Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

Product: Enam tablets 5 mg / Jnam®, Tabuerku 5 mr

Batch No./ Cepus Ne :  B2403837

Batch Size / O6nem cepun: 492 KG /492 KI'

2002FP24002875

Analytical Report No. / AHaauTHYecKHiH oT9eT No:

Date of Analysis / lata anamuza: 27-11-2024

Date of Manufacture / JlaTa npon3Boacrsa: 29-10-2024

Date of Expiry / Cpok rogaoctn: 30-09-2027

Analysis performed according ND / Ananus nposeaes mo HJI: I N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ IlokazaTens

Result / PesyasTaT

Specification/ Hopma

1 | Description / Onucan

He

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. / Benwle, KPyTable, MIIOCKUAE
TabneTKH co CKONIEHHBIMH
kpasmu, ¢ TucHeHueMm "EMT" na
onHON ctopore u uudppoi "5" u
pasfenuTeNbHOW  pHCKOM  HA
Ipyroi CTOpOHE.

Ha mnomepeuHOM paspe3e 40po
Gesoro uBeTa.

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. / Bemsle wiu mouTy Oelble, KPYTIIkIS,
WIockue TabueTku CO  CKOIIEHHBIMHM
kpasvu, ¢ TucHeHueM "EMT" Ha oxuoi
cropoue u uudpoi "5" u pazgenUTENHHOH
PHUCKOH Ha ApyTO# CTOPOHE.

Ha nomepegnoMm paspese saapo 6emoro Hm
noyty Genoro nBera.

2 | ldentification /
HopauauaoCTH
1. By HPLC / BOXX

2.By TLC/TCX

Complies as prescribed /
CootgeTcTBYET

Complies as prescribed /
CootBeTcTRYET

'l'he retention time ot the major peak mn the
chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpema
yOCpKHMBaHH  OCHOBHOTO  IIMKa  Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBopa
JOIKHO COOTBETCTBOBATE BPEMEHH
yOepKuBaHWA  TMKa OSHanmanpuila Ha
XpoMaTorpaMMe CTaHIapTHOIO pacTBOpa
(pasaen «KomrdecTBeHHOE ONpENETIEHHEY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TISTHO Ha
XpOMAaTorpamme MCIBITYEMOTO  pacTBOpa
IOOJDKHO COOTBETCTBOBATE OCHORHOMY TIATHY
Ha XpOMATOTpaMME CTaHAAapPTHOIO PacTBOpA.

3 | Uniformity of dosage

T03HPOBAHMS

units / OqnopoaHOCTH

3.1/3,1

Acceptance value (AV) should be not more
than 15.0. / TlokazaTens MpHEMIIEMOCTH
(AV) nomxen 6bITH He Goxnee 15,0.

Remarks : The Product confirms to ND/
IIpameuanne: IpoxykT coorBeTcTBYET TpeboBaHusiM HJL

Conclusion : APPROVED /
3axmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIA3A

Product: Enam tablets 5 mg / 9uam®, Taberkn 5 mr

Batch No./ Cepusi Ne : B2403837

Batch Size / O6nem cepau: 492 KG /492 KT’

Analytical Report No. / AnanuTndecknii order No:
2002FP24002875

Date of Analysis / lata anammsa: 27-11-2024

Date of Manufacture / laTa npon3soacTea: 29-10-2024

Date of Expiry / Cpok roguocrnn:  30-09-2027

Analysis performed according ND / Ananu3s nposenen mo H/: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S.

No. Test/ Iloxazarenn Result / PezynsTaT Specification/ Hopma
4 | Dissolution / 99%, 98%, 99%, Not less than 8 % (Q) of
PacTBopenue 98%, 99%, 99% CyH2sN,05-C4H,O, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H4O4
(3Hananpuna wmanear) OT HOMHHATBHOTO
conepxanus gepes 30 MuH.
5 | Related substances / PoacTBeHHbIe IpHMECH
Enalaprilat / Quananpunar | Not detected / ne o6Hapyxena | Not more than 1.5 % / He Gonee 1,5 %
Enalapril diketopiperazine / Not detected / ne oGHapyxena Not more than 2.5 % / He Gonee 2,5 %
Onananpuna
JTUKETOTHITEPA3HH
Total impurities /
Cymma npumeceit Not detected / He oOHapyskeHa Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KonnuecrBenHoe 4.98 mg /4,98 mr From 4.5mg to 5.5 mg of
onpegeieHue 99.7% 7/ 99,7% C1pH»sN,05CsH,04 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI' 1O 5,5 Mmr C20H28N205‘C4H404
(3Hananpuna maneat) B Tabnerke. (ot 90 %
10 110 % oT HOMUHaNBEHOTO COJICPIKAHIIT).
7 | Water / Bona 0.7% w/w / 0.7% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / Muxpo6mnoJsiornueckast YHCTOTa*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obmiee uncio He 6omnee 1000 KOE/r
a3pobHBIX

MHKPOOPT'2HU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6miee He 6onee 100 KOE/r

YUCIIO IPOXIKEBEIX U

TUIECHEBBIX TPHOOB

c) E. coli Not Applicable Shall be absentin 1 g/

JIOIDKHEI OTCYTCTBOBaTh B I T

Remarks : The Product confirms to ND/
Ipnmeqanue: ITponykT coorBercTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

Product: Enam tablets 5 mg / Inam®, Ta6aeTka 5 M

Batch No. / Cepusi Ne :  B2403837

Batch Size / O6bem cepan: 492 KG /492 KT

2002FP24002875

Analytical Report No. / AnanuTavecknii oraer No:

Date of Analysis / [lata anaianza: 27-11-2024

Date of Manufacture / lata npon3Boacrea: 29-10-2024

Date of Expiry / Cpox romnocru: 30-09-2027

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3 nposenen o HJ: 11 N014189/01-271021 (amend. Nel from

S.

Test/ IloxazaTean
No.

Result / PesyasTar

Specification/ Hopma

9 | Subdivision of tablets /

OnnHopoanocts Mace mpur | Complies as prescribed /
peneHun TadaeTok CoorteercrByeT

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 TpeOOBaHHIM,
ecmi He Oomee 1 enuHM9Has Macca
oTKIOHseTCs 3a mpexnensl 85 % - 115 % ot
cpeaxei MAacCEL. TaGnerxu HE
COOTBETCTBYIOT TpeboBaHusM, ecnu Goree
uyeM | MHAWBHOYQIBHAS Macca OTKIOHACTCS
OT 3THX IpemenoB Wi, ecim 1
WHIMBUAyalbHAs Macca OTKIOHAETCA 3a
npenens /5 % - 125 % ot cpeanei MacCEL

Remarks : The Product confirms to ND/
IIpumeaanne: [Tpoxyxt cooTBeTcTBYET TpeboBanmsm HIT

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

Batch No./ Cepus Ne : B2403837

Batch Size / O6nem cepmau: 492 KG /492 KT

Analytical Report No. / AHanuTH9ecKkuii oTaer No:
2002FP24002875

Date of Analysis / [laTa anamm3a: 27-11-2024

Date of Manufacture / Jlata npoussoacrea: 29-10-2024

Date of Expiry / Cpox rogHocTi: 30-09-2027

Analysis performed according ND / Anayins nposexen o HJT: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

S

N(; Test/ IloxasaTenn Result / PesyanTat Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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

Tlo 10 tabnerok ¢ 6aucmepe wu3
TPEXCNOHHON donsru
(OTTIA/AN/TIBX) 1 anroMHHHEBOH
donerH C  TEpPMOCBapUBAEMBIM
JIaKOBBIM MOKPBITHEM Ha
3aI1e4yaThiBAEMOM CTOpOHE.

TTo 2 GaucTepa ¢ MHCTPYKUHEH Mo
NpHMEHEHUIO B navuky
KapTOHHYIO.

10 tablets in Aluminum st+ip 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 fuil 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. /

Tadaemxu 2,5 mz

ITo 10 TabneTok B cmpune U3 aTIOMHUHHEBOR
(GoJbri ¢ TONA3THICHOM HU3KOH TITOTHOCTH
(II3HIT) Ha 3amedaTHIBACMOH CTOPOHE H
[IEJUIAKOBEIM TIOKPBITHEM Ha HapYXHOR
CTOpOHE

hi

no 10 TabnmeTtox 6 Onucmepe U3
tpexcnoitnoit ¢oneru (OITA/AN/TIBX) u
ATIOMHHUEBOMH ¢dhomsru c
TEPMOCBAPUBAEMBIM JIAKOBEIM TTOKPBLITHEM
Ha 3ameJaThIBAEMOI CTOPOHE.

Mo 2 crpuna wim no 2 Omuerepa ¢
HHCTPYKIMEH 0O NPHUMEHEHHIO B MaYKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpnrmeuanne: IIpoayxT cooTBeTcTBYET TpeboBanMsaM HJT

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO
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29-11-2024 11:11:01




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product: Enam tablets 5 mg / Duam®, TabaeTkH 5 Mr

Batch No./ Cepusi Ne : B2403837

Batch Size / O6bem cepuu: 492 KG /492 KT

Analytical Report No. / AHaiuTR9eckuit oTaeT Ne:
2002FP24002875

Date of Analysis / lata anaamsa: 27-11-2024

Date of Manufacture / Jlata npon3soacTea: 29-10-2024

Date of Expiry / Cpox roanocru: 30-09-2027

Analysis performed according ND / Anann3 nposeaen mo HJI:
18.01.2023 / m3m. Nel ot 18.01.2023)

1 N014189/01-271021 (amend. Nel from

S.

No Test/ Ilokazatean Result / PesynbTaT

Specification/ Hopma

Tabaemwcu 5 m2, 10 m2, 20 m2

ITo 10 TabneTox B cmpune U3 aTIOMUHHEBOH
GoNBry ¢ MONMITAICHOM HU3KOH IUIOTHOCTH
(IIHIT) Ha 3amewaTHIBAEMON CTODOHE H
OIENTAKOBEIM TIOKPBITHEM HAa HapYKHOH
CTOpPOHE

WU

mo 10 Tabneroxk 6 Oaucmepe U3
Tpexcioiuoit ¢onsru  (OINA/ANTIBX) n
AMOMHHUEBON tdoneru c
TEPMOCBAPHBAEMBIM JIAKOBEIM TIOKPBITHEM
Ha 3aneJaThHBaeMOi CTOPOHE.

Io 2, 5, 6, 10 cTpunos w 10 2, 5, 6, 10
6AUCTEPOB C WHCTPYKIMEH TIO TPUMEHCHHUIO
B [1a4YKYy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed 7
Courgercrayer ’IPEUOBHHMAM

According to ND /
B coursercrsuy ¢ HIT

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Bbimre 25 °C.

Xpanenue

13 | Shelf life / Cpox rogmnocTn | 3 years / 3 roaa

* . 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.

* - TIpoBOAMTCS NPOH3BOAMTENEM NPH BBLINMYCKe NEPHOAHYECKH: NI Kaxgtoi 20-oi cepum HiIu
He Menee 1 pasa B roa. [loxkasarteib Moxket ObITh He BKJIIOYEH B CEPTHOMKAT aHAIN3a GUPMBI.

Remarks : The Product confirms to ND/
IIprmeuanne: ITpoayxT coorBercTBYET Tpebopanusam HIL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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Uncontrolled Copy
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