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" Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDOHNKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoaykr: Duam® (Onananpun), TabneTk 5 Mr
Market / Poinok : Russia / Poccua
Bateh Nos : B2500846 po e Quantiyd : 492 KG /492 KT
Cepust No Pazmep cepuu
Analytical Report No. / .
Ananwrsecinii oraer  : 2002FP25000745 DteofyAmalyzis ¢ : 30-03-2025

Jdara ananuza
Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028
JaTa npon3BoacTBa T'open o
Mfg. License No. /
IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R II\:I; number: / Homep : JIII-N2(006292)-(PT-RU)
Juuen3usa Ne
Analysis performed according ND No / Anaaus nposegen mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724

Page 1 of 6 / Ctp. 1 13 6

Ne | Test/IloxkazaTenan

Result / PesynabTaThl

Specification / Hopma

1 Description / Onucanune

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. /

Benele, kpyrisle, IIOCKHE TabaeTKu
CO  CKOWIGHHBIMH  KpasMM, ¢
tucHenneM "EMT" wHa  opHoif
ctopoHe u 1ubpoir "5" wm
pa3aeNUTENLHOM pHMCKOI Ha Jpyroit
CTOPOHE.

Ha nonepeunom paspese aapo 6enoro

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 unu mnouru 6Genble, KpYTible,
IUIOCKUE TabeTKH €O CKOIIEHHBIMH
KpasiMH, ¢ TucHeHHeM "EMT" Ha opHoH
cTopoHe U uudpoi "5 u pa3nenuTensHON
puckoil Ha Opyroii cropoHe. Ha
TIONEPEYHOM pa3pese sApo 6enoro MM
noytH 6eJ1oro LBeTa.

2 | Identification / UnenTuduxauus

HPLC /B2JXX

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. /

BpeMsi ynmep:KHBaHHS — OCHOBHOTO
MHKa Ha XpOMarorpamme
HCTIBITYEMOTO pacTeopa
COOTBETCTBYET BpEMEHU
yIepXKHMBaHUSA NHKa JHAJANpUIa Ha
XpoMaTorpamme CTaHAAPTHOrO
pacTBopa.

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 ynep:xuBaHusi OCHOBHOTO IUKa Ha
XpOMaTorpaMMe UCIBITYEMOTO PacTBOpa
IOJDKHO  COOTBETCTBOBATH  BPEMEHM
YACPXKHBaHUS [HKa SHAlampwia Ha
XpoMaTorpaMme CTaHIapTHOTO pacTBopa
(paznen «KonuuecteenHoe
ONpENCICHUEY ).

Remarks : The Product confirms to ND/
IIpumeuanue: Iponykt cooTBercrByeT TpeGopanusam HII

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

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

Member L&f;_,

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

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBomurens
Ajay Kumar - Quality Assurance- Team
Member n

Date / ata: 31-03-2025

Date / Tara: 31-03-2025

Date / ata: 31-03-2025
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 Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3IA

Product: Enam® (Enalapril) tablets 5 mg
I poaykr: Duam® (Duananpui), TabneTku 5 Mr

Market / Poinox : Russia / Poccus

Y : B2500846 Batch Quantity / : 492KG /492 KT

Cepns Ne Pasmep cepun

Analytical Report No. / .

AHajguTHYECKH 0TYeT : 2002FP25000745 DatEChANAIySisd] : 30-03-2025
Jara ananu3sa

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa nNpon3BoOACTBA Tonen mo

Mfg. License No. / .

Ipou3BoACTBeHHAS : 63/RR/AP/96/F/R 11243‘,* number: /Homep . 1y na(006292)-(PT-RU)

JHueH3zua No

Analysis performed according ND No / Anann3 nposegen no HJ[ Ne; JITI-Ne(006292)-(PT-RU)-190724

Page2 of 6/Crp.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 IMATHO Ha
XpoMaTorpaMMe HCHBITYeMOrO pacTBopa
OO/DKHO COOTBETCTBOBATH OCHOBHOMY
IATHY Ha XpOMaTorpaMMe CTaHZapTHOro
pactBopa.

3 Uniformity of dosage units /
OaHOpPOAHOCTH JO3MPOBAHHBIX

44744

The Acceptance Value (AV) should be
less than or equal to 15.0. / ITokazarens
npuemnemoctd (AV) momxed GHITE He

eTHHHUIL
6oinee 15,0.
4 Dissolution / PacTBopeHnue Unit-1 / Taba.-1 100% Not less than 80% (Q) of
- C2oH2sN205:C4H4O4 (Enalapril maleate)
Unit-2 / Ta6n.-2 e of the label claim in 30 min. / He menee
Unit-3 / Ta6a.-3 101% 80 % (Q) oT HOMMHAJIEHOTO COEPIKAHUsA
- P C20H28N205-C4H4O4 (:-)Hananpuna
Unit-4 / Tabn.-4 101% Maneat) yepes 30 MHH.
Unit-5 / Ta6n.-5 100%
Unit-6 / Tabn.-6 101%

5 Impurities / Ilpamecn

Enalaprilat / DHananpunat

Not detected / He oGHapy»eHa

Enalapril  diketopiperazine /

OHananphIia AKETONAIIepasHH Not detected / ne o6Hapyx«eHa
i mmp pritics /- Cymsta Not detected / He 06Hapyxena
npuMeceit

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

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

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

Remarks : The Product confirms to ND/
Ilpumeyanne: ITpoaykT cooTBeTcTBYET TpebosanHuam HJT

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

Member g

Checked by / IIposepeHo:
A. Susmitha - Quality control- Team

Member g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens
Ajay Kumar - Quality Assurance- Team
Member P

ez

Date / lata: 31-03-2025

Date / qata: 31-03-2025

Date / Tata: 31-03-2025
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' CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoayxr: Juam® (3nananpun), TabneTky 5 Mr

Market / Poinox : Russia / Poccus
HRtehiN.of : B2500846 LRI Ouan G . 492 KG /492 KT
Cepus Ne Paszmep cepun

Analytical Report No. /

Ananutuuecknit oraer  : 2002FP25000745 Latejolfsmalysisy : 30-03-2025

JlaTa ananu3a

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa npousBoacTBa Topen xo

Mfg. License No. /

TIpousBoacTBeHHAs : 63/RR/AP/96/F/R 2‘; number: /HoMep . ;77 no(006292)-(PT-RU)

JHneH3us Ne
Analysis performed according ND No / AHanu3 nposegen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page 3 of 6 / Ctp. 3 u3 6
6 Assay / KonuuecTBenHoe 5.04 mg/ 5,04 mr From 45mg to S55mg of
onpenejieHue : C20H2sN205-C4HsO4 (Enalapril
4 @O0 100:926) maleate) per tablet (90.0 % to 110.0 %
of the label claim). /
Or 4,5 MI' OO 5,5 M ConzsNzOs'C4H404
(sHamanpuna Mainear) B Tabnerke (oT
90,0 % nmo 110,0% or HOMHHANBHOrO
colepaHus).
7 Water / Bona 0.8%./0,8% Not more than 6.0 %. / He 6onee 6,0 %.

8 Microbiological purity* / Mukpo6uosiornyeckasi 4ucTora*

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

Count / Ob1mee YUCII0 a3pOOHBIX He 6onee 10° KOE/T.

MHKPOOpPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. /

moulds count / Ofmee yucno He 6onee 10?> KOE/T.

OPONOKEBBIX W IUIECHEBHIX

rpubos

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

9 Subdivision of tablets / Complies / CooTeercrByeT The tablets comply with the test, if not
OgHOPOAHOCTH MaCC MpU more than 1 individual mass is outside the
IejJeHUH TaGJieTOK 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. / Tabnerku
COOTBETCTBYIOT TpPeOOBaHHAM, €CIIM He
bosiee 1 emuHM4YHAs Macca OTKJIOHAETCA

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

TIpumeuanue: ITponykT cooTBeTCcTBYET TpeGoBanusam HJI 3akawuenne: OJOBPEHO

Prepared by / ITlogrotrorneno: Checked by / ITposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Onobpeno: Menemxkep / PykoBoaurens

Member Member Ajay Kumar - Quality Assurance- Team

"'g;ﬂ—/ @’ Member ~
' el
Date / Jata: 31-03-2025 Date / Hata: 31-03-2025 Date / Jata: 31-03-2025
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaykr: Dnam® (OHananpun), Tabnetku 5 Mr

Market / Prinox : Russia / Poccus

Jeatchiga/ . B2500846 Batch Quantity / . 492 KG /492 KT

Cepust Ne Pasmep cepun

Analytical Report No. / .

Ananuruseckuii oraer  : 2002FP25000745 DateofAnalysis) : 30-03-2025
JlaTra ananmnza

Date of Manufacture / : 07-03-2025 Date of Expiry / . 29.02-2028

Jara nponseoacrsa T'ogen no

Mfg. License No. /

TponssoacTRenyas : 63/RR/AP/96/F/R g’; number: /Homep . 1y %(006292)-(PT-RU)

JuueH3us Ne

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

Page 4 of 6/ Crp. 4 u3 6

3a npenenst 85 % - 115 % ot cpenneii
Maccel. TaGleTkH He COOTBETCTBYIOT
TpeboBaHusaM, ecnd Oojee dyem 1
HHIVBUAYaIbHAA Macca OTKIOHIETCS OT
S3THX  TNpemeNioB MM, ecad 1
HHIVBUYyaJIbHAsl Macca OTKJIOHAeTCs 3a
mpexensl 75% - 125% or cpemHel
MaccChl.

Package / Onucanue
YINAKOBKH

10

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 Tabnerox B OaHcrepe u3

TPEXCIOHHOM ¢doneru
(OITA/An/TIBX) u amOMHHHEBOI
¢donerd ¢ TepMOCBapHUBAEMBIM
JIAKOBBIM MOKPBITHEM Ha

3ane4yaTbiBaeMoil CTOpOHe.
ITo 2 Gnucrepa BMecTe € ITHCTKOM-
BKJTAJIBIIIIEM B MAYKY KapTOHHYIO.

Tablets 2.5 mg
10 tablets in blister of three-layer foil

(OPA/AV/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 hlisters and patient information

leaflet in a carton pack. /
Tabnemxu 2,5 m2

ITo 10 Tabnerox B Oaucrepe H3
TpexcnoliHoit gonsru (OITA/A/TIBX) u
aJIFOMHHUEBOMH doneru c
TEPMOCBAPUBACMBIM JIaKOBBIM
MOKPBITHEM Ha 3are4yaTbIBacMOM
CTOpOHe.

Ilo 2 Oaucrepa BMECTE C JIHCTKOM-
BKJIAJIBIIIEM B MTAYKy KaPTOHHYIO.
Tabnemxu 5 m2, 10 m2, 20 m2

Remarks : The Product confirms to ND/

IIpumeyanue: ITpoayxT cooTBeTcTBYeT TpeboBanuamM HJI

Conclusion : APPROVED /
Jaxaouenne: OJJOBPEHO

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

Member g

A.

Checked by / IlposepeHo:

Member @_’/

Susmitha - Quality control- Team

Approved by: Manager/Executive /

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

n

Date / Mara: 31-03-2025

Date / data: 31-03-2025

Date / Tara: 31-03-2025
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' CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
TIpoaykr: DHam® (Duananpmn), TabneTky 5 mMr

Market / Poinok : Russia / Poccus
g (CHEN : B2500846 Kptclisuanityl) . 492 KG /492 KT
Cepusi Ne Pazmep cepnu

Analytical Report No. /

AnanuTideckuii oraer  : 2002FP25000745 iatejoffimalysis : 30-03-2025

JlaTa aHanmuza

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

I[a'ra IPpOH3BOACTBA l"ouen pifo)

Mfg. License No. / .

Tlpon3BojCTBeHNAR : 63/RR/AP/96/F/R 11![)‘,‘ number: /HoMep . 1y 3o(006292)-(PT-RU)

JIHIeH3Hsa Ne
Analysis performed according ND No / Anauu3 nposeaed mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724
PageSof 6 /CTp. 513 6

ITo 10 Tabnmerox B Onuctepe U3
Tpexcnoiinoil poneru (OITA/AN/TIBX) u
AMOMHUHUEBOH donbru c
TEPMOCBapHBAEMBIM JIAKOBHIM
MOKPBITHEM Ha 3aneyarbiBaeMoit
CTOpOHE.

ITo 2, 5, 6, 10 OnucrepoB BMecTe C
JICTKOM-BKJIa/IBIIIEM B MavuKy
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. /

* - TlpopomuTcs  NPOM3BOAMTENIEM NPHU  BHITYCKE NEPHMOAMYECKM: Ui Kaxkaoi  20-of  cepun WM
He MeHee 1 pasa B rog. ITokasarens MoXkeT OBITH HE BKIIIOYEH B cepTH(UKAT ananu3a GupMel,

API name / HaumeHoBanne ADC: Enalapril Maleate / DOnananpuna Manear

INN/ MHH: Enalapril / SHananpun

API manufacturer batch number / AERH002396

Howmep cepuu npoussogutensst AOC:

FP Manufacturer API Batch number / FBRA00673

Homep cepuu cyGeranuuu nponssoautes IJID:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /

IIpoussoautens A®C, crpana: H-p Pennu’c Jlabopatopuc JIta., Uunus

1\.Iame, address., authorizatio.n No for FP manufacturing | Formulation Tech Ops - 11 Survey No. 42p, 43, 44p, 45p, 46p,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HauMeHoBaHHe, afpec, JHUEH3Us JJIs1 Malkajgiri District - 500090, Telangana State, India (license

TpoussoacTEenHas miomaaka / Iltomanka xourpoass | No 63/RR/AP/96/F/R) / TIpoussoACTBEHHOE NOAPA3ENEHHE-

KkavecrBa / [Liomaaxa Beimycka II, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau

Busnamxk, bauynannu Manaan, Mendan ManakaJukrupu

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

ITpumeuanne: IlpoaykT coorBercTByet TpebopaHaM HJI 3akawuenne: OJOFPEHO

Prepared by / ITogroroBneHo: Checked by / ITpoeepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Omobpeno: Menemxep / PykopoauTens

Member Member Ajay Kumar - Quality Assurance- Team
LZ%;’ @ Member ~

Date / dara: 31-03-2025 Date / JaTta: 31-03-2025 Date / Jara: 31-03-2025
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' CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Hponyxr: Dnam® (Onananpun), Tabnetku 5 Mr

Market / Prinok : Russia / Poccus

B N : B2500846 Baich Quantity / : 492 KG /492 KT

Cepust Ne Pazmep cepuu

Analytical Report No. / .

Ananutauecinii oraer  : 2002FP25000745 PDate of Analysis / : 30-03-2025
Jara anannza

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa npousBoacTBa Toaen no

Mfg. License No. / i

TIpousBoAcTBeHHAs : 63/RR/AP/96/F/R 11:1;,‘ number: /Homep . 1y N(006292)-(PT-RU)

JiuneHinga Ne

Analysis performed according ND No / Anaan3s nposeaen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page 6 of 6/ C1p. 6 u3 6

Huctpurr — 500090, wrar Tenanrana, Manus (JTuneHsus 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(e) 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».

3akt04eHne 0 cooTBeTcTBMH: «HacTodmumM s MOATBEPKAAKD, YTO NPUBEICHHAs Bbiure uHGOpMALIUs SBNSAETCA JOCTOBEPHOM
M TOYHOH. OTa cepHs NMPOAYKUMH NMPOU3BEACHA (BKIIF0Yas YIIaKOBKY (MapKHPOBKY) M KOHTPOJIb KaueCTBa) Ha BHIIIEYKa3aHHOU
MPOMU3BOACTBEHHOH IUIomaake (TUIOmMAanxKax) B IOJHOM COOTBETCTBHM ¢ TpeOoBaHuAMHU IlpaBun Hajjexainei
TpOM3BOJCTBEHHOH MpakTHKU EBpasuiickoro skoHoMudeckoro cor3a (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022) u
TpeOGOBaHUAMHU KOHTPOIS Ka4eCTBa JIEKAPCTBEHHEIX CPENCTB, a TAKIKE B COOTBETCTBHU CO CHELU(PUKALIHIMH, CONEPKAIMUMHUCST
B PETHCTPAUMOHHOM JOChE CTPaHBI-UMITOPTEPA. 3alIUCH 110 MIPOU3BOICTRY, YITAKOBKE U aHAJNIH3Y IPOBEPEHEL, U YCTAHOBIIEHO MX
cooTtBeTcTRME TpeboBaHUAM ITpaBun Hapnexameii NPOH3ROACTBEHHOM PAakTHKU EBpa3uiickoro 3KOHOMUYECKOTO COFO3ay.

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

Ilpumeuanne: Ilpoaykr coorseTcTBYET TpebopanusM HJJ 3axmodenne: OJOBPEHO

Prepared by / IToaroroeneHo: Checked by / ITposepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Ono6peno: Menemxep / Pykopoaurens
Member Ajay Kumar - Quality Assurance- Team

Member
L@/ :@- Member N
&)

Date / Tata: 31-03-2025 Date / Tara: 31-03-2025 Date / qara: 31-03-2025




