Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Enam tablets 5 mg / Duam®, tabierkn 5 mr o
Batch No. / Cepusi Ne : B2301817 Batch Size / O6bem cepnn: 492.000 KG /
_ - 492,000 K" o
Analytical Report No. / Auamrruuecknii oruer No: Datc of Analysis / lata amannsa: 12-07-2023
2002FP23001619 _ B
Date of Manufacture / /lata npomssoacrsa: 06/2023 Date of Expiry / Cpox roanocrn: 05/2026
Analysis performed according ND / Ananu3s nposeaex no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / w3m. Nel ot 18.01.2023)

Test/ [1oxazaresn Result / PesynbTar

Specification/ Hopma

1 | Description / Onucanre 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, kpyrible, miockue
TabieTku  co CKOILCHHBIMY
KpasimMu, ¢ TUCHeHHEM "EMT" na
OIHOM cTOpoHe W Lwmdpoit "5" u
paszeNUTEIBHOM — PUCKOM  Ha
JPYTO¥ CTOPOHE.

Ha monepeunom paspese sapo
6emoro 1BeTa.

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

Cross Cut Description: White to off white
core. / Benbie wim mouty Gernwie, Kpyrsie,
IDIOCKHE  TabNeTKU CO  CKOLICHHBIMU
KpasMH, ¢ TtucHenueM "EMT" Ha oxmoii
cTopore ¥ mdpoi "S" u pasgenurenbHOM
PHCKOM Ha APYroM CTOPOHE.

Ha mnonepeunom paspese snpo 6enoro wim
o4ty Oenoro uBeTa.

2 | Identification /
[opauanoCTD
1. By HPLC / BOXX Complies as prescribed /
CooTsercTByeT

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
YIOCP)KUBAaHMA ~ OCHOBHOTO  IIMKA  HA
XpOMAaTOTpaMME  HCIILITYEMOTO  PacTBOpPa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YAEP)KMBAHMA  THMKa  SHAIanpwia  Ha
XpOMATOrpaMMe CTAaHAAPTHOTO pPacTBOpa
(pazzen «KonmyecTBeHHOE OMpeAeICHHEY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE IITHO Ha
XpPOMaToOrpaMMe  HCITBITYEMOTO  PacTBOpa
JOJDKHO COOTBETCTBOBATH OCHOBHOMY ITSATHY
HA XpOMaTorpaMMe CTaHAAPTHOTO PacTBOPA.

CooTBercTBYET
3 | Uniformity of dosage 3.2/3,2
units / OanopoaHocTn
J03HPOBAHHST

Acceptance value (A V) should be not more
than 15.0. / [lokasarens npuemaeMocTu
(AV) nomxken 6pith He Gonee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanue: Ipoaykr coorBeTcTBYCT TpeboBanmsam HJL

Conclusion : APPROVED /
Jaxkmwyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE

OF ANALYSIS

CEPTHOHKAT AHAJIM3A

|Product: Enam tablets 5 mg /Bqani(@, Ta0JIeTKH S Mr

Batch No. / Cepua Ne : B2301817

Batch Size / O6nem cepun: 492.000 KG /.
492,000 KT

Analytical Report No. / AHasmTudecknii oruer Ne:

2002FP23001619

Date of Analysis / /lara ananuza: 12-07-2023

Date of Manufacture / /lara npousBoacra: 06/2023

Date of Expiry / Cpok rognocru:  05/2026

Analysis performed according ND / Ananus npoeses mo HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / uzm. Nel ot 18.01.2023)

1\?(') Test/ Ilokazaren Result / PesyasTar Specification/ Hopma
4 | Dissolution / 95%, 98%, 97%, Not less than 80 % (Q) of
Pacrsopenune 98%, 97%, 97% C,0H3N,05-C4HsO4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205‘C4H4O4
(sHamanpwia Majgear) OT HOMHHAIBHOTO
cozepxaHus yepe3 30 MUH.

5 | Related substances / PoacTBenubIe IPIMeECH

Enalaprilat / Qnananpunar | Not detected / He ofHapykeHa Not more than 1.5 % / He 6onee 1,5 %

Enalapril diketopiperazine / | NOt detected / He obHapysxeHa Not more than 2.5 % / He 6onee 2,5 %
OHananpuia
JIMKCTOTUIIEPA3HH
Total impurities /
Cymma npumMecer Not detected / He obHapyxena | Not more than 3.0 % / He Gonee 3,0 %.

6 | Assay/KosmyecTtBeHHOE 5.01 mg /5,01 mr From 4.5 mg to 5.5mg of
onpeaeieHHe 100.2% / 100,2% C,oHysN,05:C4H4 0,4 (Enalapril Maleate) per

tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MIr a0 5,5 Mr C20H28N205'C4H404
(3Hananpwia manear) B Tabnerke. (oT 90 %
70 110 % OT HOMHMHAIIBHOTO COJCPIKAHII).

YHCJIO APOAIKCBBIX U
IUIECHCBBIX IPUOOB

7 | Water / Boaa 0.5% w/w / 0,5% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / Mukpo6uosioruyeckasi 4ucrora®

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / O6mee uucsio Menee 10 KOE/r He 6onee 1000 KOE/r

a3pOoOHBIX

MUKPOOPTaHHU3MOB

b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /

and mould count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r

¢) E. coli Absent in

1g/ Shall be absentin 1 g/

OtcyrerByer B I J1OMKHBL OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipoaykr coorsercTByeT TpebosanuaM HJL 3axsmouenue: OJJOBPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

[Product: Enam tablets 5 mg / Iuam®, TabaeTKn 5 Mr

Batch No. / Cepnst Ne : B2301817

Batch Size / O6bem ceprn: 492.000 KG /
492,000 KT'

_Analy tical Report No. / Anasmimgecknii oruer Ne;
2002FP23001619

Date of Analysis / ﬂ,a'l_'a_a_ua_‘uma: 12-07-2023

Date of Manufacture / Jlata npoussoacta: 06/2023

Date of Expiry / Cpok roguocti:  05/2026

Analysis performed according ND / Anann3 nposener mo H/L: IT N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel o1 18.01.2023)

OauopoasocTs Mace npn
AeJeHnM TabIeToK

Complies as prescribed /
CooTBeTcTBYET

NS(') Test/ [lokazarenan Result / PesynbTar Specification/ Hopma
9 | Subdivision of tablets / 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 COOTBEICTBYIOT —TpeGOBaHMAM,
ecnu He Oomee | emuHMuHas Macca
OTWIOHACTCA 3a mpejens! 85 % - 115 % or
cpenHer MAacChl. Tabnerxu HE
COOTBETCTBYIOT TpeOOBaHMAM, ecnu Gonee
yeM | MHIUBHAYaNbHAI Macca OTKJIOHIETCS
OT H3TUX TIPCHeNIOB  WIH, €Caud |
MHAMBUOYaJlbHAsA Macca OTKJIOHAECTCS 3a
npeaenst 75 % - 125 % ot cpenHeit MacChl.

Remarks : The Product confirms to ND/
Ipumeyanue: [lpoayxr cooTseTcTBYET TpeGOBaHmsIM HJL

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Enam tablets 5 mg / uam®, Tabnern 5 mr

Batch No. / Cepust Ne : B2301817 Batch Size / O6bem cepm: 492.000KG /
492,000 KT’

Analytical Report No. / Ananurnuecknii oruer Ne: Date of Analysis / lara anammza: 12-07-2023

2002FP23001619 - .

Date of Manufacture / lata npoussoacraa: 06/2023 Date of Expiry / Cpok rogsocru:  05/2026

Analysis performed according ND / Anann3 nposeaes no HJ[: IT N014
18.01.2023 / u3m. Nel ot 18.01.2023)

189/01-271021 (amend. Nel from

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

pack. /
o 10 Tabnerox 6 Onucmepe U3
TPEXCIIOMHOH droreru

(OTTA/An/TIBX) u amonuHueBOH
donerd ¢ TEPMOCBAPUBACMBIM
JIAKOBBIM MOKPHITHEM Ha
3areyaThIBAEMON CTOPOHE.

Mo 2 GaucTepa ¢ MHCTPYKIMCEH 1O
TPUMEHEHUIO B MauKy
KapTOHHYO.

l\?(; Test/ Ilokazaresn Result / Pe3yabTar Specification/ Hopma
10 | Package / Ynakoska 10 tablets in blister of three-layer | Tableis 2.5 mg

10 tablets in Aluminum s#rip 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/A1/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/A1/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. /

Tabremiil 2,5 me

[lo 10 TabneToK B cmpune U3 alrOMUHHUCBOU
(hONBIH C MONUITUICHOM HM3KOH INTOTHOCTH
(IT5HII) Ha 3ameyaThIBACMOM CTOPOHE H
IIEIAKOBEIM TIOKPHITUEM Ha HApyKHOU
CTOPOHE

WIH

mo 10 Tabnetox @ Onaucmepe u3
Tpexcrnonnon Qoneru (OIIA/An/TIBX) wu
ATFOMUHHCBOM (donbru c
TEPMOCBAPMBAEMBIM JIAKOBBEIM TOKPBITHEM
Ha 3arevaTbIBaCMOM CTOPOHE.

[lo 2 crpuma wm no 2 Onuctepa ¢
MHCTPYKLMEH N0 IPHMCHEHHMIO B IAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Npumeuanue: [lpoaykTt cooTeeTcTBYET TpeOOBaHKsiM H/1

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJNN3A

Product: Enam tablets 5 mg / Juam®, Taduierkn 5 Mr

Batch No. / Cepust Ne : B2301817

Batch Size / O6bem ceprum: 492.000 KG /
492,000 KT

2002FP23001619

Analytical Report No. / Anaymrinyecknii order No:

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

Date of Manufacture / lara npoussoacrea: 06/2023

‘| Date of Expiry / Cpok rogsoctu:  05/2026

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Auanu3s nposeaen o HJ/I: IT N014189/01-271021 (amend. Nel from

S

i Test/ [loxa3arenn
No.

Result / PesynbTaT

Specification/ Hopma

Tabnemrit 3 se, 10 m2, 20 p2

ITo 10 TabneTox B cmpune U3 anroMUHUCBOH
(honbry ¢ NONMMATHICHOM HU3KOM IIIOTHOCTH
(ITSHIT) Ha 3amevaThIBaeMOI CTOpOIE H
IIC/IAKOBEIM  TIOKPBITHEM Ha HApy)XHOM
CTOpPOHE

WK

mo 10 -Tabnetox € OGnucmepe w3
Tpexcinoinoit  Qoabru (OITA/An/TIBX) wu
ATFOMHHMEBOM (onbru c
TCPMOCBAPUBACMBIM JIAKOBBIM TTOKPBITHEM
HAa 3aI1e4aThIBACMON CTOPOHE.

Ilo 2, 5, 6, 10 cTpumos wiu no 2, 5, 6, 10
OJINCTEPOB C UHCTPYKUKMCH 10 IMPUMEHESHHIO
B [TAYKY KAPTOHHYIO.

11 | Labeling / MapxupoBka

Complies as prescribed /
CooTeercTByeT TpeGOBaHHAM

According to ND /
B coorBercTBuM ¢ HJ]

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / [1pu Temneparype He Bouue 25 °C.

13 | Shelflife / Cpoxk rognocT

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.

* - IlpoBojuTcs MPOM3BOAMTEIEM INPH BLIIYCKE NMEPHOAMYECKN: AJA Kaxnoi 20-oii cepum uau
He MeHee 1 pasa B roa. Ilokazarens Mo:keT ObITH HE BKJIIOYEH B CEPTHHUKAT aHAIN3A PUDPMBDI.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorseTcTBYCT TpebGoBarmsam HL

Conclusion : APPROVED /
Jaxmouenue: OJJOGPEHO
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