Dr.Reddy’s ":‘O

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoaykt: Duam® (SHananpuin), TabneTku

5 Mr

Market / Poinox

: Russia / Poccus

JimneH3usi Ne

Batch No. / . B2503820 Batch Quantity / . 2400000 tabs /

Cepus Ne ) Pazmep cepun * 2400000 TabneTok
Analyﬁcal Report No./ Date of Analysis /

Aot oaer | 5 2002FR25000050 Nara aHaMS’; : 14-01-2026

Date of Manufacture / . 15-12-2025 Date of Expiry / . 30-11-2028

JlaTa npon3BojacTBa T'ogen no

Mfg. License No. /

IMpokasoncraenuas : 63/RR/AP/96/F/R MA number: /Homep . ;3 (906292)-(PT-RU)

Py

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724

Page1of 6/Crp.1m3 6

Ne | Test/Iloka3zaTennb

Result / Pe3yabTaThl

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. /

Bensie, xpyrasie, IIOCKHE TabIeTKH

CO  CKOLIEHHBIMH  KpasMH, C
TucHedueM  "EMT"  wa  ounid
cropone u uudpoir "S" m

pa3fenuTensHON PUCKOM Ha Ipyroi
cropoHe. Ha momepeyHoM pa3pese
aapo Oenoro 1peTa.

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. /

Bensle wnu moutu Oenblie, KpyTible,
IUIOCKHE TableTKH €O CKOIIEHHBIMHU
kpasmMu, o TacHeHuem "EMT" wa onHoi
CTOpOHE u uudpoi "s", U
pa3feIMTENbHON pUCKOM Ha JApyrou
cropoHe. Ha nonepedyHoM paspese sSApo
6enoro unu noyty Genoro LBeTa.

Identification / Wnenrndpuxanus

2a | HPLC/BOXXX

The retention time of the major peak in
the chromatogram of sample solution
corresponds with the retention time of
Enalapril peak in the chromatogram of
standard solution. /  Bpems
YIEp)KHUBaHHS OCHOBHOTO NHKa Ha
XpoMaTorpamMmme HCIIBITYEMOTO

The retention time of the major peak in the
chromatogram of sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). /
Bpems yaep>KHBaHUs OCHOBHOTO MUKa Ha
XpOMAaTorpamMMe HCIBITYEMOr0 pacTBoOpa

M. Brahmaji - Quality
control- Section Head

=,

control- Team Member

£3

S. Meera Saheb - Quality
Assurance- Te&z:i/lember kauecTBa/OTBETCTBEHHOE JIHLIO:
)
7
|

pacTBopa COOTBETCTBYET BpPEMEHH |HOJDKHO  COOTBETCTBOBAaTH  BPEMEHH
yIOepKHBAHHS IMMKA SHAJANpUIa HA | YAEP)KMBAHMS TNHMKa OJHAlanpuna Ha
XpoMaTtorpamme CTaHJApTHOTO | XpOMaTorpaMMe CTAHAAPTHOTO PacTBOPAa
pactBopa. (paznmen «KomuuecTBeHHoe
OIIPENEIICHUEY ).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: ITponykt cooTBeTcTBYET Tpeboranusm HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Ilpoeepeno: |[Checked by (AQA)/ Approved by: Quality
IToarorosneHo: A. Susmitha- Quality [Tpoeepeno (AOK): Assurance/Authorized person /

Onobpeno: ObecneueHne

S. Haneef- Quality~Assurance-
Team Member

i

Date /Ilara: 1141 -24 %

Date /ara: /7 ([ -908 6

Date /Jlata: \Qfd LL@)%"&M&? /ara: Icfko ,fjbo?/.é




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Mponykr: Sram® (Duananpun), TabneTku 5 Mr

Market / Peraok : Russia / Poccus
Batch No. / - B2503820 Batch Quantity / . 2400000 tabs /
Cepus Ne ) Pasmep cepun * 2400000 Tabnetok

Analytical Report No. /

Date of Analysis /

JuueHzus Ne

AnannTniecknii oruer - 2002FP26000050 L ——- : 14-01-2026

Date of Manufacture / : 15-12-2025 Date of Expiry / . 30-11-2028

JlaTa npousBoncTrea T'ogeH xo

Mfg. License No. /

IIpon3BoacTBeHHAsN : 63/RR/AP/96/F/R i\)’[;\ nriathgrs HERoneg : JII-Ne(006292)-(PT-RU)

Analysis performed according ND No / Anann3 nposenen mo HJI Ne: JIII-Ne(006292)-(PT'-RU)-190724

Page2 of 6/ Ctp.2 u3 6

2b | TLC/TCX

Complies / CooTBeTcTByeT

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TITHO Ha
XpOMaTorpamme HCOBITYEMOTO PacTBOpa
JOJDKHO COOTBETCTBOBATE OCHOBHOMY
MATHY HA XPOMaTrorpaMMe CTaHAapTHOTO
pacrBopa.

3 Uniformity of dosage units /
OuHupuiHULL b AUINPUBAHHBIA
eIHHHUL

251025

The Acceptance Value (AV) should be
less than vt eyual W 15.0. / TTonasatens
npuemneMoctd (AV) nomkeH OBITE He
6oxee 15,0.

4 Dissolution / PacTtBopenne

Unit-1/ Ta6n.-1 103%

Unit-2 / Tabn.-2 103%

Unit-3 / Ta6i.-3 98%

Unit-4 / Ta6n.-4 102%
Unit-5 / Ta6n.-5 101%
Unit-6 / Ta6n.-6 100%

Not less than 80% (Q) of
C20HzsN05:C4HsO4 (Enalapril maleate)
of the label claim in 30 min. / He mMeHee
80 % (Q) OT HOMHHAJILHOTO COAEPKAHHUS
Ca0H2sN205-C4HsO4 (3Hanamnpuna
Mauteat) yepes 30 MuH.

5 Impurities / Ipumecn

Enalaprilat / Snananpunar

Enalapril  diketopiperazine /
OHananpuna JUKeTONUIEPa3uH

Total impurities / Cymma

npumeceit

Not detected / He o6HapyxeHa

Not detected / He obHapykeHa

Not detected / ue oGHapyxeHa

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

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

Not more than 3.0 % / He 6oxnee 3,0 %

Remarks : The Product confirms to ND/

IIpumeuanue: ITponykt cooTBercTByeT TpeGopaHusim HJL

Conclusion : APPROVED /
Zaxawuenue: ONOBPEHO

Prepared by /
[MoxprororneHo:
M. Brahmaji - Quality

Checked by / Ilporepeno:
A. Susmitha- Quality
control- Team Member

Checked by (AQA) /
ITposepeno (AOK):
S. Meera Saheb - Quality

Approved by: Quality
Assurance/Authorized person /
Ono6peHo: ObecneyeHne

control- Section Head

2 =

Assurance- T@Member
3 “

kauecTBa/OTBETCTBEHHOE JIUIIO:
S. Haneef- Quality( surance-
Team Member

Date /lara: 77 |-2026

Date /lla"ra:j‘?r‘.@/,poi)é Date /JTata: \ Dr_/ﬂ\ ,Lz\,'\/c_) Date /ara: ]Cf_,,.(_\{ ,.{,20%




Dr.Reddy’s Qi’-’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoaykr: Duam® (Duananpun), TabneTku 5 Mr

Market / Poinox : Russia / Poccus
Batch No. / . B2503820 Batch Quantity / : 2400000 tabs /
Cepnsi Ne Pa3smep cepun 2400000 TabneTox
Analytical Report No. / Date of Analvysis /
. ysis .
Ananurnyecknii oraer - 2002FP26000050 7 -, : 14-01-2026
Date of Manufacture / . 15-12-2025 Date of Expiry / . 30-11-2028
JlaTa npoH3BOACTBA Topen no
Mfg. License No. / .
IIpousBoacTBEHHAN : 63/RR/AP/96/F/R :I;} number: # Homep : JII-Ne(006292)-(PT'-RU)
Jnnensus Ne

Analysis performed according ND No / Auanus nposegen mo HJ{ Ne: JITI-Ne(006292)-(PT'-RU)-190724

Page3 of 6 /Crp.3u3 6

6 Assay /
onpegejieHne

KoauuecTBeHHOE

5.02 mg/ 5,02 mr
(100.4% / 100,4%)

From 45mg to 55mg of
ConzsNzOs‘C4H404 (Enalapril
maleate) per tablet (90.0 %to 110.0 %
of the label claim). /

Or 4.5 Mr o 5,5 Mr
CaoH28N205C4H4O4 (3Hanampuia
Mmaneat) B Tabnerke (or 90,0 % no
110,0 % oT HOMHHAJIEHOTO
COOEpKaHHs).

7 Water / Boga

0.9%/0.9%

Not more than 6.0 %. / He 6Gonee
6,0 %.

8 Microbiological purity* / MukpoGHonoru4yeckasi yucrora*
a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /
Count / O61ee 4ncno a3poOHBIX He 6onee 10° KOE/T.
MMKPOOPTraHH3MOB
b) Total Combined Yeast and Not Applicable Not more than 10? CFU/g. /
moulds count / OGiuee uwucio He Gornee 10?2 KOE/T.
OPOMOKEBBIX M IUIECHEBBIX
rpubor
¢) Escherichia Coli Not Applicable Shall be absent in 1 gram. /

Orcytcreue B 1 T.

9 Subdivision of tablets /
OaHOpOgHOCTL Macc MpHU
JeJIeHHH TA0JeTOK

Complies / CoorBeTcTBYET

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

Remarks : The Product confirms to ND/
IIpumeyanmue: IIpomykT cooTBeTCTBYET Tpeboranuam HJJ

Conclusion : APPROVED /
Saxmouenue: OJOBPEHO

Prepared by /
[Moaroroenexo:

M. Brahmaji - Quality
control- Section Head

~==F.

Checked by / Ilposepeno:
A. Susmitha- Quality
control- Team Member

A

Checked by (AQA) /
[Mpoeepero (AOK):

S. Meera Saheb - Quality

Assurance- Tea@ﬂwember

Approved by: Quality
Assurance/Authorized person /
Omnobpeno: Obecneuenne
kayecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Quality, Assurance-
Team Member X

Date /[lata: |14/ 77 Date /Hara: [7-0( 5 (B 6

Date /Jlata: [\Aﬁ\,ug/Q Date /[laTa: iC(,(}] e Z/()




Dr.Reddy’s Q’:’O

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

IMpoayxr: Dnam® (DHananpun), TabneTky 5 Mr

JHuen3Hst Ne

Market / PoiHok : Russia / Poccus

Batch No. / : B2503820 Batch Quantity / . 2400000 tabs /

Cepus Ne : Pasmep cepuu * 2400000 TaGieTox
Analytical Report No. / Date of Analvsis 7

Ananutnueckuii oruer = 2002FP26000050 Pt auanm); : 14-01-2026

Date of Manufacture / . 15-12-2025 Date of Expiry / . 30-11-2028

JlaTa npouM3BOACTBA T'open ao

Mfg. License No. /

IIpoM3BOACTBEHHAS : 63/RR/AP/96/F/R 11\,1; number: /Homep . 17y n.(006292)-(PT-RU)

Analysis performed according ND No / Ananus nposegen o HJ{ Ne: JITI-Ne(006292)-(PT'-RU)-190724

Page 40f6/Crp.4m3 6

125 % of the average mass. / TaGnerku
COOTBETCTBYIOT TPeOOBaHMAM, €CIH He
Gonee 1 enuHMYHas Macca OTKJIOHSETCS
3a npepensl 85 % - 115 % ot cpenneit
Maccel. TalneTku HeE COOTBETCTBYIOT
TpeboBanuaM, ecnm Oomee uem 1
WHIUBUIYaJbHAs Macca OTKIOHAETCS OT
STHX  Ipegenop  wiy, ecim 1
HHJIUBHIYaJIbHasi Macca OTKJIOHSETCS 3a
npenensl 75 % - 125% ot cpenmeid
MaccChl.

10 | Package / OnucaHue

yHnaKoBKH

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 blisters and patient information
leaflet in a carton pack. /

ITo 10 rabnerox B OGunucrepe U3

TPEXCIOMHOM donbru
(OITA/AN/TIBX) ¥ alrOMHHHEBOH
donerd  Cc  TepMOCBapHBaEMBEIM
JIaKOBEIM MOKPHITHEM Ha

3areyaTbiBaéMON CTOpOHE.
Ilo 2 Gnucrepa BMeCTE C JIMCTKOM-
BKJIaJIBIIEM B [Ta4Ky KapTOHHYIO.

Tablets 2.5 mg
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 blisters and patient information leaflet in
a carton pack.

Tablets 5 mg, 10 mg, 20 mg

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 blisters and patient information

leaflet in a carton pack. /

Tabnemxu 2,5 M2

Ilo 10 Tabnerok B Omucrepe U3

TpexcnoiiHoi tonsru (OIA/A/TIBX) u

ANMFOMHUHUEBOH doneru c
JIAKOBBIM

TEPMOCBAPHBAEMBIM

Remarks : The Product confirms to ND/

ITpumeuanne: [Tponykr coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
IMoaroTornexo:

M. Brahmaji - Quality
control- Section Head

e

Checked by / Ilposepeso:
A. Susmitha- Quality
control- Team Member

Checked by (AQA) /
[Mposepeno (AOK):

S. Meera Saheb - Quality
Assurance- TeCfn\ Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHO® JIMLIO:
S. Haneef- Quality Assurance-

Team Member »

Date /Jlara: |7-0/-2€ 20

Date /Jlara: [ -0[ -909 £

Date /JlaTa: oq ,ﬁ(e-u')/e

Date /Jara: \ q

—0 } ""> "OZ'/(‘)




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJ3A

Product: Enam® (Enalapril) tablets 5 mg
TMpoaykr: Suam® (Quananpun), TabneTky 5 Mr

Market / PoiHOK : Russia / Poccus

Y
izzj,y,?::.l,zﬁ},”of:; : 2002FP26000050 R:;z ‘;fﬂ‘:;::!fi” : 14-01-2026

Dot o 1512201 P o
Il\flfﬁ;xl;:;z;nc?nl::é;a : 63/RR/AP/96/F/R 1}\)1; number: /HoMep . 11y %a(006292)-(PT-RU)

JuueHins Ne

Analysis performed according ND No / Ananns nposegen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page 50f 6/ Crp. 5u3 6

TIOKPEITHEM Ha 3areqaThIBaeMOi

CTOpOHE.

IIo 2 Omuctepa BMECTE C JIMCTKOM-

BKJIAJBIIIEM B Ma4Ky KapTOHHYIO.

Tabnemxu 5 m2, 10 m2, 20 M2

Ilo 10 Tabnerok B Onucrepe wu3s

TpexcioHoit donsru (OITA/An/TIBX) n

aNFOMUHUEBOMH ¢ossru c
TEPMOCBapUBACMBIM JIaKOBEIM
TIOKPEITHEM Ha 3anevyaTbiBaeMoit
CTOpOHE.

IIo 2, 5, 6, 10 GmucTepoR BMecCTe C
JIMCTKOM-BKJIa/IBILIEM B naykKy
KapTOHHYIO.

* - 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. /

* - TIlpopomuTcsi  MNPOM3BOAWTENEM IIPH  BBINYCKE  ICPUONUYECKH: N Kaxkpmoit  20-off  cepum  umu
He MeHee 1 paza B roa. ITokasatens Moxer OBITH He BKJIIOYEH B CEpTU(UKAT aHamu3a GHPMEL.

API name / HanMeHoBaHne ADC: Enalapril Maleate / DHananpuna Maneat
INN / MHH: Enalapril / Dnananpun

API manufacturer batch number / AERHO016555, AERH016174
Howmep cepun npouspoautenss ADC:

FP Manufacturer API Batch number / FBSA00261, FBSA00484
Homep cepun cy6eTtanuuu npoussoantensa [JID:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumevanne: IIpogykt cooTBeTcTBYET TpeboBanusaM HJJ 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Tlpoeepeno: ||Checked by (AQA)/ Approved by: Quality
ToaroTorneHo: A. Susmitha- Quality ITposepeno (AOK): Assurance/Authorized person /
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality Onobpeno: ObecnieueHue
control- Section Head Assurance- Team Member KauecTBa/OTBETCTBEHHOE JIULLO:

— ( EE . )) S. Haneef- Quality Assurance-

= g&i Team Member -

Date /Hara: |7-g) -90J4 ||Date /Hara: 170! -2 096 ||Date /Hara: ('Dj ,—*'c\,’LC}L Date /JTaTa: ‘Cl(e) [f‘Z()L/.‘o




i o , .. ®
Dr.Reddy’s ‘,‘
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Oponyxr: Onam® (Srananpun), TabneTku 5 Mr

Market / Ppinok : Russia / Poccust

Batch No. / . B2503820 Batch Quantity / . 2400000 tabs /

Cepus Ne ) Pa3smep cepun * 2400000 TabneTok
Analytical Report No. / Date of Analysis /

Ananutnueckuii oraer - 2002FP26000050 Nara ananm); : 14-01-2026

Date of Manufacture / . 15-12-2025 Date of Expiry / . 30-11-2028

JlaTa npon3BoacTBa T'open no

Mfg. License No. / .

IpousBoacTBeHHAS : 63/RR/AP/96/F/R gl)‘:\ Mubers / HovED : JIII-Ne(006292)-(PI'-RU)

Juuen3us Ne
Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page 6 of 6 / C1p. 6 u3 6
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIponssoaurens APC, crpana: H-p Pennw'c JTaboparopuc JIta., Maous
Name, address, authorization No for FP manufacturing | pormulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p,
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
HaumeHoBauue, agpec, JHUEH3IHA I Malkajgiri District - 500090, Telangana State, India (license
IlpousBoacTeenHas miomanka / Ilnomanka xonrpons | No 63/RR/AP/96/F/R) / IIpousBoACTBeHHOE MOApasieneHHe-
Kavecrsa / Ilnomagka BIyCKA II, Yyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Buwuiamk, Bauynamnmm Manpan, Menyan Manakajpkrupu
Huctpukrt — 500090, mrat Tenanrana, Munusa (JInuensusa Ne
63/RR/AP/96/F/R).

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02346-2025 dt.
25 September 2025) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». /

3akmoueHne o0 cooTBeTcTBHM: «HacTosmuM s MOATBEpIKAal0, YTO MPHBEACHHAs BhIE HHGOpMAIMA SBIAETCA
IOOCTOBEpHOH M TOYHOH. OJTa cepusi NPOAYKUMM MNpOHM3BeleHa (BKJIOYas YNAKOBKY (MapKHpPOBKY) M KOHTPOJb
Ka4eCcTBa) Ha BRIIICYKa3aHHOM POU3BOICTBEHHOM Iurolng/ike (TUIOINaAKkax) B TOJIHOM COOTBETCTBUH C TpeGOBaHUAMU
IIpaBun HaJJexalen MPOU3BOJICTBEHHOM MIPaKTHKH Eppazuiickoro 3KOHOMHYECKOTO coxo3a
(NeGMP/EAEU/RU/02346-2025 or 25 cents6ps 2025) u TpeGOBaHMAMU KOHTPOJISI KauecTBa JIGKAPCTBEHHBIX
CpEenCTB, a TaKKE B COOTBETCTBUM CO cHeUUUKALUAMU, COIASPHKALIUMHUCA B PETUCTPALMOHHOM JOCHE CTPaHbI-
uMrmopTtepa. 3amMCH IO MPOM3BOACTBY, YNMAKOBKE M aHAIM3y IPOBEPEHBI, H YCTAHORJIEHO HX COOTBETCTBHE
TpeboBanuaM IlpaBun Haanexammeil MPoU3BOACTBEHHOH NMpakTHkH EBpa3uiickoro 3k0HOMHYECKOro CO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIponykt cooTBeTcTBYET TpebopaHusaM HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / ITposepeno: ||Checked by (AQA) / Approved by: Quality
[MoxaroroeneHo: A. Susmitha- Quality IMposepeno (AOK): Assurance/Authorized person /
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality Onobpeno: ObecrniedyeHne
control- Section Head Assurance- T Member kayecTBa/OTBETCTBEHHOE JINLO:
¢ ,(! 2 S. Haneef- Quality AAssurance-
\wfﬁ) % Team Member /)
"Date /Nara: IT-0)-2824 ||Date /ara:[5 -0 - 2096 |[Date /Hara: i%ﬂo‘ _1@1/(; Date /flara:  }9 -0 I-?Qlé






