Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIIN3A

Product: Enam tablets 5 mg / Dnam®, Tabaerku 5 Mr

Batch No./ Cepusa Ne : B2301817

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

2002FP23001619

Xnalytical Report No. / Anajqutudecknii oraer Ne:

Date of Analysis / lata ananmmza: 12-07-2023

Date of Manufacture / Iarta npoussoacrsa: 06/2023

Date of Expiry / Cpox rogHocTu:

05/2026

Analysis performed according ND / Ananus nposeaen no HJ[: IT N014189/01-271021 (amend. Nel from

118.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IlokazaTeJnb

Result / PesyabTar

Specification/ Hopma

1 | Description / Onncanue

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, Kpyrisie, MIOCKKe
TabneTkn €O CKOLIGHHBIMH
kpasmi, ¢ TucHeHnem "EMT" wa
oJHOM cTopoHe M umdpoit "5" u
pazfieNuTeNnbHOM  pPUCKOM  Ha
Ipyroit CTOpOHeE.

Ha mnomnepeuHom paspese sapo
Genoro usera.

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. / Bensie unu moutH Genble, Kpyrisle,
miockye  TabNeTKM CO  CKOMIEHHBIMH
kpasimi, ¢ TucHeHueM "EMT" ma omwoit
cropone u wmdpoit "S" w pasmenurensHOM
pUCKOI1 Ha IpYroii CTOpoHe.

Ha momnepeuHoM paspese sapo Genoro Wim
TIOYTH GENIoro LBeTa.

2 | Identification /
INoguHHOCTD
1. By HPLC/ BOXX

2. By TLC / TCX

Complies as prescribed /
CoOTBETCTBYET

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
YICpXKWBaHWS  OCHOBHOTO  THKa  Ha
XpOMaTorpaMMe HCIBITYEMOTO  pacTBopa
JLOJDKHO COOTBETCTBOBATH BpPEMEHH
yIepXXWBaHHS TMKa  SHajaupwia  Ha
XpoMaTorpaMMe CTaHAApTHOTO pacTBopa
(pa3men «KonuuecTBEHHOE ONpENeNeHUE) ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcCHOBHOE TATHO Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBopa
JOTOKHO COOTBETCTBOBATH OCHOBHOMY ISTHY
Ha XpoMaTorpaMMe CTaHZapTHOTO PacTROPA.

3 | Uniformity of dosage
units / OaHOpOAHOCTH
A03HPOBAHMS

32732

Acceptance value (AV) should be not more
than 15.0. / TToxa3zaTenb npreMIeMOCTH
(AV) pomxken 65Th He 6oee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoaykT cooTseTcTBYeT Tpebosanusm HJ

Conclusion : APPROVED /
3akawuenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

j’_roduct: Enam tablets 5 mg / uam®, Ta6nerku 5 mr

Batch No./ Cepus Ne : B2301817

Batch Size / Oonem cepumn: 492.000 KG /
492,000 KI'

.Analytical Report No. / AnaanTudeckui oT4er Ne:
2002FP23001619

Date of Analysis / /lata ananm3za: 12-07.2023

Date of Manufacture / lata nponspoactea: 06/2023

Date of Expiry / Cpok I"OIIHOC“;H: 05/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananns nposeaen mo H/I[: I1 N014189/01-271021 (amend. Nel from

PacTBopenne 98%., 97%, 97%

1\?(; Test/ IlokazaTenn Result / PesyabTaT Specification/ Hopma
4 | Dissolution / 95%, 98%, 97%, Not less than 80 %

(Q of
C20H23N205'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) CyoHsN,05C4H4O4
(3Hamanpuna Maiear) OT HOMMHAILHOIO
conepxaHus uepe3 30 MUH.

5 | Related substances / PoacTBeHHbIe npuMecH

Enalaprilat / Dnananpunar | Not detected / He oGHapy»xena

Enalapril diketopiperazine / | Not detected / ve obHapysxeHa

Ouananpuna
JUKETOTIHTIEPasHH

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

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

Total impurities /

CymMma npumeceit Not detected / He 06Hapy)eHa

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

5.01 mg /5,01 mr
100.2% / 100,2%

6 | Assay/ KonuyecTBeHHOE
onpeaeneHue

From 4.5 mg to 5.5mg of
CyoHgN,O5-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 Mr go 5,5 mr CyoHosN,O5-C4H,O4
(anananpuna maineat) B Tabnerke. (oT 90 %
10 110 % oT HOMWHAITLHOTO COMEPKAHMS).

7 | Water / Boaa 0.5% wiw /0,5%

Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / Mukpo6uojiorudeckass Y4HcToTa*

Less than 10 CFU/g /
Memnee 10 KOE/r

a) Total aerobic microbial
count / O6uiee yucno
a’pOOHBIX
MHKPOOPTaHHW3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

b) Total combined yeasts
and mould count / O6uee
YUCITO APONOKEBBIX U
TINIECHEBLIX I'pUOOB

Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/i

c) E. coli Absent in 1g/

OtcyTcTBYeT B IT

Shall be absentin 1 g/
JIOJXHBI OTCYTCTBOBAThH B 1 T

Remarks : The Product confirms to ND/
IIpumeyanue: ITpoayxT cooTBeTCcTBYET Tpeboraumsm HIL

Conclusion : APPROVED /
Jaxawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

“lir(;duct: Enam tablets 5 mg / Ynam®, Ta6.1eTKH 5 MT

Batch No. / Cepust Ne : B2301817

Batch Size / O6bem cepun: 492.000 KG /
492,000 KT’

Analytical Report No. / Anagutudeckuii orser Ne:

12002FP23001619

Date of Analysis / Jata anammza: 12-07-2023

Date of Manufacture / JIlata npoussoacrea: 06/2023

Date of Expiry / Cpok roamoern:  05/2026

Analysis performed according ND / Anaaus nposenex no HI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / uzm. Nel ot 18.01.2023)

S.

Test/ Hloka3zaTeanb
No.

Result / PeynsTaTt

Specification/ Hopwma

9 | Subdivision of tablets /

Oanopoanocers Mace ipu | Complies as prescribed /
AeNeHUU TabJeTox 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.
/

TabneTKH COOTBETCTBYIOT —TpeGOBAHMAM,
ecim  He Oomee 1 eOWHWYHAss Macca
oTkoHseTca 3a npeaensl 85 % - 115 % ot
cpenHen MAacchl. Tabmetku HE
COOTBETCTBYIOT TpeOOBaHMAM, eclin Golee
yeM | MHIUBUIYyaJbHAs Macca OTKJIOHAETCA
OT 3THX TpeleNoB Win, ecnu 1
WHIWBWyallbHAas Macca OTKIJIOHsSeTCS 3a
npenenst 75 % - 125 % ot cpenHeil Macchl.

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoxgykr coorBeTCcTBYET TpebOoBanmsm HJ{

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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Printed Date & Time (IST):  13-07-2023 16:34:25




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

_!’Loduct: Enam tablets 5 mg / Iuam®, TabaeTu 5 Mr

ize / O6bem cepun: 492.000 KG /
KI

Batch No./ Cepust Ne : B2301817 Batch S

492,000
Analytical Report No. / Arasutudeckuii orqer Ne: Date of
2002FP23001619

Analysis / Tata ananusza: 12-07-2023

Date of Manufacture / Iata npoussogctra: 06/2023 Date of

Expiry / Cpok rognoctu:  05/2026

Analysis performed according ND / Anains npoeenen no HJ/I: IT N014
18.01.2023 / u3m. Nel ot 18.01.2023)

189/01-271021 (amend. Nel from

S.

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

pack. /
ITo 10 tabnerok & 6nucmepe n3
TPEXCIOWHOM donbru

(OITA/An/TIBX) 1 amoMHHNEBOH
donbru  c  TEPMOCBApUBAEMBIM
TIaKOBBIM TOKPBLITHEM Ha
3arevaThIBaEMOit CTOpOHE.

[To 2 6nucrepa ¢ MHCTPYKUUEH MO
NIPUMEHEHNIO B TayKy
KapTOHHYIO.

No Test/ Iloka3aTean Result / PeayabTaT Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | 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/AI/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/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 leaflet in a carton pack. /

TabGaemicu 2,5 az
ITo 10 TabneTok B cmpune U3 antOMUHUEBOIT

($hoNBrY ¢ TOMMATHIEHOM HU3KOH TTOTHOCTH
(ITOHIT) Ha 3ameyaThIBAEMOW CTOPOHE U
WIENIaKOBBIM TOKPBITUEM Ha Hapy)XHOii
CTOpOHE

170307

no 10 Tabnerok 6 Oaucmepe U3
TpexcioitHoit domern (OITA/AN/TIBX) u
aANFOMHUHUEBO ¢dbombpru c
TEPMOCBapHUBAEMbIM JIAKOBBIM TOKPBITHEM
Ha 3arevyaTbIBaeMOi CTOpPOHE.

TTo 2 crpuna wmu 1o 2 Onucrepa ¢
WHCTPYKLHEe MO NpUMEHEHHI0 B MadkKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBarmsM HJI

Conclusion : APPROVED /
3axkaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

__lﬁ-g_duct: Enam tablets 5 mg / Dnam®, tabaerkn 5 mr

Batch No. / Cepusi Ne : B2301817

Batch Size / Oobem cepun: 492.000 KG /
492,000 KI"

2002FP23001619

Analytical Report No./ Ananutnueckuii order Ne:

Date of Analysis / lata anam3za: 12-07-2023

(Date of Manufacture / lata npouspoacrea: 06/2023

Date of Expiry / Cpok rogHoctn: 05/2026

18.01.2023 / uam. Nel or 18.01.2023)

Analysis performed according ND / Anaaus nposegen mo H/: IT N014189/01-271021 (amend. Nel from

S.

Test/ Toka3aTeanb
No.

Result / PesyabTat

Specification/ Hopma

Tabnemxu 5 atz, 10 me, 20 m2

ITo 10 Tabnetok B cmpune U3 anioMHUHUEBOMR
(GOJTBTH € MONMATHIIEHOM HU3KOMH MITOTHOCTH
(TIOHIT) Ha 3amevaTsIBAEMOI CTOpPOHE W
LIEJUIAKOBBIM MOKPBITUEM Ha  HapyKHOI
CTOPOHE

WITH

no 10 Ttabnerok @ Oaucmepe U3
tpexcioitHoit  domeru  (OITA/An/TIBX) u
AIHOMUHUEBOMR Qunbru c
TEPMOCBAapHUBAaEMbIM JIAKOBBbIM TOKPBITHEM
Ha 3areyaThbIBaeéMoi CTOpPOHE.

ITo 2, 5, 6, 10 crpuros wiu 1o 2, 5, 6, 10
GIUCTEPOB ¢ UHCTPYKUMEH 1O NPUMEHEHUIO
B NIAYKY KapTOHHYIO.

11 | Labeling / Mapkuposka

Complies as prescribed /
COOTBETCTBYET TPeOOBAHUAM

According to ND /
B coorBercTBuu ¢ HJJ

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu TeMmnepatype He Bblme 25 °C.

13 | Shelf life / Cpox roanoctn

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.

* - IIpoBOANTCH MPOM3BOAMTENEM 1PN BHIIYCKe MEPUOAUYECKH: A Kaxmoil 20-oif cepuu WiH
He MeHee 1 pa3a B roa. IToka3aTelb MoskeT GbITH He BKIIOUeH B cepTUGHKAT aHAIH3a GUPMBI.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpogyKT cooTBeTCTBYET TpeboBanmsm HJT

Conclusion : APPROVED /
3axawouenue: OJIOBPEHO
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