Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Product: Enam tablets 10 mg / Duam®, ra6serkn 10 mr

Batch No. / Cepus Ne : B2401793

Batch Size / O6bem cepun: 492 KG /ig; KI

2002FP24001405

Analytical Report No. / AnanuTn4yecknii or4aet Ne:

Date of Analysis / Jlata ananuza: 10-06-2024

Date of Manufacture / lara npousBoactea: 05/2024

Date of Expiry / Cpox rognocti: 04/2027

Analysis performed according ND / Anain3 nposened no H/I: TI N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IlokazaTean

Result / PesyabTat

Specification/ Hopma

1 | Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / benvle, kpyrnele, rockue
TabJeTKH  CO  CKOLICHHbIMU
kpasimu, ¢ THcHeHuem "EMT" Ha
ofHOM cTopoHe U uMudppol "10" n
pa3sfenuTenbHOM — pUCKOM  Ha
JIpyroif CTopoHe.

Ha nonepeuHom paspese sapo
Genoro 1BeTa.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "10" and a break line on the
other side.

Cross Cut Description: White to off white
core. / Benele uan nouru 6ensle, kpyribie,
mockie  TabJNeTKH €O CKOIIGHHBIMH
kpasmir, ¢ TucHeHneM "EMT" wua opwoii
cTopoHe W nudpoit "10" u paznennrensHoi
PHCKOH Ha NpYroi CTOPOHE.

Ha momepeunom paspese sapo Gesnoro Wian
MoYTH OENoro LBETA.

2 | Identification /
IMogIHHHOCTE
1. By HPLC / BDXKX

2. By TLC/TCX

Complies as prescribed /
CooteeTcTRYET

Complies as prescribed /
CootBeTcTBYET

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
YACpPKUBAHWS ~ OCHOBHOTO  THKAa  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
JIOTDKHO COOTBETCTBOBATD BpEeMEHU
yAepKUBaHWS ~ TNHKa  SHajanpuia  Ha
xpomarorpaMMe CTaHZAPTHOro pacTBOpa
(paznen «KonuuecTBEHHOE ONpeeIeHHE).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcCHOBHOE mATHO Ha
XpOMaTOrpaMMe  KCIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IATHY
Ha XpoMaTorpaMme CTaHIapTHOTO pacTBoOpa.

3 | Uniformity of dosage
units / OqHOpOAHOCTD

23723

Acceptance value (AV) should be not more
than 15.0. / ITokazaTtesib MpUeMIEMOCTH

H03UPOBAHHS (AV) nomxkeH 6piTh He Gosee 15,0.
4 | Dissolution / 99%, 99%, 98%, Not less than 80 % (Q) of
PactBopenne 100%, 96%, 98% C10HsN,05-C4H4O, (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205‘C4H404
(sHananpuna Manear) OT HOMHHAJIBLHOIO
conepxkanus yepes 30 muH.

Remarks : The Product confirms to ND/
ITIpumeuanne: ITpoaykr coorBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmwouyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTN3A
Product: Enam tablets 10 mg / Inam®, Tadaerkn 10 mr
Batch No. / Cepus Ne : B2401793 = Batch Size / O6bem cepun: 492 KG /492 KT
Analytical Report No. / Anaanrindeckuii or4der Ne: Date of Analysis / Jlata ananuza: 10-06-2024
2002FP24001405
Date of Manufacture / Jlata npoussoacrsa: 05/2024 Date of Expiry / Cpok roasocri: 04/2027

18.01.2023 / n3m. Nel o1 18.01.2023)

Analysis performed according ND / Anans nposegen no HJ/I: TI N014189/01-271021 (amend. Nel from

Test/ Ilokazaren Result / PesyanTaT

Specification/ Hopma

5 | Related substances / PogcTBeHHbIE IIPHMeCH

Enalaprilat / Onananpunar | Not detected / He o6Hapy»keHa

Enalapril diketopiperazine / | NOt detected / ne obnapysxera

Ounananpuia
JNUKeTonunepasuH

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

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

Total impurities /

Cymma npuMeceit Not detected / ve oGHapyxeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/KoaudecTBeHHoe 10.0 mg /10,0 mr From 9.0 mg to 11.0 mg of
onpejaesieHue 99.8% /99,8% C10HsN05-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 9,0 MI 10 11,0 Mr C20H28N205'C4H4O4
(anananpmna maneat) B Tabnerke. (ot 90 %
10 110 % 0T HOMHHAIBHOTO COACPKAHM).
7 | Water / Boaa 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / Mukpo6uoJiornueckas YMcToTa*

and mould count / Obuiee
YHC0 IPOACKEBBIX U
TUTECHEBBIX TPUOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6iee uucno He 6onee 1000 KOE/r
a3po6HbIX

MHKPOOPraHU3MOB

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

He 6onee 100 KOE/r

c) E. coli Not Applicable

Shall be absentin 1 g/
JlomkHbl OTCYTCTBOBaTH B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTBYeT TpeboBauugm HJT

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

WI-GLOB-QA-0669-2.0 Page 2 of 6

Printed By: Prashanth Voladri Printed Date & Time (IST). 11-06-2024 21:34:35




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Juam®, TabjeTkn 10 Mr_

Batch No. / Cepusi Ne :  B2401793

Batch Size / O61em cepuu: 492 KG /492 KT

2002FP24001405

Analytical Report No. / Ananutnyeckuid otder No:

Date of Analysis / Jlata ananmuza: 10-06-2024

Date of Manufacture / Jlata npoussogctsa: 05/2024

Date of Expiry / Cpox roguocru: 04/2027 |

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Anaan3 nposegen no HJI: TI N014189/01-271021 (amend. Nel from

Test/ IlokaszaTen

Result / PesyabTaTt

Specification/ Hopma

9 | Subdivision of tablets /

Ognopoanocts mace npu | Complies as prescribed /
NeTeHAN TahJaeToK CooTBeTCTBYET

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.
/

TabyeTk COOTBETCTBYIOT —TpeGOBaHUAM,
ecid He Oomee | enuHuMuHas Macca
OTKITOHseTes 3a Tipenensl 85 % - 115 % ot
cpenHei Macchl. Tabnerku He
COOTBETCTBYIOT TPeOOBaHMsM, ecivi Oonee
yeM | MHAMBMAYATBHAS MAcca OTKJIOHSAETC
OT 93THX TIpefenos und, eciu |
HHIMBUyalbHAd Macca OTKJIOHAETCH 3a
npenenst 75 % - 125 % ot cpenHeii macchl.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykr coorseTcTByeT TpebopaHusam HJI

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST): 11-06-2024 21:34:35




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANUSA
[Product: Enam tablets 10 mg / Inam®, radaerkn 10 mr B}
Batch No. / Cepnsi Ne : B2401793 |Batch Size / O6bem cepuu: 492 KG /492 KI
Analytical Report No. / AnanuTudeckuii oraer Ne: Date of Analysis / /laTa anann3sa: 10-06-2024
2002FP24001405
Date of Manufacture / [lara npoussoacrea: 05/2024 Date of Expiry / Cpok roanocru: 04/2027

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Anaans nposesen mo HJI: IT1 N014189/01-271021 (amend. Nel from

foil (OPA/AIV/PVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2 Dblisters and patient
information leaflet in a carton

pack. /
ITo 10 Tabnierok ¢ Oaucmepe w3
TPEXCIIONHOH ¢dhonmsru

(OMMA/An/TIBX) v antoMHHUEBOH
domeTH ¢ TePMOCBApHUBAEMBbIM
JIAaKOBBIM MOKPbITHEM Ha
3anevyaTbIBaeMOI CTOPOHE.

[1o 2 6auctepa ¢ UHCTpYKUMEI 110
NpUMEHEHHUIO B MavKy
KapTOHHYIO.

No Test/ loxa3zaTenan Result / Pesyabrtar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tublets 2.5 mg

10 tablets in Aluminum strip [0il 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/AV/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. /

Tabnemru 2,5 v

[To 10 TabneTok B cmpune U3 alfOMUHUEBOH
()OJIBTH C MONUATHICHOM HU3KOH [IOTHOCTH
(ITOHIT) na 3ame4arblBacMOW CTOpPOHE U
IICJIJTAKOBBIM  TTOKPHITUEM HA  Hapy>KHOUN
CTOpOHE

WIn

no 10 rabnetok 6 Gaucmepe W3
tpexcnornoit ¢onsry (OINA/An/TIBX) u
ANFOMHUHHEBOM doneru c
TEpPMOCBAPUBAEMBIM JIAKOBBIM TTOKPBITHEM
Ha 3areyvaTbiBaeMoil cTopoHe.

Mo 2 crpuma wnm mo 2 OGnucrepa ¢
MHCTPYKUKEN N0 TNPUMEHEHUIO B TNayky
KapTOHHY!O.

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0 Page 4 of 6

Printed By: Prashanth Voladri Printed Date & Time (IST): 11-06-2024 21:34:35




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product: Enam tablets 10 mg / Onam®, Ta6aerku 10 mr
Batch No./ Cepus Ne : B2401793 Batch Size / O6bem cepuu: 492 KG /492 KI
Analytical Report No. / Ananuruiecknii ordet Ne: Date of Analysis / Jlara anasmza: 10-06-2024
2002FP24001405
Date of Manufacture / lata npoussoacisa: 05/2024 Date of Expiry / Cpok rognoctn: 04/2027
Analysis performed according ND / Auanns nposeaes no HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)
1\?(; Test/ Ilokazarenn Result / PesyabTart Specification/ Hopma
Tabnemxuy 5 a2, 10 me, 20 m2
ITo 10 Tabnetox B crpune U3 antOMUHUEBON
(hoMErY ¢ TOMUAITHIIEHOM HU3KOH TMNOTHOCTH
(IIDHII) pa 3amedarsiBacMOHW CTOpOHE W
LIEJUIAKOBBIM MOKPBITUEM HA  Hapy»KHOM
CTOpOHE
Wiy
no 10 Tabnerox € Ouucmepe W3
TpexcioiiHoit  doneru (OITA/AN/TIBX) n
AMIOMHHHEBOM donbru c
TEPMOCBAPUBACMBIM JIAKOBLIM  TIOKPBITHEM
Ha 3anevaThIBaCMOM CTOpOHE.
Ilo 2,5, 6, 10 ctpunoe wm no 2, 5, 6, 10
GMCTEPOB ¢ MHCTPYKUMCH N0 NPUMEHEHUIO
B I1aYKy KapTOHHYIO.
11 | Labeling / MapxnpoBka Complies as prescribed / According to ND /
CooTReTcTRYeT TpeDOBAHUAM B cootBetcTBuM ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbie 25 °C.
XpaHeHHe
13 | Shelf life / Cpok roanocrn | 3 years /3 roma

* - 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.

* - TIpOBOAUTCH NMPOM3BOAMTEIEM NPH BBINYCKe NMEPHOAMYECKH: M Kaxgoi 20-oif cepun Hian

He menee 1 pasa B roa. IHHokasaresb MokeT GbITh He BKJIIOYMEH B CEPTHOHKAT aHAIN3A GpUPMBI.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponyxr coorBetcTByeT TpeboraHusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Printed By: Prashanth Voladri

WI-GLOB-QA-0669-2.0 Page 5 of 6

Printed Date & Time (IST): 11-06-2024 21:34:35




Uncontrolled Copy
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