Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product: Enam® (Enalapril) tablets 5 mg
Mpoaykr: Duam™ (Dnananpun), Tabnetku 5 mr
Market / Peinok : Russia / Poccus
Batch No. / . B2600857 Batch Quantity / . 2400000 tabs /
Cepus Ne ’ Pa3mep cepun * 2400000 TabaerTok

Analytical Report No. /

Date of Analysis /

anueHsus Ne

Ananutuueckuii oruer - 2002FP26000700 Fara anamnsa : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

JlaTa npon3BoacTBa [onen ao

Mfg. License No. / .

IIpousBoacTBeHHAas : 63/RR/AP/96/F/R A numiber:  Bomeg 1 JIII-Ne(006292)-(PI'-RU)

PY

Analysis performed according ND No / Auanns nposeaen mo H/ Ne: JIIT-Ne(006292)-(PI'-RU)-190724

Page 10f 6/ Crp.1u3 6

Ne | Test/ IMokaszatens

Result / PesysabTaThbI

Specification / Hopma

1 Description / Onucaune

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. /

Benble, kpyriible, MIOCKHE TaONETKH
CO  CKOUIEHHBIMM  KpasiMH, C
TucHenuem "EMT" nHa  ogHoii
cropoHe u  uubpoii  "5" wu
pa3genuTeNibHOM PHUCKOH Ha apyroi
cropoHe. Ha mnomnepeyHom paspese
saapo 6enoro LpeTa.

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. /

Benele wnu noutn Gesble, Kpyribie,
[UIOCKHEe TabMeTKH CO CKOLICHHBIMH
kpasmu, ¢ TucHeHueM "EMT" Ha onHo#
CTOpOHE u uudpoit "5, u
pa3feNMTENbHONM  PUCKOM Ha  Opyroit
ctopoHe. Ha momepedHoM paspese sapo
6enoro unM nouytH 6eoro LUBeETa.

Identification / UnenTnduxauns

2a | HPLC/B3XX

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. / Bpewms
YIAEpXKUBAHHUA OCHOBHOrO TNHKa Ha
Xpomarorpamme UCIBITYEMOTO

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 yaepuBaHHs OCHOBHOTO MHKa Ha
XpOMAaTOrpamMMe WCIBITYEMOro pacTBopa

D. Latha - Quality control-
Team Member

Ly

control- Team Member

&

pacTBopa COOTBETCTBYET BpPEMEHM |JO/DKHO  COOTBETCTBOBATH  BPEMEHM
YAEpXKUBaHMS [WKA SHAjaNpuia Ha |yaepkuBaHus [HKa DHATANpuna Ha
Xpomarorpamme CTaHAApTHOrO | XpOMaTorpamMMe CTaHAAPTHOrO pacTBOpa
pactBopa. (paznen «KonnuectseHHoe
orpefeNieHre»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykt coorBercTByeT Tpeboranuam HJ Sakawoyenne: OJJOBPEHO
Prepared by / Checked by / ITpoeepeno: |[Checked by (AQA)/ Approved by: Quality
IToaroToBneHo: A. Susmitha- Quality [Mpoepeto (AOK): Assurance/Authorized person /

S. Meera Saheb - Quality

Assurance@:am Member

OpnobpeHo: ObecneueHue
kauecTsa/OTBETCTBEHHOE MUUO:
P. Srikanth- Quality Assurance-
Team Member

Date /[ara: 31-03-2026

Date /dara: 31-03-2026

Date /[lata: 3\ -03-2026

Date /Hara: Q\ ~- e




.  @%
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoayxr: Duam® (Suananpun), Tabnetku 5 mr

Market / Poinok : Russia / Poccus

Batch No. / . B2600857 Batch Quantity / . 2400000 tabs /

Cepus Ne ) Pasmep cepnu * 2400000 Tabnerok
Analytical Report No. / Date of Analvsis /

Ananwnaeckuii oruer ¢ 2002FP26000700 Hara g : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

JlaTa npousBoacTBa Iogex a0

Mfg. License No. / .

T —— . 63/RR/AP/96/F/R 1[‘,'[)‘;“ number: /Homep . 11y n.(006292)-(PT-RU)
JuueH3na Ne

Analysis performed according ND No / Anaau3s nposegen no HJ Ne: JITI-Ne(006292)-(PI-RU)-190724
Page2 of 6/ Ctp.2 u3 6

2b | TLC/TCX Complies / CootsercTByeT The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE MATHO Ha
XpoMaTorpaMme HCIBITYEMOTO pacTBOpa
JOJDKHO COOTBETCTBOBATbH OCHOBHOMY
[ATHY Ha XpoMaTorpamme CTaHaapTHOrO

pacTBopa.
3 Uniformity of dosage units / 39/39 The Acceptance Value (AV) should be
OaHOpPOAHOCTH 103MPOBAHHBIX less than or equal to 15.0. / Iloka3arens
eIHHHLL npuemnemMoctd (AV) nomkeH ObITh HE
Gosee 15,0.
4 Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 102% Not less than 80% (Q) of
- — - CooHpsN»Os-C4sH4O4 (Enalapril maleate)
Unit 2 /1 80n.-2 104% | of the label claim in 30 min. / He metee
Unit-3 / Ta6n.-3 100% 80 % (Q) OT HOMHHAJILHOTO COEPHKAHUS
- - C20H28N205-C4H4O4 (sHananpuna
Unit-4 / Tabn.-4 100% manear) yepez 30 MuH.
Unit-5 / Ta6n.-5 99%
Unit-6 / Tabun.-6 100%
5 Impurities / [Ipumecu
Enalaprilat / SHananpunat Not detected / He o6HapyxeHa Not more than 1.5 % / He 6onee 1,5 %

Enalapril  diketopiperazine / | Not detected / He oOHapysxeHa

Not more than 2.5 % / He 6onee 2,5 %
DHananpuia IMKeTONUIepasut

Totdl tmpuntles /' Cyume Not detected / He o6HapyxeHa Not more than 3.0 % / He 6onee 3,0 %
npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Mpoaykr coorsercTByeT TpeGoanuam HJ 3axmiouenne: OJJOBPEHO
Prepared by / Checked by / [Ipoeepeno: ||Checked by (AQA) / Approved by: Quality
[MoaroTosneHo: A. Susmitha- Quality ITpoeepeto (AOK): Assurance/ Authorized person /
D. Latha - Quality control- [|control- Team Member S. Meera Saheb - Quality Onodpeno: Obecneuerue
Team Member Assurance-.-J eam Member kauecTBa/OTBETCTBEHHOE HLIO:
@/ P. Srikanth- Quali surance-
Team Member
Date /[lata: 31-03-2026 Date /dara: 31-03-2026 Date //lata: };1—03-2026 Date /[lara: ‘l \’\')j i r'/”%




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaykr: DHam® (Duananpun), Tabnerku S mMr

Market / Poinok

: Russia / Poccus

Batch No. /

Cepnst Ne : B2600857

Batch Quantity /
Pa3smep cepun

. 2400000 tabs /
© 2400000 Tabnerok

Analytical Report No. /
AHANINTHYECKHIi OoTUeT

: 2002FP26000700

Date of Analysis /
JlaTa ananusa

: 31-03-2026

Date of Manufacture /

: 12-03-2026
Jata npousBoacTBa

Date of Expiry /
Toaen a0

: 28-02-2029

Mfg. License No. /
Ilpon3BoacTBeHHan
JuueH3us Ne

: 63/RR/AP/96/F/R

MA number: / Homep
PY

: JIII-Ne(006292)-(PI'-RU)

Analysis performed according ND No / Ananu3 nposegeH mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page3of 6/ Crp.3u36

6 Assay /  KoaundyecTBeHHOE 5.05 mg/ 5,05 mr From 45mg to 55mg of
onpegejeHue C20H28N205-C4sH4O4 (Enalapril
(L0097, L90.256) maleate) per tablet (90.0 % to 110.0 %
of the label claim). /
Or 4,5 mr 10 5,5 mr
Ca0H28N205-C4H4O4 (3Hananpuna
manear) B Tabnerke (ot 90,0 % no
110,0 % oT HOMHHAJBHOTO
COIEpKaHusl).
7 Water / Boaa 0.7%/0.7% Not more than 6.0 %. / He Gonee
6,0 %.

8 Microbiological purity* / MukpoGuoJsoruueckasi 4ucTora*

a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /

Count / O61uee 4Hco a3poOHBIX He Gonee 10° KOE/r.

MHUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 10> CFU/g. /

moulds count / Obwee uucno He 6onee 102 KOE/T.

JAPOMOKEBBIX M [UIECHEBBIX

rpuboe

¢) Escherichia Coli Not Applicable Shall be absent in 1 gram. /
OtcyrctBue B 1 1.

9 Subdivision of tablets / Complies / CooTBeTcTBYyeET The tablets comply with the test, if not
OgHopogHOCTL Mace MpU more than 1 individual mass is outside the
AeJleHUM TadJIeToK 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/
Ipumeuanne: Ilpoayxr cootBeTcTBYET Tpebopanusam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[Noaroroenexo:

D. Latha - Quality control-
Team Member

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

@—

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

Assurancgam Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHne
KauecTea/OTBETCTBEHHOE JTULO:
P. Srikanth- Quality Assurance-
Team Member {0

Date /[Jara: 31-03-2026

Date /Jara: 31-03-2026

N\
Date /[ara: 31-03-2026

Date /[JaTa: o ‘fojr- 20 lh’




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaykr: Duam® (DHananpun), Tabnetku 5 Mr

Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / . 2400000 tabs /
Cepus Ne § Ba6U0857 Pa3mep cepun " 2400000 TabneTok

Analytical Report No./
AHanMTHYeCKHil 0TYeT

: 2002FP26000700

Date of Analysis /
JlaTa aHaJau3a

: 31-03-2026

Date of Manufacture /

: 12-03-2026
JlaTta npou3BoacTBa

Date of Expiry /
T'oaen a0

: 28-02-2029

Mfg. License No. /
IMpousBoacTBeHHas
JuueH3us No

: 63/RR/AP/96/F/R

MA number: / Homep
Py

: JIM-Ne(006292)-(PT-RU)

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

Page4 of 6 / C1p. 4 n3 6

125 % of the average mass. / TaGnerku
COOTBETCTBYIOT TpeOOBAaHHSM, €CiM HE
6onee 1 enMHHuYHAas Macca OTKIIOHAETCS
3a npenensl 85 % - 115 % ot cpenHeit
maccel. TabneTkHh He COOTBETCTBYIOT
TpeboBaHusAM, ecid ©Oonee uvem 1
MHAWBUAYaJbHAs Macca OTKJIOHSETCS OT
3TUX  npenenos  unu, ecam 1
MHAMBUAYalbHas Macca OTKJIOHAETCH 3a
npegenst 75% - 125% ot cpenHeit
MacChl.

10 | Package/ Onucanne

YNaKoOBKH

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. /

Ilo 10 Tabmerox B Onucrepe u3

TpeXcloiHOM ¢donbru
(OTTA/A/TIBX) u  anoMuHKMEBOH
¢domern ¢ TEepMOCBapHUBAEMbIM
JIaKOBBIM MOKPBITHEM Ha

3areyaThiBaeMOM CTOPOHE.
ITo 2 Gaucrepa BMECTE C JMCTKOM-
BKJIaJbIUIEM B MaYKy 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. /
Tabnemku 2,5 me

[lo 10 Tabnerok B Onucrepe u3
TpexcioiiHoit donbru (OITA/An/TIBX) u
aNlOMHHHUEBOM ¢onbru ¢
TEpMOCBAPHBAEMbIM JIAKOBBIM

Remarks : The Product confirms to ND/

Ilpumeuanue: IlpoaykTt coorBercTByeT TpeboBaHusm HJ{

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

o

Checked by / Iposepeno:
A. Susmitha-
control- Team Member

%

Checked by (AQA) /

Quality [Mpoeepero (AOK):

S. Meera Saheb - Quality

Assumnce;@am Member

Approved by: Quality
Assurance/Authorized person /
OnodpeHo: Obecneuenne
kauecTBa/OTBETCTBEHHOR JIMLIO:

P. Srikanth- Qualitﬁ Assurance-

Team Member

Date /[ara: 31-03-2026

Date /[Jara: 31-03-2026

Date /data: 31-03-2026

Date /[ara: (l \ ~- Np 26




| Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJINU3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoayxr: Duam® (Quananpusn), Tabaetku 5 mr

Market / PoiHok : Russia / Poccust

Batch No. / . B2600857 Batch Quantity / . 2400000 tabs /
Cepusi Ne ) Pa3mep cepun * 2400000 Tabnerok
Analytical Report No. / Date of Analvsis/

Arpariseimiicoaey | © 2002FR26000700 e aﬂanmi : 31-03-2026

Date of Manufacture /1) o3 5956 Date of Expiry / : 28-02-2029

Jlara npon3soacrsa

T'open po

Mfg. License No. /
IpouszBoacTEeHHAA
JHueH3us Ne

: 63/RR/AP/96/F/R

MA number: / Homep
PY

: JITI-No(006292)-(PT-RU)

Analysis performed according ND No / Auaan3s nposeged mo HJ{ Ne: JIIT-Ne(006292)-(PT'-RU)-190724

Page 5 of 6/ Ctp. 513 6

TMOKPLITHEM Ha
CTOPOHE.

3aneyarbiBaeMoi

[lo 2 Gaucrepa BMeCTe C JHMCTKOM-
BKJIa[IbILLEM B MA4YKy KapPTOHHY!IO.
Tabaemxu 5 me, 10 z2, 20 ve

[lo 10 Tabnerox B Oiuctepe U3
TpexcnoiHoii donsru (OITA/An/TIBX) u

aNIOMHUHUEBOH dbonbru '
TEPMOCBapHBAEMbIM JIAKOBbIM
MOKPBITHEM Ha 3are4yaTblBaeMoit
CTOpOHE.

I[lo 2, 5, 6, 10 GnucrepoB BMecTe C
JIMCTKOM-BKJIa/IbILLIEM B nauky
KapTOHHYIO.

* - Performed by the manufacturer al release periodically: every 20-th batch or at least once a year. The parameter may be absent

from the Company's certificate of analysis. /

* - TlpoBomuTcsi  MPOM3BOAMTENEM  [IpH

BBIITYCKE NMEPUOAHYECKH: A

kaxnoih  20-off  cepun M

He mMeHee 1 pasa B ro. [Tokazartens MoxeT ObITb HE BKIIOUEH B cepTHdHKaT aHamm3a hUPMBI.

API name / naumenoBanue APC:

Enalapril Maleate / Dnananpuna manear

Homep cepun cydcTtanumu npoussoaurteas [JId:

INN / MHH: Enalapril / Dxananpun
API manufacturer batch number / AERHO017316
Homep cepuu nponssoaurtens ADC:

FP Manufacturer API Batch number / FBSA00498

Remarks : The Product confirms to ND/
[Mpumeuanue: [poaykT cooTBeTcTBYeT Tpeboranusm HJ{

Conclusion : APPROVED /
3axnouenue: OJOBPEHO

Prepared by /
[ToaroToBaeHo:

D. Latha - Quality control-
Team Member

17

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

oy

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

Assurance@eam Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHue
kauecTBa/OTBETCTBEHHOE JTULIO:
P. Srikanth- Quality Assurance-
Team Member

Date /data: 31-03-2026

Date /lara: 31-03-2026

Ay
Date /lara: 31-03-2026

Date /[Tara: (l\ 5 2(‘ a0 2k
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Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoaykr: Duam® (Dnananpun), TabneTku 5 Mr

Market / Poinok : Russia / Poccus

Jauuen3us Ne

PY

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

Cepus Ne  B26003ST Pasmep cepun 2400000 Tabnerok
Analytical Report No./ Date of Analysis /

AHasuTuyecknii oruer - 2002FP26000700 Jara ananm); : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

JlaTra npou3BoacTBa TogeH A0

Mfg. License No. /

MpoussoxcTaennan : 63/RR/AP/96/F/R MA number: /Homep . 35 n.006292)-(Pr-RU)

Analysis performed according ND No / Ananus npoeseaen mo HJ Ne: JITI-Ne(006292)-(PT'-RU)-190724

Page 6 of 6/ C1p. 6 u3 6

API Manufactured by & country /
Ilpouseoaurens APC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Peanw'c JlaGopartopuc Jita., Munus

Name, address, authorization No for FP manufacturing

site / Control site / Release site /

HaHMeHOBaHHe, aapec, THUECH3HUA A

kavectBa / [lnowanka eeinycka

IMpoussoacTeenHan miowmagka / [lnowaaka koHTpoOIst

Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgin District - 500090, Telangana State, India (license
No 63/RR/AP/96/F/R) / [Ipou3socTBeHHOE NMOAPA3AEEHHUE-
II, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 v &3, Bauynannu
Bunnamxk, bauynannu Manpan, Meauan Manakamkrupu
Huctpukr — 500090, witat TenaHrana, Unansa (JIuuensns 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». /

3akalouenne o coorseTcTBUU: «HacToslUM 5 NMOATBEPkKal0, YTO MPUBEAEHHAs Bhlile UHGOPMALMS SIBISETCS
JOCTOBEPHOH W TOYHOW. JTa cepusi NMPOAYKLUHUM MpOoW3BeleHa (BKIIOYas YMakoBKY (MapKUPOBKY) W KOHTPOJb
Ka4yeCTBA) HA RbIIIEYKA3aHHOH NPOU3BOACTBEHHOH moluake (IUIoMmaaKax) B OJHOM COOTBETCTBUM € TPeOOBaHUAMH

[MpaBun Hannexaluen

l'[pOH3BOL[CTBeHHOl7[

MPaKTUKH

EBpa3uiickoro

JKOHOMHYECCKOI O COoro3a

(NeGMP/EAEU/RU/02346-2025 oT 25 ceutabps 2025) m TpeGoBaHMSIMH KOHTPOJS KauecTBa JICKAPCTBEHHBIX
CPEICTB, a TaKKE B COOTBETCTBHM CO crneuuduKaLMsIMH, COAEPKALUMMHCS B PErHCTPALMOHHOM AOCHE CTPaHbl-
MMOOpTEPA. 3amMCH MO NPOM3BOACTBY, YMAKOBKE M aHA/lM3y MNPOBEPEHbI, WM YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBaHuam [pasun HaaexkauIei NPOU3BOACTBEHHOHN MPakTHKU EBpa3uiickoro 3KOHOMHUYECKOT0 COIO3a.

Remarks : The Product confirms to ND/

[Ipumeuanue: Ipoaykr coorsercrayer TpeboraHusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
[NoarotorneHo: A. Susmitha- Quality
D. Latha - Quality control- |[control- Team Member

Team Member @/,
o]

Checked by / [IposepeHo:

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

Assur‘anc@eam Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kayecTsa/OTBETCTBEHHOE NULIO:

P. Srikanth- Quaiitf Assurance-

Team Member (

Date /Jara: 31-03-2026 Date /Jlara: 31-03-2026

)\
Date /Mata: 31-03-2026

P)
Date /lata: N\ ~© 1~ 1= %






