Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A

Product: Enam tablets 10 mg / Yuam®, taéaerku 10 mr

Batch No. / Cepus Ne : B2403707

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

2002FP24002748

Analytical Report No. / AnanuTadeckuii oTuer Ne:

Date of Analysis / lara ananmsa: 11-11-2024

Date of Manufacture / Jlata nponsBoacTea:

10/2024

Date of Expiry / Cpox roaHocTn:

09/2027

Analysis performed according ND / Ananms npoeeaen no HI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / uam. Nel ot 18.01.2023)

Test/ Ilokazarejanb

Result / Pesynsrat

Specification/ Hopma

1 | Description / Onucanne

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, Kpyrible, MIOCKUE
TabneTku €O CKOLUEHHLIMHU
kpasmMu, ¢ TucHeHneM "EMT" Ha
oniHo# cropoHe u uudpoit "10" u
pa3enuTenbHOM  puUCKOH  Ha
JpYTO# CTOpPOHE.

Ha nonepeuynom paspeze Anpo
6enoro 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. / Benvle wim moutu Oenele, KpyTible,
ockue TallleTKn €O CKOILUEHHBIMH
kpaamu, ¢ THcHeHWem "EMT" Ha omHoW
cropoHe 1 undpoit "10" u pasnennrensHoOR
pHCKoIf Ha IpyTolt CTOpPOHE.

Ha monepeutioM paspese 1apo Genoro Win
moyty 0esoro LpeTa.

2 | Identification /
Ilop1aHHOCTD
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
COOTBRETCTBYET

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
yOep:KHBaHWA ~ OCHOBHOTO  TIMKa  Ha
XpOMarorpaMMe MUCIBITYEMOro pacTBopa
IOTHKHO COOTBETCTBOBATh BpeEMEHH
yaep>KWMBAHWS  THKa  JSHATANpHUIa  Ha
XpoMaTorpaMMme CTaHJapTHOTO  pacTBOpa
(pazpen «Kom4uecTBeHHOE OMpe/IeIEHHE ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / (OcHOBHOe TNATHO Ha
XpoOMaTorpaMMe HCHEITYEMOTO  PacTBopa
JIOJKHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XpOMaToTpaMMe CTaHAapTHOTO pacTBopa.

3 | Uniformity of dosage
units / OnaopoAHOCTE

24 /24

Acceptance value (AV) should be not more
than 15.0. / Tlokazarens nprieMneMocTu
(AV) nomxeH 661Th He Oonee 15,0.

AO03IUPOBAHHS
4 | Dissolution / 98%, 99%, 98%, Not less than 80 % (Q) of
PacTBOopenne 97%, 98%, 99% C,oH23N,05-C4H,O4 (Enalapril Maleate) of

the label ¢laim in 30 minutes. /
He menee 80 % (Q) C20H23N205‘C4H4O4
(3Hanampuiia Majear) OT HOMWHANBHOIO
conepkanus yepe3 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanue: TTpoaykt cooTreTcTBYET Tpeboanusm HJJ

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product: Enam tablets 10 mg / Yuam®, taéaerku 10 mr
Batch No. / Cepus Ne : B2403707 Batch Size / O6nem cepuu: 492 KG /492 KI'
Analytical Report No. / Aranutnveckuii oruer Ne: Date of Analysis / laTta ananmsa: 11-11-2024
2002FP24002748
Date of Manufacture / lata npousBoactsa: 10/2024 Date of Expiry / Cpox roagnoctn:  09/2027

18.01.2023 / m3am. Nel ot 18.01.2023)

Analysis performed according ND / Anamus nposeaen mo H/: II N014189/01-271021 (amend. Nel from

Test/ Ilokazatesnb Result / PesyabTaT

Specification/ Hopma

5 | Related substances / PoxcTBeHnbIe NpHMeEcH

Enalaprilat / Snananpunar | Not detected / He o6HapykeHa

Enalapril diketopiperazine /
OHananpuna
JOUKETONUNEepasnH

Not detected / He oOHapykeHa

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

Not more than 2.5 % / He Gonee 2,5 %

Total impurities /

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

From 9.0 mg to 11.0 mg of
ConngzOs'C4H404 (Enalaprll Maleate) per
tablet (90 % to 110 % of the label claim).

/ Or 9,0 MT 10 11,0 MTr C20H23N205'C4H404
(snananpuna maneat) B Tabnerke. (ot 90 %
10 110 % oT HOMHHAIBHOIO COLEPAAHNS).

Cymma npumeceit Not detected / He oOHapykeHa
6 | Assay/ Konuuecreennoe 10.1 mg/ 10,1 mr
onpexejieHHe 100.5% / 100,5%
7 | Water / Bona 0.6% w/w / 0,6%

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

8 | Microbial limits* / Mukpo6uonornueckad yncrora®

and mould count / Obuee
YUCJIO APONCKEBBIX U
TINECHERBLIX TPHOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ubimee uncio He bomee 100U KOE/T
a3pOOHBIX

MHKPOOPTaHN3MOB

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/
JomKHB OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND/
Tpumeuanue: IpogykT cooTreTcTRYET Tpeboanusam HJJ

Conclusion : APPROVED /
Saxarwuenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANTU3A
Product: Enam tablets 10 mg / Yuam®, Taéaerku 10 mr
Batch No. / Cepna Ne :  B2403707 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / Ananutudecknii oTuer Ne: Date of Analysis / [lata anannza: 11-11-2024
2002FP24002748
Date of Manufacture / JIata npousBoactna: 10/2024 Date of Expiry / Cpok rognoctu:  09/2027

18.01.2023 / mam. Nel ot 18.01.2023)

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

Test/ IlokazaTens Result / PesyabraT

Specification/ Hopma

9 | Subdivision of tablets /
Onanopoguocts Mace npu | Complies as prescribed /
JeJIeHAH Ta0J1eTOK CooTtBeTcTBYET

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.
/

TabneTkn COOTBETCTBYIOT TpeOOBaHHAM,
ecid He Oomee 1 eguHW4YHas Macca
OTKITOHSETCA 32 npemensl 85 % - 115 % or
cpenHeii MACCBI. Tabnetku He
COOTBETCTBYIOT TpeOOBaHHAM, ecli Oolee
yem | MHAMBMAYyasbHAd Macca OTKIIOHAETCS
OT 9TUX TMpedenoB  wmd, ecad 1
WHIMBWAyaTbHAag Macca OTKIIOHAETCS 3a
npenenst 75 % - 125 % ot cpenneli Macchl.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpogykT cooTBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
Saxmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Enam tablets 10 mg / Qnam®, Taénerxu 10 mr

Batch No. / Cepua Ne : B2403707

Batch Size / O6bem cepum: 492 KG /492 KT

2002FP24002748

Analytical Report No. / AnanuTr4eckuii oTuer Ne:

Date of Analysis / laTa ananmza: 11-11-2024

Date of Manufacture / laTta npousBoacTsa:

10/2024

Date of Expiry / Cpok roaHoctu:

09/2027

Analysis performed according ND / Ananus nposegen no HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

foil (OPA/Al/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 Tabnetok & Gnucmepe w3
TPEXCIOHHOM donbru
(OITA/An/TIBX) n amoMuHWEBOH
¢dbomeru ¢ TEpPMOCRapHBAaEMBIM
JIAKOBBIM NOKPHITHEM Ha
3anevaTsiBacMoit CTOpOHe.

ITo 2 6aucrepa ¢ UHCTPYKUMEH 110
TIPUMEHEHHIO B ayKy

KapTOHHYTO.

1\?(; Test/ lokazaTens Result / PesyabTar 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/AL/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. /

Tabaemxu 2,5 m2

TTo 10 Tabnetok B cmpune N3 ATIIOMUHUCBOMH
(GbONBrY ¢ MOTHATUIICHOM HU3KOH MIIOTHOCTH
(ITOHIT) Ha 3anme4aTbIBa€MOH CTOpOHE U
[IEJUTAKOBBIM ~ MOKPBLITHEM Ha Hapy>XHOMN
CTOpOHE

170 1%}

mo 10 Tabnetok ¢ Oaucmepe W3
Tpexcnobitoii  doneru (OTTA/An/TIBX) n
AIIIOMHHUEBOMN doneru c
TEPMOCBAPHBAEMBIM JTAKOBEIM TTOKPHITHEM
Ha 3areyaTbIBacMOii CTOpOHE.

Mo 2 crpuma wumu mo 2 Onucrepa ¢
WUHCTpYKUMell MO0 NpHUMEHEHHI0 B MadKy
KapTOIIIIyIO.

Remarks : The Product confirms to ND/
HMpuveuanne: [poaykT cooTeeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIUSA

Product: Enam tablets 10 mg / Quam®, Tabnerxu 10 mr

Batch No. / Cepus Ne : B2403707

Batch Size / O6bem cepum: 492 KG /492 KT

Analytical Report No. / AHanATR9ecKHiT OT
2002FP24002748

yet Ne:

Date of Analysis / Jlata anann3za: 11-11-2024

Date of Manufacture / Jlata nponsBoacTsa:

10/2024

Date of Expiry / Cpok roanoctu: 09/2027

Analysis performed according ND / Anasnns nposeaen mo H/I: IT N014189/01-271021 (amend. Nel from

18.01.2023 / w3m. Nel ot 18.01.2023)

1\?(;. Test/ [loxazaTess Result / PesyabTar Specification/ Hopma
Tabremru 3 yv2, 10 me, 20 v
ITo 10 TabneTok B cmpune 13 ATFOMAHUEBOIH
(oNBTY C TONU3THIIEHOM HWU3KOH TUIOTHOCTH
(TTOHIT) Ha 3ameuaTeiBaeMOl CTOpOHE W
LIESUIAKOBEIM  TTOKPBITHEM Ha HapyXHOM
CTOpOHE
unu
mo 10 Tabnetok ¢ Oaucmepe W3
Tpexcioitnoil  ¢onbru  (OTTA/AN/TIBX) u
ATFOMWHUEBOIH donsru c
TEPMOCBAPUBAEMEIM ITTAKOBBIM TIOKPBITHEM
Ha 3aneyaThiBae€MOM CTOpOHE.
Mo 2,5,6, 10 crpunoB unu 1o 2, 5, 6, 10
611cTEPOB € MHCTPYKUKER 10 IPUMEHEHUIO
B Ma4YKy KapTOHHYIO.

11 | Labeling / MapxnpoBka Complies as prescribed / According to ND /

CoOTBeTCTBYET TPEOOBAHHIM B cooreercTum ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / Tlpu temnieparype He Boime 25 °C.
XpaHnenue
13 | Shelf life / Cpok roanoctn | 3 years / 3 rona

* - 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.

* - JIpoBoauTcA TMPOM3BOAHTE/NEM IPH BBHINYyCKe MepHOAWYECKH: ANA Kaxiaoil 20-oii cepunm Hin
He Menee 1 pasa B roa. Ilokasareas MoxeT ObITH He BKIII0WEH B cepTHPUKAT aHAIN3A PUPMBL.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogykTt cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO
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