Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product: Enam tablets 5 mg / Quam®, radaerin 5 mr

Batch No. / Cepun Ne : B2301510 Batch Size / OGnem eepun: 492,000 KG/
492,000 KI"

Analytical Report No. / Araunrrnaecitii oriuer Ne: Date of Analysis / [lata anammaa:  05-05-2023

2002FP23001185

Date of Manufacture / Tara npouspoacrna:  03/2023 Date of Expiry / Cpow roanoern:  02/2026

Analysis performed according ND / Amaumns nposeien no HJI: TT NOT4189/01-271021 (amend. Nel from

18.01.2023 / nam, Nel oT 18.01.2023)

5.

No Test/ TlokazaTenn Result / Pesynurar

Specification/ Hopma

1 | Deseription / Onuneanue 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, Kpyrnne, niocKie
TaGNeTKH €O CKOLICHHBIMH
kpaamu, ¢ THenennem "EMT" ua
oanoii cropode n undpoit "5" u
pusiaenuTensHoit  puckoit  Ha
Jpyroii cropone.

Ha nonepeunom paspese  aapo
Gesoro ueera,

White to off-white, round, flat, beveled
cdged tablets with "EMT" debossed on one
side and number "5" and a break linc on the
other side.

Cross Cul Deseription: White to ofT white
core, / Benple i novri Oelikle, KpyTiable,
[IoCKMe  TabmeTKH  co  CKOIISHHEBIMMN
kpaami, ¢ Ttuciennem "EMT" ma o101
cropone 1 wnpoit "5" 1 pasaennTCiLOil
puckoil 1a Jipyroii cropone.

Ha nonepeunom paspese syipo Genoro nin
rnovTi Genoro uneTd,

(2% ]

Identification /
[TomunoeTs
1. By HPLC / BOXX Complies as prescribed /
CooteeTcTBYCT

2 2
2. By TLC/TCX Complies as prescribed /

CoorsercTeyer

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"). / Bpemsa
yACPKUBANMA  OCHOBHOI'O  [HKQ  HA
XPOMUTOIPAMME  HCIIBITYCMOI'O  PACTBOPI
L0JBKHO COOTBCTCTHOBATE BpeMELN
YACPKHBAMMN  TMKA  OHALALPIIIZ  HA
XPOMUTOrPAMME  CTMLAUPTHOIO  PACTBOPA
(passien «KonuuectucHHoe onpeaeacHes).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation,  /  Ocuomitoe nsTHo 11
XPOMATOTPAMME  MCHBLITYCMOTO  PACTBOPY
JIOJIBKIIO COOTBETCTRONATH OCHOBHOMY TIATILY
HA XPOMATOrPUMME CTAHAPTHOTO PUCTIOPA,

3 | Uniformity of dosage 24/24
units / OuiopoanocTn

JO3HPOIANI

Acceptance value (AV) should be not more
than 15.0. / IToka3aTens npueMiacMocT
(AV) pomken Guimi He Gosee 15,0,

Remarks : The Product confirms to ND/
Mpumeqanne: [pojiyrr cootBercrnyer TpeGonanis HIT

Conclusion : APPROVED/
Zakmoucnue: OJOBPEINO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATH3A

Product: Enam tablets 5 me / Duam®, Tabaerin 5 mr

Batch No./ Cepust Ne :

B2301510

Batch Size / Obmem cepuit: 492,000 KG /
492,000 KT

2002FP23001185

Analytieal Report No. / Anajmriiecknii oraer N

Date of Analysis / JaTa apanaa:  05-05-2023

Date of Manufacture / Jara npon2poacTen:

03/2023

Date of Expiry / Cpok roaHocTH:

02/2026

Analysis performed according ND / Ananus nposeacn no HJIL: T N014189/01-271021 (amend. Nel from
18.01.2023 / nznm. Nel o1 18.01.2023)

Pacrpopenne

99%

I‘?‘; Test/ Mokaszarenn Result / PesyanTat Specification/ Hopmu
4 | Dissolution / 97%, 98%, 100%, 100%, 99%, |Not less than 80 % (Q) of

C:ul‘l:gN:Oj‘qu‘lqu (Eﬂillilpl’il MH[L"D[{:) of
the label c¢laim in 30 minutes, /
He menee 80 % (Q) CioHzgN:04CilliO4
(anamanpual  Maiear) oT  HOMHHMILHOIO
cojepaeanis tepes 30 min.

5 | Related substances / PoacTeennnie npuMecn

Enalaprilat / QuananpuiaT

Enalapril diketopiperazine /
Diwanpuna
JIMKCTOMITEPaINH

Not detected / e oGnapyskena

Not deteeted / ne obnapyskena

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

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

Total impuritics /
Cymma npumeceii

Not detected / ne obuapysiena

Not more than 3.0 % / He Gonee 3,0 %,

6 | Assay / Kojurieersennoe

4,95 mg /4,95 mr

From 4.5 mg to 55mg of

oupcAcacHne 99.0% / 99,0% CagHagN2O4-C 40, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
!/ Ot 4.5 MI* JIO 5,5 Mr C:ul‘l:uN:Oﬁ'C.‘l'l.‘loq
(onananpuia Manear) B tabnerke. (ot 90 %
10 110 % oT HOMHHAIBHOIO COACPIKAHI).
7 | Water / Boaa 0.7 % wiw / 0.7% Not more than 6.0 % / He Gonee 6.0 %

8 | Microbial limits* / MupoGuosnoruiacckas unerora®

1) Total acrobic microbial
count / OBuree uncno
a2pobibIX
MHKPOOPTAHIIEMOB

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

Not more than 1000 CFU/g /
He Gosnee 1000 KOE/r

b) Total combined yeasts
and mould count / OGuee
HHCII0 APOACKEBLIX H
riecHeBsIx rpubon

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

Not more than 100 CFU/g /
He Gounee 100 KOE/r

c) E. coli

Absentin lg/
Otreyrersyer B 1r

Shall be absentin 1 g/
JIOMKHEI OTCYTCTBOBATL B | I

Remarks : The Product confirms to ND/
[pusmeuanne: Mpoaykr coornererryeT Tpebosanuam HIL

Conclusion : APPROVED /
Janouene: QJOBPEHO
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UNCOuoiegu Lupy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHMIA

Produet: Enam tablets 5 myg / Duam®, rabiaerkn 5 Mr

Batch No./ Cepnn Ne ¢ B2301510

Batch Size / O6bem cepin: 492,000 KG/
492,000 KI'

Analytical Report No. / Amunernuecienii orver Na:

2002FP23001185

Date of Analysis / JaTa amammza;  05-05-2023

Date of Manufacture / ILnra nponssojctn;

03/2023

Date of Expiry / Cpox roanocru:

02/2026

Analysis performed according ND / Anaans nponeaen no HJL: ITN014189/01-271021 (amend. Nel from

18.01.2023 / sam. Nel or 18.01.2023)

s.

Test/ Hokasaredn
No.

Result / PeaynsTaT

Specification/ Hopma

9 | Subdivision of tablets /
OauopoanoCcTL MACE PR
aesennn radiaeror

Complies as prescribed /
CooTBeTCTBYCT

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  coornereriyloT TpebGoBaHuAM,
ecin ne  Oonee | egmHmumaa  Maccd
oreonsierest 3a npegenst 85 % - 115 % or
cpenmeii MACCH, TabneTn ne

coornerernylorT TpeGosannaM, cean Gosee
qem 1 WHAMBIIYATBHAA MACCH OTKIOHICTCA
oT  9THX  mpengiaon Wy, ecnm |
WHANBIIYMALHAS  MAcCa  OTKIOHACTCA 3
npenenst 75 % - 125 % ot cpeeit maccnl.

Remarks : The Product confirms to ND/

Mpumewanne: Tpojyir coorsetcTByeT Tpebonanam HJI

Conclusion : APPROVED /
Zakmoucune: OJIOGPEHO
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Uncontrolled Gopy

CERTIFICATE OF ANALYSIS

CEPTUMHKAT AHAJTH3A

Product: Enam tablets 5 my / Duam®, rabaeren 5 mr

Batch No./ Cepua Ne :

B2301510

Batch Size / Obnenm cepun: 492,000 KG /
492,000 KI"

Analytical Report No. / AHaanTitecknii oTiaer Ne:

2002FP23001185

Date of Analysis / Jata ammsa:  05-05-2023

Date of Manufacture / Jlara nponsnoacron;

03/2023

Date of Expiry / Cpox roanocri:

02/2026

Analysis performed according ND / Amamns nposeien no HJL: TT NO14189/01-271021 (amend. N1 from
18.01.2023 / am. Nol ot 18.01.2023)

foil (OPA/AI/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 Tabneror ¢ Gaucmepe n3
TPEXCaoiiHoi (honuru
(OTTA/A/TIBX) 1 anmoMHHIEBOIl
(oneri ¢ TEPMOCBAPHBACMBIM
NAKODLIM MOKPBITHEM na
ANCHATLIBACMOIT CTOpONE,

Mo 2 Ganerepa ¢ HHCTPYKUHEIT 10
HPHMCHCHIIO I HnasdKy
KAPTOHHYIO.

D?u Test/ Mokazarean Result / PeayasTaT Specification/ Hopma
10 | Package / ¥Ynakoska 10 tablets in blister of three-layer | Tablets 2.5 myg

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the scaling
side und 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.

Tahlets S me, 10 mgr, 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
paticnt information leaflet in a carton pack. /

Tatnemen 2,5 pm2

[To 10 TaGneTok B cmpune U3 ANOMHIHCBOIL
(hONBIH € NONNITHIICHOM HI3KOIT MIOTHOCTH
(IT2HIT) Ha 3ancuarninacmoii cropone u

HC/UIAKOBBIM  [IOKPRITHEM  Hil - HAPYHKHOIL
CTOpOHC

WiH

no 10 ‘raGneroxk &  Ouuemepe s

tpexcnoitnoii  onern  (OIA/AN/TIBX) n
ATIOMHIHHCBOIH thoneru c
TCPMOCBAPHBACMLIM  JIAKOBLIM  [TOKPERITHEM
HAQ 3aMeuiLTLIBacMoii cTopolic,

[lo 2 crpuma mm. no 2 Gmucrepa ¢
MUCTPYKIMEH 1o UPHMEHEHNIO 1 [10UMKY
KAPTOHHYIO,

Remarks : The Product conflitms to ND/
Mpumeuanne: poayir cooTrercryer tpebonanmsm HIL

Conclusion : APPROVED /
Zakmouenne: OJIOGPEHO
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uncontrolea wopy

CERTIFICATE OF ANALYSIS

CEPTHOPHKAT AHAJIM3A

Product: Enam tablets 5 mg / 3nam®™, Tabuereu 5 mr

Batch No./ Cepus Ne : B2301510

Batch Size / O0bem cepin: 492,000 KG /
492,000 KT

2002FP23001185

Analytical Report No. / Anasmmmiseckiii oruer Ni:

Date of Analysis / JlaTa annmmaa:  05-05-2023

Date of Manuflacture / JlaTa nponzpoacrnu;

03/2023

Date of Expiry / Cpok roanocri:

02/2026

18.01.2023 / nam. Nl or 18.01.2023)

Analysis performed according ND / Anaans nposezen no IJL: TT N014189/01-271021 (amend. Nel from

5.

No. I'est/ [MokazaTenas

Result / PeaynwTaT

Specification/ Hopma

Tatpemen S ve, 10 vz 20 02

1o 10 TabneTtok b empune U3 UIOMHHHCBOI
(honbrN € HOANITIIICHOM HIBKOI [I10THOCTH
(TN2HITD) wna 3anewateiBacMOil CTOpOHE I

WCIAKOBLIM  MOKPLITHEM  HA  HAPY:KHOI
CTOPOHE

I

no 10  tubnerok & Gauemepe w3

rpexcnoitnoit  gonnrn  (OTTA/ANIIBX) u
ATIOMHHHEBOI thonbru ¢
TCPMOCBAPHBACMBIM  TAKOBBIM  HOKPLITHEM
11l Sil1eMaThIBAEMOIT cTOpOLIE,

Mo 2, 5, 6, 10 crpunon wn mo 2, 5, 6, 10
GmiIcTepon ¢ HICTPYKLIEH 110 NPHMCEHEHHIO
I 11AUKY KAPTOHHYIO.

11 | Labeling / MaprupoBra

Complies as preseribed /
Cootrsercruyer rpefoBannam

According to ND/
B coornerctein ¢ HII

12 | Storage conditions /
Xpancuue

Al temperature below 25 °C. / TIpn Temneparype He seime 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.

* - IIposo/sTes MPOM3BOMLINTEICM NPH BLULYCKE (ICPHOLMMCCKI: Ul KAAJIO0I 20-0it cepuir 1IN
ne meree 1 pasa B rof. Hokasarein. MOKET GBITH 1¢ BIJNOMEH B CCPTHMKAT anainza Gpupmel.

Remarks : The Product confirms to ND/

Mpumeqanne: [pojykT cootBercThyer tpeGosanism HIL

Conclusion : APPROVED /
Zarmovenne: OJIOGPEIO
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ELECTRONIC SIGNATURES
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