Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Enam tablets 10 mg / Ynam®, tabierxn 10 mr
Batch No. / Cepasi Ne : B2301659 Batch Size / O6bem cepun: 492.000 KG /
492,000 KT’
Analytical Report No. / Ananurnuecknii orger Ne: Date of Analysis / lata ananmu3za: 28-06-2023
2002FP23001536 . .
Date of Manufacture / Jlara npoussoacrsa: 06/2023 Date of Expiry / Cpok roanocrun: ~ 05/2026
Analysis performed according ND / Anaym3 nposesen o H/L: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel or 18.01.2023)
1\?(;. Test/ IlokazaTen Result / PesyabTar Specification/ Hopma
1 | Description / Onncanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on | edged tablets with "EMT" debossed on one
one side and number "10" and a | side and number "10" and a break line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benbie, kpyribie, WIOCKHE | core. / Benple umw moytu Oenble, Kpymiisic,
TabIeTKH  CO  CKOLICHHBIMHU | IUIOCKHME  TabJIETKHM CO  CKOLICHHBIMH
kpasimu, ¢ 1ucHennem "EMT" wa | kpasmu, ¢ Tuchenmem "EMT" na oxwo#M
oaHOM cTopore W umdpoii "10" u | cropore u tmdpoii "10" u pasnenurensHOM
pasIeIMTeNbHOM  PUCKOM  Ha | PHCKOM Ha APYro¥ CTOPOHE.
JPYTO¥ CTOPOHE. Ha momepeusom paspese saapo Oemoro wuiu
Ha nomepeusoM paspese sAapo | moutn Genoro nseTa.
Gemoro LBeTa.
2 | Identification / The retention time of the major peak in the
IoasuHHOCTH chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond with the retention time of
CootsercTyeT Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
VACPXKUBAHUA  OCHOBHOrO  IMMKa  Ha
XPOMAaTOTPaMME  HUCIIBITYEMOrO  PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMCHH
yOCPXKWBaHMUsA  IMKA  OJHAlarpwia  Ha
XpOMaTorpaMMe CTAHAAPTHOTO pPacTBoOpa
(paszen «KonmmyecTBEHHOE ONPEACTICHUC)).
2. By TLC/TCX Complies as prescribed / The principal spot in the chromatogram of
CootBercTByeT the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOS TIITHO Ha
XpOMAaTorpaMMe HKCIBITYEMOTO  PacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY ITATHY
Ha XpPOMaTorpaMMme CTaHAAPTHOTO PacTBOpa.
3 | Uniformity of dosage 6.1/6,1 Acceptance value (AV) should be not more
units / OAHOPOAHOCTH than 15.0. / [lokasarens MprUeMIIEMOCTH
JI03MDOBAHHSI (AV) nomwxen 6uiTh He Oonee 15,0.
4 | Dissolution / 101%, 99%, 100%, Not less than 80 % (Q) of
PactBopenne 99%, 101%, 101% CyHysN,05-C4H,04 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(3Hamanpwia Manear) OT HOMHHAJIBHOTO
cozmepxanwust yepe3 30 MuH.

Remarks : The Product confirms to ND/
Npumeuanue; [poaykT cootBeTcTByeT TpeboBarmsiM HJL

Conclusion : APPROVED /
Jaxkmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
[Product: Enam tablets 10 mg / uam®, tabnerkn 10 mr
Batch No. / Cepnsi Ne :  B2301659 Batch Size / O6nem cepun: 492.000 KG /
492,000 KI'
Analytical Report No. / Ananuruyecknii oruer Ne: Date of Analysis / /lata ananuza: 28-06-2023
2002FP23001536 i |
Date of Manufacture / lata npoussoacrea: 06/2023 Date of Kxpiry / Cpox ropguocri: ~ 05/2026 '

118.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Avayms nposeaer mo HJL: I1 N014189/01-271021 (amend. Nel from

) -

N(; Test/ IlokazaTenn Result / Pe3yabTar

Specification/ Hopma

5 | Related substances / PoacTBeHHBIC IPHMECH

Enalaprilat / Quananpuiar | Not detected / He oOHapyKeHa

Enalapril diketopiperazine / Not detected / He oOHapysxeHa

OHuananpuna
JHUKETOTIMIICPa3HH

Not more than 1.5 % / He 6onee 1,5 %

Not more than 2.5 % / He 6omnee 2,5 %

Total impurities /

Cymma nprmeceit Not detected / e obHapyxena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KosmuecrBennoe 9.9mg/9,9 mr From 9.0 mg to 11.0 mg of
ornpeae/ieHmne 99.3% /99,3% C,0H3sN,05-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 MI" 10 11,0 Mr C20H23N205'C4H404
(sHananpwia manear) B tabnerke. (ot 90 %
10 110 % 0T HOMHHAJILHOTO COAEPIKAHI).
7 | Water / Boaa 0.8% w/w / 0,8% Not more than 6.0 % / He Gonee 6,0 %

8 | Microbial limits* / Mukpo6uosiorugeckas yucrora*

and mould count / O6uiee
YHCJIO JPOOKEBBIX U
IUICCHCBBIX IPUOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6iee yuco He Gonee 1000 KOE/r
adpPOOHBIX

MUKPOOPTraHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /

He 6omnee 100 KOE/r

c) E. coli Not Applicable

Shall be absentin 1 g/
Jlo/KHBEI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
pumeuanue: [Ipoaykt coorBeTcTBYET TpeboBarmam HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIN3A

Product: Enam tablets 10 mg / Juam®, Tabaerkn 10 mr

Batch No. / Cepust Ne : B2301659

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

Analytical Report No. / Ananurudeckuii oryer Ne:
12002FP23001536

Date of Analysis / lara ananmsa: 28-06-2023

Date of Manufacture / /lara npomsoacrsa: 06/2023

Date of Expiry / Cpox roanocti: ~ 05/2026

Analysis performed according ND / Auam3 nporesien no HJL: TI N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

OaHopoaHOCTH MACC IPU
agesieHnn Tab1eTox

Complies as prescribed /
CooTBeTcTBYET

1\?(') Test/ Ilokazarenn Result / PezyabTar Specification/ Hopma
9 | Subdivision of tablets / 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.
/

TabneTku COOTBETCTBYIOT —TpeOOBaHMAM,
ecmu He Oomee 1 emuHMYHAZ Macca
oTkIoHsIeTCs 3a mpexeist 85 % - 115 % or
cpeaHeH MacCHI. TabneTku HE
COOTBETCTBYIOT TPEOOBAHMIM, eciu 0Oojee
yeM | MHAMBUAYaTbHAsA MAacca OTKIOHACTCS
OT 9THUX OpeAenoB wiv, ecimu |
MHAMBUIyalbHAsd Macca OTKIOHAETCS 3a
npeneist 75 % - 125 % oT cpenHe# Macesl.

Remarks : The Product confirms to ND/
Npumeuanue: [lpoayxT cooTBeTcTBYET TpeboBanmsm HJL

Conclusion : APPROVED /
3axmodenne: OJJOGPEHO
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Uncontrolled Copy

Product: Enam tablets 10 mg / Juam®, raénerku 10 mr
Batch No. / Cepust Ne :  B2301659

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTIU3A

Batch Size / O0bem cepun: 492.000 KG /
492,000 KT

Analytical Report No. / Anamumuyecknii oruer Ne:
2002FP23001536

Date of Analysis / lata anamsa: 28-06-2023

Date of Manufacture / /lara npoussoacrsa: 06/2023

Date of Expiry / Cpox roanocru;

0572026

Analysis performed according ND / Anayms npoeaes no HJI: T1 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S.
No.
10

Test/ Iloxazatenanb

Result / PegybTar

Specification/ Hopma

Package / Ynakoska

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 Dblisters and patient
information leaflet in a carton
pack. /

Ilo 10 Tabnerok ¢ Onucmepe wi
TPEXCIIOHUHOM (onbru
(OTTA/AWIIBX) n amoMuHueBOi
(doser ¢ TEPMOCBAPUBACMBIM
JIAKOBBIM MOKPBITHEM Ha
3areuaThIBacMOM CTOPOHE.

ITo 2 GaucTepa ¢ MHCTPYKLMEH MO
[PHUMEHEHHIO B nayuky

KapTOHHYIO.

Tablets 2.5 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 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. /

Tabremru 2,5 me

[To 10 Tabnerok B cmpune U3 aTFOMHUHUEBOH
(hOJIBTH C TONMUSTUIICHOM HU3KOM TUIOTHOCTH
(ITOHIT) Ha 3arc4yaThIBaCMOM CTOPOHE U
IICIIAKOBBIM MOKPBITHEM Ha HAPy>KHOM
CTOpPOHE

120

mo 10 Tabnerox 6 OGaucmepe w3
Tpexcnoiinok ¢oneru (OIA/AN/IIBX) wu
ATOMUHUEBOM (donbru c
TEPMOCBAPUBAEMBIM JIaKOBBIM ITOKPBITHEM
Ha 3areyaThblBaéMOM CTOPOHE.

I[lo 2 crpuma wiu no 2 Omuctepa c
WHCTPYKLUMEH IO MNPUMEHEHHIO B MA4Ky

KapTOHHYIO.

Remarks : The Product confirms to ND/
Opumedanne: [lpoaykT cooTBeTcTBYET TpeboBarmsam H/L

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Enam tablets 10 mg / Quam™, Tabnerku 10 mr S
Batch No. / Cepnst Ne: B2301659 Batch Size / O6nem cepun: 492.000 KG /
492,000 KT'
Analytical Report No. / AnamuTHyecKkuii oT4eT Ne: Date of Analysis / Jlara anamza: 28-06-2023
2002FP23001536 o
Date of Manufacture / lara nponspojacrea: 06/2023 Date of Expiry / Cpox rognoctu:  05/2026

18.01.2023 / m3m. Nel or 18.01.2023)

Analysis performed according ND / Anam3 nposenes no HJI: TI N014189/01-271021 (amend. Nel from

S

N(; Test/ [loxazaresin Result / PesysabTar

Specification/ Hopma

Taonemrn 3 me, 10 a2, 20 M2

ITo 10 Tabnerok B cmpune U3 aTFOMUHHUCBOU
()OJIBIH C MONMHUITHICHOM HU3KOM TUIOTHOCTH
(IIOHIT) Ha 3ane4aTeIBAGMOM CTOpOHE H
IIEJUTIAKOBBIM  TIOKPBITMEM HA  Hapy>KHOM
CTOpPOHE

12007}

nwo 10 Ttabmetox 6  Onucmepe w3
tpexcnoitHoit  pomsru  (OITA/An/TIBX) u
ATFOMUHUEBOH ¢doneru (<
TEPMOCBAPHBAEMbIM JIAKOBBIM TTOKPBITHEM
Ha 3arcYaTEIBACMOU CTOPOHE.

ITo 2, 5, 6, 10 cTpumos wiu 10 2, 5, 6, 10
OIUCTEPOB C MHCTPYKLWCH I10 TIPHUMECHEHHUIO
B MAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBercTBYCT TpeOOBAHMAM

According to ND /
B coorsercTBum ¢ HJ]

Xpadeuue

12 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Boie 25 °C,

13 | Shelflife / Cpox rogunocru | 3 years /3 roga

* - 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.

* - [lpoBOAMTCA TPOM3BOAUTEEM NPH BBINYCKE MEPHOIMYECKH: NIt KaKaoi 20-0i ceprmu mwim
ne menee 1 pasa B roa. Ilokasarens Moxker ObITh HE BKJIIOUEH B cepTHHUKAT aHAM3A GUPMBL.

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBarmsam HJ|

Conclusion : APPROVED /
3axkaouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0 Page 5 of 6

Printed By: K Narayana Swamy Printed Date & Time (IST): 29-06-2023 10:58:51




Uncontrolled Copy
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