUKDOOPraHuzMOB

b) Total combined veasts Nat Applicable
and mould count / O0umee
YHICII0 OPOFIKCELIX H

JLICCHEBLIX TP udor

Ffjr.:ali

Not Applicable

Remarks : The Product confirms to ND/
! Hpumeyanie: TIPosis )KL COOTBUILIRA ST TPCoomiiii )

WI-GLOB-QA-0662-2.0

Pi;g‘.‘ 2
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{ Analvsis / Jartd agda/ivia

AT LR RETetan i {

Specification/ Hopma

Not more than 1.5 Yo / He Gosiee 1,5 %

| Not more than 2.5 % / He 6onee 2,5 %
[
i

H

Not more than 3.0 %6/ He Goace 3,0 %. j

9.0 mg to 11.0 mg of |
C.oH2N.O5C H,O: (Enalapril Maleate) per '
tablet (90 % to 110 % of the label claim).

/Ot 9,0 M o | 1,0 MI CQUH,";:NZO_{C;H:}O‘; !
(onananpuia Matear) B Tabnerke. (or 90 e

110 110 % oT HOMMHAIBHOTO cojepanHs).
| Not more than 6.0 %/ He 6onee 6.0 %

|
Not more than 1000 CFU7 g/
He 6onee 1000 KOE/r

|

)

' Not more than 100 (,'FU"Q?
' He Bouice 100 KOE/r

Shall be absentin 1 g/
JIOMmKALL OTCYTCTBOBATE B | T

o _v(i(;lC-lu.\%.OiI’l : ,\PI’R().VT—C.I-).T

3armouenue: O AOLPEHIO



CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATU3A

IAnalvtical Report No. / AHAZIHTHYMCCKEN 014«

\k' | Test/ Hokaszares Result / PesyanTar
NO. R
9 | Subdivision of tablets /

| OANOpPOIHOCTE MACC NPH

Cnenenda TabaeTor

Complics as prescribed /
CoorpeicTeyeT

N

Date ol

wnalysis / larva anaomss: 1 1L06-20

Specification/ Hopnia
The tablets comply with the test. if not more

than 1 mdividual mass 1s outside the limits
8BS % to 115 % of the averare of mass.

The tablets fail to comply with the test, if

mote 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.
f

TalieTk  cooTBTCTBYIOT  TpeJoBaHHIM,

sen me Gomee 1 cMHHMHAZ  Macea
| oTigloHsieTed 3a npefeast 85 % - 115 % o1

cpenuedt MacCLL Tabnerxm HC

Remarks ; The Product confirms to ND/
Hpusenamne: Hpo vk cooireiciin g vpenorsnnn T

~".SIAJ'{-{\}A“( ('J()-hO .I“,,\”h

ge 3

of 6

cooteeTcTBYOT Tpebosanusm, ecau Oodce

yem | Hl!ﬂﬁﬁ[iﬂ}’ﬁﬁbHaH mMacca OTKJA0HACTCa |

or  3THUX - NpPCJenoB MW, ecau |
MHIMBMAYALHAS  MAcca  OTIIIOHACTCA  3a
npesfenst 75 %% - 125 % or cpe/iHed Macehl.

Vt’?()ndrusi(‘Jﬁ—-:w \E’R()\FI) )
Sakinoucnie: i),_{f}.ﬁlf_lﬂfﬂ
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CERTIFICATE_OF ANALYSIS

CEPTUDUKAT AHATTU3A

{CCKHH OTYET v

|18.01.2023 / m3mt. Nel or 18.01.2023)

S.
No.
10

Remarks : The Product confinns to NI
Hiprvenanue: [Tponyer coo

Test/ Tloxaszarens

Package / Ynakonka

WI-GLOB-QA-0669-2.0

IBETCTEVET 1
.

Result / Pesyabstar

" 10 tublets in blister of three-layer |

and
seal

{oil

i fOil
' heat

Aluminum

(OPA/ALPVC)
foil  with

side. 2 Dblisters
information leaflet m a carton
pack. /

[To 10 Tabietok @ bancinepe #3
TpexcroHnon gonpru
(OTTA/ARTIBX) 1 aoMUHbCROH
GhonBrH  C  TEPMOCBAPHBACMEIM
JIAKOBBIM HOKPBITHEM Ha
3AMeYaThIBAEMO CTOPOHE.

[To 2 GaucTepa ¢ MHCTPYKUMEH 110
MPHMCHCHRIY B TTaMy
KApTOHIYIO.

{7

Page 4 of

Jacquer coating on the s:aling!
and patient

fH:

LATA aHANWIAL | ) 55 i

Specification/ Hopma

Tuldets » 3 ane .
10 tablets in Aluminum s&rip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or ‘ -
10 tablets in blister of threc-layer foil
{OPA/AVPVC) foil and Aluminum {oil with
heat seal lacquer coating on the sealing side.
2 strips or 2 blisters and patient information
leaflet in a carton pack.

leehiers
10 tablets in Aluminum strip foil with Low-
Density polyethylene {(LDPE) cn the sealing
side and shellac coating on top side

or .

10 tablets in Alister of three-layer [foil
(OPA/AVPVC) foil and Aluminum foil with
heat seal lacquer coating on the scaling side,
2, 5, 6, 10 strips or 2, 5, 6, 10 blisiers and

Yoo, e, P

[ patient information leaflet in a carton pack. /

CTad ek 25 e

1o 10 raliieTok B cimpune 13 amoMyHResoH
@0 ILTH € TTONUNTHIACHOM HH3KOH MUIIOTHOCTH

C{IT3HII) na zamcwarsiBaemoil cropoHe i
| MIC/IAKOBBIM  [TOKPLITHEM  Ha

Hapy #10i

[ CTOpOHE
KM
no 10 rabnerox ¢ Ouucmiepe w3

Tpexcioiinoil donurn (ONA/AV/IIBX) i
AIFOMITHUCROH thonpra
TCPMOCBAPUBAEMEIM  JTAKOBBIM  TIOKPLITHEM
Hi 30TIevaThIBaeMOi cTopoHe.

Mo 2 crpuma wuau no 2 OGnucrepa c
ANCIpYRLUMEH N0 NpuMeHEHHMIO B rauky
KapTOHHY1O,

[#]

Conelusion : APPR(‘}{’?‘:D' ;)
SBariouenue: OAOBPEHO




Analvtical Report No./ AHa anTHeckyi o19er Ne:

H

: T l.abeling / Mapruaposxa
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?E‘ﬂ)rage conditions /
J‘L Npanenune

Remarks - The Praduct confirmes 1o MY

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

‘¢t Enant tablets 10 mg/ Doean

.

ture /e gpoinieae o L

13v. Nol ar IR.05.20213)

Test/ Hokazaress

Shel—f IiQ_C;);K}oniiocrn l 3 years/ 3 ;:o:r:é

Cravcre s TO v

| Complics as prescribed /
CootaereTByeT TpeloBaniiaM

Date of Analysis / dara agaymsa:

E
In

copi

11-06-2024

fapiry  Cpon oo

Specification/ Hopma

Powrrcnnoe 5o M M0

[To 10 tabneTor B cmpune W3 amoMulieBoi
dOALIH ¢ NOAUDTHIEHOM HUIKOH IUIOTHOCTH
(IT2HIT) na 3aredaThIBACMOM CTOPOHE H

UEJJIAKOBBIM  [IOKPBITHEM Ha uapqu-{oﬁ

cTopoHe
HITH
‘mo 10 raGaerok ¢  Onucmepe W3

. rpexcaoidoit donsra (OTIA/AmIIBX) u

ATIOMUHNEBOH GiomBru c
TEPMOCBAPUBAEMEIM AAKOBBIM NOKPBLITHEM |
Ha 3areHaTeiBag Mol CTOPOHE.

Mo 2, 5,6, 10 crpunos wnu no 2, 5, 6, 10
AMUCTEPOB ¢ UHCTPYKIWMCH 110 IPUMEHSHHIO

T [AYKy KaPTOHHYHO.

| ;(cicérding to ND /
B coorzerersuu ¢ HIT

‘xfgmp:mnv below 25 =C. / 11pu Temneparype He seime 25 °C.

# _ Performed by the manufuacturer at release periodically: every 20-th bateh or at least once a year.
The parameter may be absent from the Company's certificate of analysis.

* - TIpoBOZHTCH [IPOH3BOTHTEIEM HPH BRINYCKC NCDROJIHYCCKHD 108 wazanoi 20-0 cepru WM

we meuce 1 paza B rog. Llokasarean momeT OLITH HE BRAOMEN B CEPTHHHKAT AHAIAIA $HPMDLL

[pnsesanne: Tlponvir cootseteinyet Tpefonaiimas FLIT

WI-GLOB-QA-0U669-2.0 P
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Conclusion : APPROVED
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ELECTRONIC SIGNATURES
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