Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 10 mg
Ilpoaykr: Dnam® (Quananpwun), Tabnetku 10 Mr

Market / Prinok : Russia / Poccus

jatch No./ : B2501228 Batch Quantity / : 492 KG/492 KT

Cepus Ne Pasmep cepuu

Analytical Report No. / .

Ananutigeckuii oraer  : 2002FP25001018 Date of Analysis / : 30-04-2025
Hdara anannza

Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028

JlaTa npon3BoNcTBA ToxeHn no

Mifg. License No. /

IIpou3BOACTBEHHAS : 63/RR/AP/96/F/R 11143‘,‘ number: /Homep .y 3 (006292)-(PT-RU)

Junensna Ne

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

Page10f6/Crp.1n36

Ne | Test/IlokasaTenn Result / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on one |edged tablets with "EMT" debossed on
side and number "10" and a break line | one side and number "10" and a break line
on the other side. on the other side. Cross Cut Description:
.. . White to off white core. /
Cross Cut Description: White core. /

Benple wim mourH OGenble, Kpyrible,
Bensie, kpyTible, IIOCKHE TaOIEeTKU .

IUIOCKME TabNeTKH CcO CKOIIEHHBIMU
€O CKOWEHHBIMM — KpaiAMH,  C | oomu, ¢ THcHenneM "EMT" Ha OIHOM
tucHennem "EMT" Ha  ogHoi P i . "

. mqnn CTOpOHE u  wadpoit 10 H

cropone u  1udpoit 10 H . . o

. . . | pasmenurensHOM pHCKOH Ha Opyroi
pa3fenuTeNbHOM PUCKOH Ha JpYyroi

eropone Ha nonepeunoM pazpee a1po
CTOpOHE.

Gesoro MM noyty 6e10ro UBETA.

Ha monepeunom pazpese sapo 6enoro
LIBETA.

2 Identification / UnenTndukauus

2a | HPLC/B3XX The retention time of the major peak in | The retention time of the major peak in the
the chromatogram of sample solution | chromatogram of sample solution should
corresponds with the retention time of | correspond with the retention time of
Enalapril peak in the chromatogram of | Enalapril peak in the chromatogram of
standard solution. / Bpems |standard solution (section "Assay"). /
YIOEPXKHBAaHUA OCHOBHOrO MNHKa Ha | Bpems ynepKMBaHHA OCHOBHOTIO ITHKA Ha
XpOMaTorpamMme HCTIBITYEMOrO | XpOMaTOrpaMMe MCHBITYEMOTO pacTBOpa
pacTBOpa COOTBETCTBYET BpPEMEHH | JOJDKHO  COOTBETCTBOBATh  BPEMEHH
yIOEp)KHBaHMs IMMKA OJHANAMpUIa HAa | YAep)KMBaHHMA MNHKa SHajlanpuia Ha
XpoMaTorpamme CTaHHAPTHOIrO | XpOMAaTOrpaMMe CTaHAapTHOTO pacTBOpa
pacTBoOpa. (pa3pmen «KonuuecTreHHOE

OTIpeNIeNICHHER).

2b | TLC/TCX Complies / CooTBeTcTBYyET The principal spot in the chromatogram of

the test preparation should correspond to

Remarks : The Product confirms to ND/

Hpumeyanne: IIpogykT coorBercTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axnwuenue: OJJOGPEHO

Prepared by / [ToaroroeneHo:
D. Latha- Quality control- Team

Member g

Checked by / IIposepeHo:
N.V. Krishna - Quality control-
Team Member

p

Approved by: Manager/Executive /

OpobpeHo: Menemxkep / Pyxopoantens
Ajay Kumar - Quality Assurance- Team
Member

A

e

Date / Hara: 30-04-2025

Date / lata: 30-04-2025

Date / Hara: 30-04-2025




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg

Ilpoaykr: Duam® (Duananpun), Tabnerku 10 Mr

Market / Peinox : Russia / Poccus

Batch No./ : B2501228 Batch Quantity / : 492 KG /492 KT

Cepusa Ne Pa3zmep cepun

Analytical Report No. / .

AHAJIMTHYECKHH OTYeT : 2002FP25001018 Date of Analysis / + 30-04-2025
Jara ananusa

Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028

Jlara npon3BoacTBa T'ogen no

Mifg. License No. / i

IpousBoacTBeHHAs : 63/RR/AP/96/F/R gl; number: / Homep : JII-Ne(006292)-(PT-RU)

JaneH3us Ne

Analysis performed according ND No / Anayn3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PT'-RU)-190724

Page 2 of 6 / C1p. 2 m3 6

that in the chromatogram of the standard
preparation. / (OCHOBHOE IIiTHO Ha
XpOMATOrpaMMe HCIBITYeMOro pacTBopa
JOJDKHO COOTBETCTBOBAaTH OCHOBHOMY
MSTHY HA XPOMaTrorpaMMme CTaHAApTHOTO
pacTBopa.

3 Uniformity of dosage unmits /
OaHOpOAHOCTL A03HPOBAHHBIX
eTHHHIX

24/24

The Acceptance Value (AV) should be
less than or equal to 15.0. / Ilokazarens
npuemiieMocTd (AV) nomkeH OBITE He
Goee 15,0.

4 Dissolution / PacTBopenue

Unit-1/ Ta6n.-1 100%
Unit-2 / Tabmn.-2 99%

Unit-3 / Tabn.-3 101%
Unit-4 / Ta6n.-4 100%
Unit-5 / Tabn.-5 101%
Unit-6 / Ta6n.-6 102%

Not less than 80% (Q) of
C20HzsN205CsHsO4 (Enalapril malcate)
of the label claim in 30 min. / He meHee
80 % (Q) OT HOMHUHAIBLHOTO COAEPIKAHUI
C20H2sN205-C4H404 (3Haanpuina
Manear) yepes 30 MuH.

5 Impurities / IlIppumecn

Enalaprilat / Qnananpunar

Enalapril  diketopiperazine /
OHananpuina JUKETONUIIEPa3uH

Total impurities / Cymma

npuMecei

Not detected / He oOHapykeHa

Not detected / He oGHapy»eHa

Not detected / ne o6Hapyxena

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

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

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

Remarks : The Product confirms to ND/

ITpumeuanune: IIponykt cootBercTByeT TpeboBanusam HJ

Conclusion : APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by / IlogrotosneHo:
D. Latha- Quality control- Team

Member g

Checked by / ITporepeno:
N.V. Krishna - Quality control-

Team Member

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauteins
Ajay Kumar - Quality Assurance- Team
Member A

A

Date / Hara: 30-04-2025

Date / lata: 30-04-2025

Date / Jara: 30-04-2025




-Df.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 10 mg
Ipoaykr: Dnam® (Onananpun), Tabnerku 10 Mr

Market / Prinox : Russia/ Poccus

atch No. / : B2501228 Batch Quantity / . 492 KG /492 KT

Cepns Ne Pasmep cepun

Analytical Report No. / .

AHanmTHyeckuii order  : 2002FP25001018 Date of Analysis / : 30-04-2025
JlaTta aHaamu3a

Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028

JlaTa npou3BOACTBA Topen o

Mfg. License No. /
IIpousBoacTBeHHAS
JHIeH3Hsa Ne

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

MA number: / Homep
PY

: JII-N2(006292)-(PT-RU)

Analysis performed according ND No / Anann3 nposeaes mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724

Page3 of 6 /Crp.3 u3 6

Remarks : The Product confirms to ND/

IIpumeyanne: IlpoaykT coorBercTByeT Tpebopanusm H]J

6 Assay / KoaudectBenHoe 10.1 mg/ 10,1 mr From 90mg to 11.0mg of
onpeJeieHne ' C20H2sN205-C4H404 (Enalapril
(100.8%/100,8%) maleate) per tablet (90.0 % to 110.0 %
of the label claim). /
Ot 9,0 mr o 11,0 mr
Ca0H2sN205-C4H4O4 (aﬂananppma
Manear) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHABEHOTO COJEP KAHHS).
7 Water / Boaa 0.8%/0,8% Not more than 6.0 %. / He Gonee
6.0 %.
8 Microbiological purity* / MukpoGuonorudeckas 4uncrora*
a) Total Aerobic Microbial Not Applicable Not more than 10* CFU/g. /
Count / O61ee 9ucio a3podHBIX He 6onee 10° KOE/T.
MHUKPOOPTaHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 10? CFU/g. /
moulds count / Obmee 3ucno He 6onee 10? KOE/T.
JPOMOKEBBIX ¥ IUIECHEBBIX
rpubos
¢) Escherichia Coli Not Applicable Shall be absent in 1 gram. /
OrcyrcTBue B 1 1.

9 Subdivision of tablets / Complies / CooTBeTcTBYET The tablets comply with the test, if not
OIHOPOAHOCTHL Macc NpH more than 1 individual mass is outside the
JelleHH! Ta0JIeTOK 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 TpeGOBaHUAM, €CIU He
bonee 1 egmMHHYHAs Macca OTKJIOHAETCA

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / IToarorosneHo:
D. Latha- Quality control- Team

Member Ei

Checked by / TIposepeHo:
N.V. Krishna - Quality control-
Team Member

p4

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykorogutens
Ajay Kumar - Quality Assurance- Team
Member A

Date / Harta: 30-04-2025

Date / JlaTa: 30-04-2025

Date / Tata: 30-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTH3A

Product: Enam® (Enalapril) tablets 10 mg
Ipoayxr: Onam® (Dnananpun), Tabnetku 10 Mr

Market / Poidok : Russia / Poccus

Batch No. / : B2501228 Batch Quantity / . 492 KG /492 KT

Cepus Ne Pasmep cepun

Analytical Report No. / .

Amnanutnyecknii oruer  : 2002FP25001018 Date of Analysis / : 30-04-2025
JlaTa aHanu3a

Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028

JlaTra npon3BoACTBA T'onen no

Mfg. License No. /
IIpousBoAcTBEeHHAS
JauneH3usa Ne

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

MA number: / Homep
PY

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

Analysis performed according ND No / Ananns nposegen mo HJI Ne: JIII-Ne(006292)-(PI'-RU)-190724

Page 4 of 6 /Crp. 4u3 6

3a npenenst 85 % - 115 % ot cpenHei
maccel. TabmeTku He COOTBETCTBYIOT |
TpeGoBanusM, ecmu  Gomee uem 1
HHMBHIYaJIbHasi Macca OTKJIOHSETCS OT
3TMX  mpemenoB Wik, ecmd |
MHIUBHIYANBHas] Macca OTKIOHAETCS 3a
npenensl 75 % - 125 % ot cpenuei
MaccChlL.

10 | Package / Onucanne

YHI2aKOBKH

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 Tabnerox B O6aucrepe u3

TPEXCIIOHHOI doneru
(OITA/An/TIBX) u  amoOMHHMEBOMR
domeru ¢ TepMOCBapHBACMBIM
JIAKOBBIM MOKPHITHEM Ha

3areyaThiBaeMOH CTOPOHE.
ITo 2 Gnucrepa BMECTE C JMCTKOM-
BKJIaIBIIIEM B TaYKy 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

I[To 10 Tabnerox B OGmucrepe wu3
TpexcnoiHoit gonsru (OITA/AWTIBX) u
AIOMUHHEBOH domsru c
TEPMOCBapUBaeMbIM JIAKOBBIM
MOKPHITHEM Ha 3aneyarsiBacMoit
CTOpOHE.

Ilo 2 Ommcrepa BMECTe C JIMCTKOM-
BKJTaZGIIIEM B IaYKy KQPTOHHYIO.
Tabnemru 5 M2, 10 m2, 20 m2

Remarks : The Product confirms to ND/

Hpumeuanne: IIponykT coorBercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / IToarorosnieHo:
D. Latha- Quality control- Team

Member g

Checked by / ITpoeepeHo:
N.V. Krishna - Quality control-
Team Member

b4

Approved by: Manager/Executive /

Opobpeno: Menemxkep / PykoBoauTesb
Ajay Kumar - Quality Assurance- Team
Member

A

Date / Jara: 30-04-2025

Date / [lata: 30-04-2025

Date / Jara: 30-04-2025




e oedas. @%
Dr.Reddy’s €&
CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
Hpoaykr: Duam® (Suananpun), Tabnetkn 10 Mr

Market / Poinox : Russia / Poccus
Batch No./ : B2501228 Batch Quantity / . 492 KG /492 KT
Cepus Ne : Pasmep cepuu

Analytical Report No. /

Amnanurauecknii oruer  : 2002FP25001018 Date of Analysis / : 30-04-2025

JlaTa anaiaH3a

Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028

JlaTa npoH3BOACTBA I'ogen oo

Mfg. License No. / .

TporssoncTReHHasn : 63/RR/AP/96/F/R 11:'1;,‘ number: /HoMep .y ni(006292)-(PT-RU)

Junen3us Ne
Analysis performed according ND No / Anauus nposegen no HJI Ne: JIII-Ne(006292)-(PI'-RU)-190724
Page S of 6/ Ctp. 5136

Ilo 10 Tabnerox B Onucrepe wu3
Tpexcnoiinoit gonsru (OITA/AWIIBX) u
QIOMHUHUECBOR ¢oneru c
TepMOCBapHBAEMEIM JIAKOBEIM
MOKPBITHEM Ha 3aneyaTbiBaeMoi
CTOpOHe.

IIo 2, 5, 6, 10 GiauctepoB BMecCTe C
JIACTKOM~-BKJIAIBIIIEM B nayky
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. /

" . TIpOBOAMICH  LPOM3BOAMIENEM  LIPM  BbILYUKE  LEPUUAMYECRM: s Kamaoi 20-0d cepun uim
He menee 1 pasa B roz1. ITokaszaTens MOXKeT OBITE HE BKJIIOYEH B CepTH(HUKAT aHaNM3a GHPMEL.

API name / naumenoBauue ADC: Enalapril Maleate / Qnananpuna manear
INN / MHH: Enalapril / Snananpun
API manufacturer batch number / AERH002396
Homep cepun npoussogutens APC:
FP Manufacturer API Batch number / FBRA00673
Homep cepun cy6cranunu npounssoguress IJID:
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIpousBoautenar A®C, crpana: J-p Penau’ ¢ Jlabopatopuc JIta., MHaus
I\{ame, address., authorizatio.n No for FP manufacturing | Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p,
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
HaumeHoBaHue, agpec, JULEH3US AJIsI Malkajgiri District - 500090, Telangana State, India (license
IpousBoacTBenHas miomaaka / Ilnomaaka xoutpoas | No 63/RR/AP/96/F/R) / TIpou3BOICTBEHHOE MOApa3AcIcHHE-
Kkauectsa / [Lnowaaka Beinycka 11, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynauniu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykr cootBeTcTBYeT Tpeboranuam HJI 3akmwouenne: OJOBPEHO
Prepared by / ITonrotoeieHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- Onobpeno: Menemxep / Pykoroaurenn
Member Team Member Ajay Kumar - Quality Assurance- Team

L@é«— / Member A

A

Date / Jata: 30-04-2025 Date / ara: 30-04-2025 Date / Hata: 30-04-2025




L ..
Dr.Reddy’s Q?
CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
Ipoayxr: DHam® (Qnananpui), Tabaetku 10 Mr

Market / PoiHok : Russia / Poccus
Batch No. / : B2501228 Batch Quantity / . 492KG /492 KT
Cepus Ne Pazmep cepun

Analytical Report No. /

AHANNTHYECKHI oTYeT : 2002FP25001018 Date of Analysis / . 30-04-2025

Jarta ananuza

Date of Manufacture / - 11-04-2025 Date of Expiry / . 31-03-2028

Jara npon3BoacTBa Topen no

Mfg. License No. / .

IMpoun3BoACTBEHHASN : 63/RR/AP/96/F/R g;? number: / Homep : JII-Ne(006292)-(PI'-RU)

JunneH3us Ne
Analysis performed according ND No / Ananns nposegen mo HJI Ne: JIIE-Ne(006292)-(PT-RU)-190724
Page 6 of 6 / Crp. 6 m3 6
Buuiapok, Bauynanns Maunan, Meguan Manakamkrupu
Juctpukt — 500090, wrrar Tenanrana, Mupusa (JIuuensus 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/00573-2022 dt. 19 August 2022) 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».

3aKnl0YeHHe 0 cOOTBeTCTBHH: «HacToAmum s MOATBEPKIAKD, YTO IPUBEACHHAS BHIIIE HHOPMAUMS SBIAETCS AOCTOBEPHON
M TOYHOH. DTa cepus MpoJyKLMY NPOU3BEACHA (BKII0UAs YIAKOBKY (MapPKUPOBKY) H KOHTPOJb Ka4€CTBa) HA BBILIEYKa3aHHOH
MPOWAROIGTREHHNN  inomanke  (MTMOMATkax) R MOTHOM  COOTRETCTRUH ¢ TpeGosanuamu Ilpasun  magnexameit
TIPOM3ROCTBEHHOM NpakTuky EBpasuiickoro sxonoMudeckoro corosza (Ne GMP/EAEU/RU/00573-2022 ot 19 asrycra 2022) u
Tpe6OBAHUAMH KOHTPOJIS K29€CTBA JIEKAPCTBEHHEIX CPEICTB, a TAKXKEe B COOTBETCTBHM CO CTIELA(UKALMAMY, COACPHALIMMUCS
B PETHCTPALMOHHOM JIOChE CTPAaHBI-UMNIOPTEpa. 3aIiCH 0 IPOU3BOACTBY, YIIAKOBKE M QHAJIU3y NPOBEPEHBI, U YCTAHOBJICHO HX
cooTeeTcTBHE TpebopanuaM [IpaBui Hafnexalleil MpOU3BOICTBEHHOM NpakTHKH EBpasuiickoro 3kKOHOMHYECKOTO COKO3a).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
HNpumeuanne: ITpoaykr cooTBercTByET Tpebopanuam HIT 3axmouenne: OJJOBPEHO
Prepared by / [TonrorosieHo: Checked by / IIposepeno: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- OnoGpeHo: MeHemkep / PykoBoaurels
Member L—&é’—— Team Member Ajay Kumar - Quality Assurance- Team
Member I

A Y

Date / Harta: 30-04-2025 Date / lata: 30-04-2025 Date / Hara: 30-04-2025




