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Dr.Reddy’s Q%.‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A

Product: Enam® (Enalapril) tablets 5 mg
IMpoaykt: DHam® (DHananpun), TabueTkH 5 Mr
Market / Poinok : Russia / Poccus
Batch No./ : B2501585 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pasmep cepun
Analytical Report No. / .
Amanutuuecknii otuer  : 2002FP25001282 Date of Analysis / : 31-05-2025
JlaTa aHanu3za
Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028
JlaTa npousBoacTsea T'onen no
Mfg. License No. / .
T DS —— : 63/RR/AP/96/F/R 11:{;,‘ number: /Homep . ppy 3 006292)-(PT-RU)
JuieH3ns Ne
Analysis performed according ND No / Ananus npogenen mo HJ Ne: JITI-Ne(006292)~-(PT-RU)-190724

Page1 of 6/ Crp. 1136

Ne | Test/Iloka3zarenn Result / PesyabTaThl Specification / Hopma

1 Description / Onucanne 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 "5" and a break line | one side and number "5" and a break line
on the other side. Cross Cut |on the other side. Cross Cut Description:
Description: White core. / White to off white core. /
Benwie, kpyrable, miockue Tabnerku |bemsle wnu nmodtu Oenble, Kpyrible,
CO  CKOLIGHHBIMH  KpasMM, C |IUIOcKMe TableTKH CO CKOIIEHHBIMH
tucHenueM "EMT" Ha opnHoll |kpasmu, ¢ THcHeHHeM "EMT" Ha omHoM
ctopoHe W Imubpoit "5 u |cTopoHe u 1Mbpoi "5 U pa3AeNUTENLHON
pasoenuTenbHON puCcKolf Ha Apyroi |puckoifi Ha mgpyroi croporHe. Ha
CTOpOHE. TIOTIEPEYHOM pas3pese sapo Oenoro umu

o4ty 6eJI0ro BETA.

Ha nonepeuHoM paspese sapo 6enoro

2 | Identification / UnenTanduxanuns

HPLC/BOXX

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. /
Bpema ynepxuBaHMA OCHOBHOIO

nuKa Ha XpOMarorpamme
HCIBITYEMOTO pactBopa
COOTBETCTBYET BpeMeHH
yAEP)KUBAHHS THKa JHANANpuila Ha
XpOMaTorpamMmme CTaHIaPTHOTO
pacTtBopa.

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 yIep>XUBaHHs OCHOBHOTO NIMKa Ha
XpoMarorpaMMe HCIILITYyEMOTO pacTBOpa
JOJDKHO  COOTBETCTBOBATb  BPEMEHH
YOSPKHBaHWs THKAa DHHANANMpuia Ha
XpOMaTorpaMMe CTaHAAPTHOTO pacTBopa
(paznen «KonnyectBeHHOE
OmpeNeNeHHe ).

Remarks : The Product confirms to ND/

IIpumeuanue: IpoaykT cooTBeTcTRBYET TPeboBaHUsIM H]I

Conclusion : APPROVED /
3akaiouenne: OJIOBPEHO

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

Member g

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

&

Approved by: Manager/Executive /

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

Al

s

Date / Tara: 31-05-2025

Date / Jata: 31-05-2025

Date / Tata: 31-05-2025
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D}'. Reddy’s ‘?:'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3IA

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

Market / PoiHok : Russia / Poccus

Batch No./ . B2501585 Batch Quantity / . 492 KG /492 KT

Cepust No Pa3zmep cepun

Analytical Report No. / .

AnanuTnyecknii otaer  : 2002FP25001282 Date of Analysis / : 31-05-2025
Jlara ananuza

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoACTBA ToneH no

Mfg. License No. / .

TIponsBoaCTBeHHAs : 63/RR/AP/96/F/R 11:4;‘ number: /Homep . yypy 3u006292)-(PT-RU)

JuueH3ns Ne

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

Page 2 of 6 / CTp.2 13 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 IIATHO Ha
XpOMaTorpaMMe HCIEITYEMOro pacTBOpa
IOIDKHO COOTBETCTBOBATE OCHOBHOMY
[ATHY Ha XPOMATOTpaMMe CTaHIAapTHOTO
pacTBopa.

Uniformity of dosage units /
OaHOpoIHOCTDH 103HPOBAHHBIX
eNHHNI]

34/34

The Acceptance Value (AV) should be
less than or equal to 15.0. / [loxazaTens
mpuemiieMoctd (AV) HOIDKEH OBITH He
6onee 15,0.

Dissolution / PacTBopenne

Unit-1/ Ta6m.-1 99%

Unit-2 / Ta6n.-2 98%

Unit-3 / Ta6n.-3 98%

Unit-4 / Tabx.-4 101%

Unit-5 / Ta6n.-5 100%

Unit-6 / Tabn.-6 101%

Not less than 80% (Q) of
C20H2s1N205'CsH4O4  (Bualapril 1nalealc)
of the label claim in 30 min. / He meHee
80 % (Q) OT HOMHHATILHOTO COACPXAHUA
ConzsNzOs'C4H404 (3Ha.nar1pn.11a
Manear) 4epe3 30 MUH.

Impurities / IIpumecu

Enalaprilat / DHananpunar

Enalapril  diketopiperazine /
OHananpuia JUKeTOIMIEpa3uH

Total impurities /
npuMeceit

Cymma

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

Not detected / He 0OHapyxeHa

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: IIpomyKT cOOTBETCTBYET TpehoBauuaM HJI

Conclusion : APPROVED /
Zaxawuenne: ONOBPEHO

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

B

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

Team Member é‘

Approved by: Manager/Executive /

Onobpeno: Meremxkep / PykoBoaure)ib
Ajay Kumar - Quality Assurance- Team
Member

(A

esd

Date / Tara: 31-05-2025

Date / [Tata: 31-05-2025

Date / Hata: 31-05-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoaykr: Daam® (Dnananpwn), TabIeTKu 5 Mr

Market / Poinok : Russia / Poccus

Batch No./ : B2501585 Batch Quantity / . 492 KG /492 KT

Cepus Ne Pasmep cepun

Analytical Report No. / .

AnanuTusecknii otyer 1 2002FP25001282 Date of Analysis / . 31-05-2025
Jara aHanu3za

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JIaTa Npou3BOACTBA Togen 1o

Mfg. License No. / .

TIpou3BoACTBEHHAS : 63/RR/AP/96/F/R i\fs‘,‘ number: /Homep .y . 006292)-(PT-RU)

JIHueH3Hs No

Analysis performed according ND No / Ananns nposeae nmo HI{ Ne

: JII-Ne(006292)-(PT-RU)-190724
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6 Assay / KoauuyecTBeHHOe

onpeaesyieHue

5.03 mg/ 5,03 Mr
(100.6% / 100,6%)

From 45mg to 55mg of
ConngzOs‘C4H404 (Enalapril
maleate) per tablet (90.0 %to 110.0 %

of the label claim). /

Ot 4,5 MI" O 5,5 Mr CyoH2sN205-C4H4O4
(sHananpwia Mmanear) B Tabnetke (OT
90,0 % mo 110,0 % oT HOMWHANBHOTO
COMEPIKAHHUS).

7 Water / Bona

0.9%/0,9%

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

Microbiological purity* / Mukpo6uonoru4yeckas 4HcToOTa*

a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /
Count / O61uee Yyucio aspoGHBIX He Gonee 10° KOE/T.
MUKDOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. /
moulds count / Obmee ducio He Gonee 102 KOE/T.
IOPOMOKEBEIX M IUIECHEBBIX

rpudoB

c) Escherichia Coli Not Applicable Shall be absent in 1 gram. /

OtcyrcTeue B 1 T.

9 Subdivision of tablets /
OasopogHOCTE Mace NpH
JIeJICHHH Ta0J1eTOK

Complies / CooTBeTCTBYET

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 ic outside the limits of 75 % to
125 % of the average mass. / TabneTku
COOTBETCTBYIOT TpeOOBaHWIM, €CIM HE
Oonee 1 emuHmYHasg Macca OTKIIOHAETCS

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpoxykT cOOTBETCTBYET TpeboBarusaM HJI

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

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

Member l—z%’/

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

Team Member %

Approved by: Manager/Executive /
Ono6Gpero: Menemxep / PykoBoaurenb
Ajay Kumar - Quality Assurance- Team
Member n

v

Date / Hara: 31-05-2025

Date / Jara: 31-05-2025

Date / Hara: 31-05-2025
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIMU3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoaykr: Dnam® (Suananpun), TabneTky 5 Mr

Market / PoiHOK : Russia / Poccus

Batch No./ : B2501585 Batch Quantity / . 492 KG /492 KT

Cepusi Ne Pa3zmep cepun

Analytical Report No. / .

AmanuTiueckuii otaer  : 2002FP25001282 Date of Analysis / : 31-05-2025
JlaTa aHanusa

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npoM3BOACTBA T'onen no

Mfg. License No. /

IIpousBoaCTBeHHas : 63/RR/AP/96/F/R 11\)/13? number: /HoMep .y 3 (006292)-(PT-RU)

JuneH3nst Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JIIT-Ne(006292)-(PI™-RU)-190724
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3a mpepensl 85 % - 115 % ot cpenneit
Maccel. TableTkKd He COOTBETCTBYIOT
tpeboBanmaM, ecau OGomee 4vem 1
HHIUBUIyaJIbHAs Macca OTKIOHAETCA OT
STHX  mpefenoB  WiH, ecmm 1
MHAMBUAYaIbHAs Macca OTKIOHAETCA 3a
mpemenst 75 % - 125% ot cpeaHei
MAaccCHI.

10 | Package / Onucanne

YIaKOBKH

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
leafiet in a carton pack. /

Ilo 10 Ttabneroxk B Onucrepe u3

TPeXCIOHHOH ¢donberu
(OIIA/AnTIBX) ¥ amOMHHHEBOM
¢omeTH ¢ TEpMOCBapUBAEMBIM
JIAKOBBIM HOKpPBITHEM Ha

3aregaThIBaeMO CTOPOHE.
ITo 2 Gnuctepa BMECTE € JIHCTKOM-
BKJIABIIIEM B Na4Ky 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 blistets and patlent Information leallet 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. /
Tabaemku 2,5 m2
ITo 10 Tabmetok B Onmcrepe U3

Tpexcroiinoit donsru (OITA/ANTIBX) un

ATFOMHHUEBOH ¢donbru c
TEPMOCBaPHBAEMBIM JIAKOBBIM
MOKPHITHEM Ha 3are4aThIBAEMOM
CTOpOIIe.

Ilo 2 Onmcrepa BMECTE C JIHCTKOM-
BKJIQJIBIIIEM B MUKy KapTOHHYIO.
Tabnemrxu 5 m2, 10 me, 20 m2

Remarks : The Product confirms to ND/

TIpumeuanue: [pooykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

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

Member g

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

Team Member lg

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pyxosogurens
Ajay Kumar - Quality Assurance- Team
Member

<

Date / Jata: 31-05-2025

Date / Tata: 31-05-2025

Date / TaTta: 31-05-2025
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CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'.

CEPTUDPUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
Hpoayxr: Duam® (Suananpwmn), TabneTky 5 Mr

Market / PuiHok : Russia / Poccus

Batch No./ . B2501585 Batch Quantity / . 492 KG /492 KT
Cepusa Ne Pasmep cepnu
Analytical Report No. / .
AnannTuueckuii oaer  : 2002FP25001282 Date of Analysis / . 31-05-2025
JlaTa anann3sa
Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028
JlaTta npou3BOACTBA T'onen no
Mfg. License No. / .
TIpousBoacTBEHHAs : 63/RR/AP/96/F/R g;‘,‘ number: /HoMep . ;3 006292)-(PT-RU)
Jnien3us Ne

Analysis performed according ND No / Ananus nposeen mo HJI Ne: JINT-Ne(006292)-(PI'-RU)-190724
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Ilo 10 Tabmetok B Onmcrepe U3
tpexcnoiinoit donsru (OIIA/AWIIBX) u
AMOMHWHUEBON thonsru c
TEpMOCBaPHUBAEMbIM JIaKOBBIM
TOKPBITHEM Ha 3aneqarslBacMoit
CTOpOHE.

ITo 2, 5, 6, 10 OGnucTepoB BMecTe €
JIICTKOM-BKJIAIBIIIIEM B TIayKy
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. /

* - [lpoBogutcid  IPOU3BOAUTENEM

Ipu

BBIITYCKE

mepHoONMYecKd: - gnd  Kaxnmoid  20-off  cepum

He MeRee | paza B raqt TInkazaTenrk MOweT ARITH HP RETINUAH R renTUAARAT AHATIVRA M

API name / HaumeHoBaHue ADC:

Enalapril Maleate / Dnananpuna Maneat

Homep cepun cy6cTanunn npounssoantens IJID:

INN / MHH: Enalapril / Sxananpun
API manufacturer batch number / AERH002663
Homep cepuu npoussoauTens AQC:

FP Manufacturer API Batch number / FBRA00674

API Manufactured by & country /
Mpouseoaurens ADC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
I-p Penpauc Jlaboparopuc JIta., Hanus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

IlaumeHOBaHUE, a/Ipec, IHUEH3HA AJA
IIpon3BoacTBeHHas niiowanxa / Ilnomaaka KOHTPOIs
kadecTBa / [Inomagka Beinycka

Formulation Tech Ops - IT Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license
No 63/RR/AP/96/F/R) / TIpon3BoACTBEHHOE NOAPA3/ACICHHE-

I1, Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu

Bunamk, bauynaymmu Mangan, Mendan Manakakrupu

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTcTRyeT TpeboBaHmsIM H]{

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

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

Member \ g

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

Team Member ! ;*

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopogurens
Ajay Kumar - Quality Assurance- Team
Member £

A

Date / Tata: 31-05-2025

Date / Tata: 31-05-2025

Date / Tata: 31-05-2025

nin
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CERTIFICATE OF ANALYSIS

| Do
Dr.Red dy’s Q'.. CEPTUDHNKAT AHAJIVI3A

Product: Enam® (Enalapril) tablets 5 mg
Hpoayxr: Duam® (OHananpui), TaGIETKH 5 M

Market / PeiHOK : Russia / Poccus
Baich No./ : B2501585 Batch Quantity / . 492 KG /492 KT
Cepus Ne Paszmep cepuu

Analytical Report No. /

AmuanuTuueckuii oruer  : 2002FP25001282 Date of Analysis / . 31-05-2025

JlaTa ananusa

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa NpoH3BOACTBA Tonen no

Mfg. License No. / .

IIpoM3BOACTBEHHAS : 63/RR/AP/96/F/R 11;43‘,* number: /Homep . ;yy %(006292)-(PT-RU)

JInleH3us Ne

Analysis performed according ND No / Ananus nposegen nmo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724
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JTuctpukt — 500090, mrat Tenanrana, Maaus (JIunessus 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».

3akao4enne o0 cooTBeTeTBUM: «HactosmuM s moATBEpkIal0, YTO IPUBEICHHAs BBIIIE HHPOPMALs ABIACTCA NOCTOBEPHOM
Y TOYHOM. DTa cepus MPOMyKUMH MPOU3BENeHA (BKII0YAs YIIAKOBKY (MapKUPOBKY) U KOHTPOJb KaJeCTBA) Ha BHIIICYKa3aHHOM
[POM3BOACTBEHHOM Iomagke (IUIOIIAfKaX) B TIOJHOM COOTBETCTBUM ¢ TpeboBaumamu IlpaBun  Hamexamen
pOM3BOJICTBEHHOM pakTuku EBpazuiickoro skoHoMudeckoro cowosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aprycra 2022) u
TpeGOBaHMIMH KOHTPOJIS KA4eCTBa JIEKAPCTBEHHBIX CPENCTR, 4 TAKXKE B COOTBETCTBHM CO CIICIHPUKALMAMH, CONEPKAMMHUCS
B PETMCTPALIHOHHOM JOCHE CTPAHBI-HUMIIOPTEpPA. 3aNKCH TIO POUIBONCTRY, YIIAKOBKE H aHAIU3Y NPOBEPEHEI, K YCTAHOBIEHO UX
cooTBeTCTBHE TpeboBanuaM [IpaBw Haanexariei Npou3BOJCTBEHHOI NpakTHKK EBpasuiickoro 3KGHOMHUYECKOTO COH03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeyanue: IIpogyKT cooTBETCTBYET TpebopanmiM HJJ 3akniodenue: OJOBPEHO

Prepared by / IToaroTosneHo: Checked by / ITpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna - Quality control- Ono6peno: Menemxep / PykoBoaurenb

Member Team Member Ajay Kumar - Quality Assurance- Team
\‘Tgf/ fg Member (,LT

Date / Nara: 31-05-2025 Date / Tata: 31-05-2025 Date / lara: 31-05-2025




