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CERTIFICATE OF ANALYSIS

CEPTHDPUHKAT AHAJTM3A

Product: Enam tablets 5 mg / Yuam®, TabaeTkn 5 Mr o
Batch No. / Cepus Ne : B2301440 Batch Size / O6nem cepuu: 492.000 KG/

492,000 KI' |
Analytical Report No. / AHanaTHYecKkuii oTdeT Ne: Date of Analysis / AaTa anammza: 04-05-2023
12002FP23001170
Date of Manufacture / lara nponzsojcria: 03/2023 Date of Expiry / Cpox rognoctn:  02/2026
Analysis performed according ND / Ananus nposexen mo HJI: IIN014189/01-27102021 (amend. Ne] from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ IloxazaTesn Result / PesyabTat

Specification/ Hopma

1 [ Description / Onucanue 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. / Benvle, Kpyrible, MIOCKHE
TabeTK  CO  CKOMIEHHBIMH
kpasmu, ¢ THcHeHUeM "EMT" Ha
oIHOM cTopoHe W 1wmbpoit "5" u
pa3feNMTeNnsHON  PUCKOW  Ha
Jpyroil cTopoHe.

Ha wmomepeuHoM pa3spese sOpo
Genoro 1Bera.

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. / benbie unn noutn Oenble, KpPyrisle,
TUIOCKHE  TabNeTKH  CO  CKOIIEHHBIMH
KpasMu, ¢ TucHennem "EMT" wa opnoi
cropoHe ¥ mwdpoit "5" um pazgenurennHOM
pUCKOH Ha Opyroi CTOpOHE.

Ha nonepeyHoM paspese sinmpo Genoro mnu
o4t Gesoro LBeTa.

2 | Identification /
INoaIMHHOCTD
1. By HPLC / BOXX Complies as prescribed /
CooTtBeTcTBYET

2.By TLC/TCX Complies as prescribed /

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>KMBaHHWsi ~ OCHOBHOTO  THKa  Ha
XpOMaTorpaMMe HCIBITYEMOTO  pacTBOpa
IIOJKHO COOTBETCTBOBATH BpeMeHU
yoepKMBaHMA  OMKa  DHananpuila  Ha
XpoMaTorpaMMe CTaHZapTHOTO pacTBopa
(paznen «KonuyecTBEHHOE ONpEAETIEHHEY).

The principal spot in the chromatogram of

CooTBeTCTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TSTHO Ha
XpOMaTorpaMMe HCHBITYEMOIO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY TISITHY
Ha XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa.

3 | Uniformity of dosage 24/24 Acceptance value (AV) should be not more
units / OxHOpoAHOCTD than 15.0. / Tlokasarens NpHEMIIEMOCTH
JO3UPOBAHAA (AV) nomsken ObITh He Gonee 15,0,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Iponykr coorBercTByeT TpebosanusM HJI 3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Enam tablets 5 mg / Ynam®, TaGaerku 5 mMr

Batch No. / Cepust Ne: B2301440

Batch Size / O6nem cepru: 492.000 KG /
492,000 KT

Analytical Report No. / Anamurnueckuii oruer Ne:

2002I'P23001170

Date of Analysis / JIaTa ananuza: 04-05-2023

Date of Manufacture / JlaTa npon3BojacTBa:

03/2023

Date of Expiry / Cpok roauocru:  02/2026

Analysis performed according ND / Ananus nposeaen mo HJI: II N014189/01-27102021 (amend. Nel from

18.01.2023 / usm. Nel or 18.01.2023)

1\?(') Test/ IToxazarenn Result / PesyabTat Specification/ Hopma
4 | Dissolution / 99%, 100%, 98%, 99%, 99%, Not less than 80 % (Q) of
PacrBopenne 99% CyoHpsN,05°C4Hs04 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(sHamanpuia Mayeat) OT HOMHHAJBHOTO
copepxanus yepes 30 MuH.

5 | Related substances / PogcTeenubie npumMecH

Enalaprilat / DHananpunar

Enalapril diketopiperazine /
OHanmanpusa
JMKETOITHITepa3HH

Not detected / He oOHapy>keHa

Not detected / He o6Hapy»eHa

Not more than 1.5 % / He Gosnee 1,5 %

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

Total impurities /
Cymma npuMecei

Not detected / He oOHapyxKeHa

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

6 | Assay/ KonnuecTBenHoe
omnpejeieHne

5.02 mg/ 5,02 mMr
100.5% / 100,5%

From 4.5 mg to 5.5 mg of
CyoHysN,O5-C4H, Oy (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 Mr 10 5,5 MI C20H28N205'C4H404
(oHananpuna masnear) B Tabnerke. (ot 90 %
10 110 % oT HOMHUHANBHOTO COAEPIKAHHS ).

7 | Water / Bona

0.6% /0,6%

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

8 | Microbial limits* / MukpoGHoioraueckast YHcTOTa™

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obuiee yncno He 6omnee 1000 KOE/r
a’pOOHBIX

MUKPOOPTraHU3MOB

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

YUCTIO APONOKEBBIX 1

IUIECHEBbIX rpuboB

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

JIoJKHBE OTCYTCTBOBAaTh B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: I[IpoaykTt cooTBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3axarwyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Quam®, Tabierxu 5 Mr

Batch No. / Cepus Ne : B2301440

Batch Size / Oonem cepun: 492.000 KG /
492,000 KT"

Analytical Report No. / Ananutudeckuii orver Ne:

2002FP23001170

Date of Analysis / lata ananuza: 04-05-2023 -

Date of Manufacture / Jara npoussojcrea: 03/2023

Date of Expiry / Cpok roguocru:

02/2026

Analysis performed according ND / Ananus nposencn no HJ{: II N014189/01-27102021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

s,

Test/ Iloka3areab
No.

Result / PesyapTaT

Specification/ Hopma

9 | Subdivision of tablets /
OaHopoAHOCTHL Mace MpU
JeJIeHuH Ta0JIeTOK

Complies as prescribed /
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.
/

TabneTku COOTBETCTBYIOT TpeOOBaHHAM,

ecii  He Oonmee 1 emuWHmM4Has  Macca
OTKJIOHsieTes 3a npenensl 85 % - 115 % or
cpenHeit MaccChI. Tabnerkn He

COOTBETCTBYIOT TpeboBaHUsM, ecnu Goee
yem 1 WHAMBUIYyalTbHAsS Macca OTKIOHSIETCA
OT 3TMX TMpenenoB  wiw, eciu |
WHIMBUIYaTbHAsS Macca OTKJIOHSETCS 3a
nipenensr 75 % - 125 % ot cpenHeit Macchl.

Remarks : The Product confirms to ND/

IIpumeuanue: [Tpoaykr coorBeTcTBYeET Tpebopanmam HJ

Conclusion : APPROVED /
3akawyenne: OIOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Rvrv Drachanth \/aladri
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product: Enam tablets 5 mg / Dnam®, Tabaerku S mr

I

j=—0C¢
Batch No. / Cepust Ne : B2301440

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

Analytical Report No. / AHanuTH4Yecknii oTaer Ne:

2002FP23001170

Date of Analysis / aTa ananmusa: 04-05-2023

Date of Manufacture / lata npousBoacrea: 03/2023

Date of Expiry / Cpok roqHocTH:

02/2026

Analysis performed according ND / Auanmus nposexen mo HJI: 1T N014189/01-27102021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

IIpumeuanne: [IpoayKT COOTBETCTBYET TpeboBanusm H]JJ

3axauenune: OJIOGPEHO

1\?(') Test/ IlokaszaTeJin Result / PesynbTar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg
foil (OPA/AI/PVC) foil and | 10 tablets in Aluminum strip foil with Low-
Aluminum foil with heat secal | Density polyethylene (LDPE) on the sealing
lacquer coating on the sealing | side and shellac coating on top side
side. 2  blisters and patient | or
information leaflet in a carton | 10 tablets in blister of three-layer foil
pack. / (OPA/AI/PVC) foil and Aluminum foil with
[To 10 Tabnerok 6 6Gnucmepe w3 | heat seal lacquer coating on the sealing side.
TPEXCIIOHHOMN donbru | 2 strips or 2 blisters and patient information
(OTIA/An/TIBX) w amromunvesoit | leaflet in a carton pack.
donern ¢ TepMocBapuBaeMbiM | Tablets 5 mg, 10 mg, 20 mg
NTaKOBBIM MOKPBITHEM Ha | 10 tablets in Aluminum s#rip foil with Low-
3aIeyaThlBaeMOi CTOpPOHE. Density polyethylene (LDPE) on the sealing
To 2 6mucrepa ¢ uHcTpykupeit mo | side and shellac coating on top side
NIPUMEHSHHUIO B nauky | or
KapTOHHYIO. 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. /
Tabnemxu 2,5 me
TTo 10 TabneTok B cmpune U3 aATIOMUHHAEBOM
(GOJIBIHU ¢ MOIUITHIICHOM HU3KOH MIIOTHOCTH
(ITSHIT) Ha 3amedaThiBa€MOW CTOPOHE H
LIEJIAKOBBIM  TIOKPHITHEM Ha Hapy>KHOM
CTOpOHE
Wi
no 10 Tabnerok 6 Onucmepe U3
Tpexcnoiiroit domern  (OITA/An/TIBX) wn
AIFOMUHHEBOH ¢dboneru c
TEPMOCBApUBAEMbIM JIaKOBBIM TIOKPBITHEM
Ha 3aIe4aTbiBaeMON CTOPOHE.
I[lo 2 crpuma unu no 2 Ouucrepa ¢
VWHCTPYKIMEN 10 TNPHUMEHEHUIO B Ta4Ky
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

WI-GLOB-QA-0669-1.0
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Drachanth \/Aladri

Page 4 of 6

Drintad Mata 2 Tima /IQTHY

NR_NK_2N22 11-ER-N\2



NALIWVNIT U VT A \IUrJy

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

Product: Enam tablets 5 mg / Dnam®, Taénerku 5 mr

_

Batch No. / Cepuss Ne: B2301440

Batch Size / O6nem cepuu: 492.000 KG /
492,000 KT

Analytical Report No. / Ananutuuecknii order Ne:

2002FP23001170

Date of Analysis / lata ananuza: 04-05-2023

Date of Manufacture / [lara npoussoacrea: 03/2023

Date of Expiry / Cpok rogHocTa:

02/2026

Analysis performed according ND / Ananus nposenen mo HJI: TI N014189/01-27102021 (amend. Nel from

18.01.2023 / m3m. Nel or 18.01.2023)

1\?(;. Test/ ITokazaTens Result / PesyabTaT Specification/ Hopma
Tadnemru 5 e, 10 me, 20 mz
TIo 10 TabneTok B cmpune W3 anroMUBHEBOH
(GOJTBTH C TTOTUATHIIEHOM HU3KOM MIOTHOCTH
(TIOHII) na 3ame4aTelBAEMOI CTOpOHE U
UIEJUIaKOBEIM  TTIOKPBITHEM Ha Hapy>KHON
CTOpOHE
U
mo 10 Tabnerok 6  Gaucmepe W3
Tpexcnosnoit donsru  (OITA/An/TIBX) u
AIFOMHHUEBOU bonbru c
TEPMOCBAapUBAaEMBIM JIAKOBBIM OKPHITHEM
Ha 3arevyaThIBAEMON CTOPOHE.
Ilo 2, 5, 6, 10 crpunoB unu mno 2, 5, 6, 10
OIMCTEPOB ¢ HHCTPYKIMEH 1O MPUMEHEHHIO

: B TIAYKY KAPTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTRYET TPeOOBaHUIM B coorsercteun ¢ HJ
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbime 25 °C.
XpaHenne
13 | Shelf life / Cpox rognoctu | 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.

* - JTIpoBOAWTCH NMPOHU3BOJAUTENEM NPH BBHINYCKE MEPHOTHYECKH: ANH Kaxaoi 20-of cepuu MM

ne Menee 1 pasa B roa. ITokazaTenn MoxeT GBITH He BK/II0YEH B cepTH(HKAT anann3a GupMbl.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykr cooTBeTcTBYeT TpeGoBaHuam HJL

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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