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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoayxt: Duam® (DHananpui), TableTkH 5 Mr

JIMIeH3usa Ne

Market / Poinok : Russia / Poccust
Batch No./ : B2500846 Batch Quantity / : 492 KG /492 KT
Cepust Ne Pazmep cepun
Analytical Report No. / .
AmanuTaveckuii otaer  : 2002FP25000745 Date of Analysis/ : 30-03-2025
JlaTa anannsa
Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028
JlaTa npousBoacTBa I'ogen no
Mfg. License No. /
TIpoHu3EOACTBeHHAs : 63/RR/AP/96/F/R :Isf\ number: /Homep . vy 3%006292)-(PT-RU)

Analysis performed according ND No / Anann3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page1 of 6/Crp. 1 u3 6

Ne | Test/IloxazaTean

Result / PesynbTaThI

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. /

Benrle, xpyrnele, miockue TabIeTku
CO  CKOUIEHHBHIMH  KpasMH, C
TucHeHueM "EMT" Ha  ojHoif
cropore u mudpoir "S" m
pa3denuTeNbHON PHCKOM Ha ApYroi
CTOpOHe.

Ha nonepeunom paspeae sapo 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. /

Benpte win mnoutH Oenble, Kpyrible,
IVTOCKME ~ TabNeTKH cO CKOUIEHHBIMU
kpasimy, ¢ TucHeHueM "EMT" Ha onHol
cTopoHe U 1udpo "5 U pazaeauTenLHOR
puckoii Ha gApyrod cropoHe. Ha
TIONIEPeYHOM paspese sapo Oernoro Winu
noyTH Oesoro UBeTa.

2 Identification / MaenTnduxanus

HPLC/BO)XX

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 yOepKHBaHHS OCHOBHOTO

nHKa Ha XpoMmarorpamMmMe
HCIIBITYEMOTO pacTtBopa
COOTBETCTBYET BpEMeHU
YOEpKUBaHUS IMHKa SHAJANpWia Ha
XpoMarorpamMme CTaHZAaPTHOTO
pacTBoOpa.

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"). /
Bpewms yaep)kuBaHHs OCHOBHOTO ITMKa Ha
XpOMaTOrpaMMe MCIBITYEMOro PacTBOpa
JOJDKHO ~ COOTBETCTBOBATh  BPEMEHH
yOepKMBaHHMS [HKa OJHaJalOpuia Ha
XpoMaTorpaMmMe CTaHOapTHOTO PacTBOpa
(pasmen «KonnyectBeHHO®
OIpeseNeHHe).

Remarks : The Product confirms to ND/

ITpumeuanne: TIponyKT cooTBeTcTBYET Tpeboranusam HIT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

D. Latha- Quality control- Team A.

Prepared by / [ToarorosneHo: Checked by / IIpoeepeHo:

Member 1 g Member Q/

Approved by: Manager/Executive /
Susmitha - Quality control- Team | Ogo6peHo: Menemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member ~

Date / Jarta: 31-03-2025 Date / Tata: 31-03-2025

Date / lata: 31-03-2025
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoaykt: Dnam® (Duananpun), TabneTkH 5 Mr

Market / Poinox : Russia / Poccus

ROy : B2500846 EatchiOuantityy . 492 KG /492 KT

Cepus No Pazmep cepuu

Analytical Report No. / .

Ananuthyeckmii oTaer  : 2002FP25000745 Date of Analysis / : 30-03-2025
JlaTa anann3a

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

JlaTa npon3BoACTBA Togen xo

Mfg. License No. /
TIpou3BoacTBeHHAS
JIHueH3us Ne

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

PY

MA number: / Homep

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

Analysis performed according ND No / Auann3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724

Page2 of 6 /Ctp. 2 M3 6

2b | TLC/TCX

Complies / CooTeTcTByeT

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHoe IATHO Ha
XpOMAaTOrpaMMe HCHEITYEMOro pacTBopa
MOMKHQ  COOTRETCTRORATR  QCHORHAOMY
MATHY Ha XpOMarorpaMMme CTaHIapTHOTO
pacTBopa.

3 Uniformity of dosage units /
OAHOPOTHOCTH JO3HPOBAHHBIX

44744

Jless than or equal to 15.0. / TloxazaTens

The Acceptance Value (AV) should be

npuemiiemoctt (AV) mopkeH OBITE He

eAMHHUT
6ouee 15,0.
4 Dissolution / PacTBopeHue Unit-1 / Ta6mn.-1 100% Not less than 80% (Q) of
. C20H2sN205-C4sHsO4 (Enalapril maleate)
Unit-2 / Tabn.-2 9% of the label claim in 30 min. / He menee
Unit-3 / Ta6mn.-3 101% 80 % (Q) oT HOMHHAJIEHOTO COIEP’KaHUA
- C20H28N205:C4H4O4 (oHamarnpuna
Unit-4 / Tabn.-4 101% Maneat) yepes 30 MHH.
Unit-5 / Ta6bn.-5 100%
Unit-6 / Tabn.-6 101%

5 Impurities / IIpumecu

Enalaprilat / Dnananpunat

Enalapril  diketopiperazine /
DHananpuna IMKeTonunepasuH

Total impurities /
npumMeceit

Cymma

Not detected / He o6HapyxeHa

Not detected / He o6Hapy»xeHa

Not detected / He o6HapyxKeHa

Not more than 1.5 % / He Gonee 1,5 %

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

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

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT coorBeTcTBYET TpeboBanusm HI

Conclusion : APPROVED /
3axmwouenue: OJJIOGPEHO

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

Member g

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

Member @/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTesns
Ajay Kumar - Quality Assurance- Team
Member ~

A4

Date / lata: 31-03-2025

Date / Tara: 31-03-2025

Date / Tata: 31-03-2025
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Dr.Reddy’s ‘;’
CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
Hponyxr: DHam® (DHananpun), Tabnetkn 5 Mr

Market / Poinok : Russia / Pocens
Batch No. / . B2500846 Batch Quantity / . 492 KG /492 KT
Cepns Ne Pa3zmep cepun

Analytical Report No. /

AnannTHeckmii orger  : 2002FP25000745 alsiolanalysisy - 30-03-2025

Mara anannsza

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29-02-2028

JlaTa npou3BoACTBa T'ozen go

Mfg. License No. /

TIpou3BoacTBeRHAs : 63/RR/AP/96/F/R 1;,’[; number: /Homep . 1y %(006292)-(PT-RU)

JuneH3usi Ne
Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page 3 of 6/ Crp.3 u3 6

6 Assay / KoaudecTBeHHOE 5.04 mg/ 5,04 Mr From 45mg to 55mg of
onpejeneHHe ' o o C20H28N205C4HaO4 (Enalapril
(100.9%/100,9%) maleate) per tablet (90.0 % to 110.0 %
of the label claim). /
Or 4,5 MTI' 10 5,5 Mr CaoH2sN20s5-C4HsO4
(oHamanpuna Maneat) B Tabnerke (OT
90,0 % mo 110,0 % OT HOMHHAJIBEHOTO
COZlepKaHuA).
7 Water / Boaa 0.8%/0,8% Not more than 6.0 %. / He 6onee 6,0 %.

8 Microbiological purity* / Mukpo6nosoruyeckas yucrora*

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

Count / Ob1mee YHCIO a3pOBHBIX He Gonee 10° KOE/T.

MHKpPOOPTaHU3MOB

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

moulds count / Obfmee uucno He 6onee 10? KOE/T.

IOPOMOKEBBIX M IUIECHEBBIX

rpubor

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

9 Subdivision of tablets / Complies / CooTBeTcTBYET The tablets comply with the test, if not
OaHopoxHOCTE Mace NpH more than 1 individual mass is outside the
JAeNeHHHu Ta6IeTOK 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 TpeOOBaHMSAM, €CITH He
6onee 1 eguHMYHAs Macca OTKJIOHAETCS

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

IIpnmeyanue: IIpoaykt coorBercTBYeET TpeboBaHusIM HJI 3aknrouenne: OJJOBPEHO

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

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Omobpeno: Menenxep / PykoBogutens

Ajay Kumar - Quality Assurance- Team

Member Member @/v
: Member
@— M
A
Date / Hata: 31-03-2025 Date / data: 31-03-2025 Date / Tara: 31-03-2025




Dr.Reddy’s Q,.-
' CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoayxr: Duam® (QHananpmi), TabNeTKu 5 Mr

Market / Poinok : Russia / Poccust
BRICLINON : B2500846 Batch Quantity / : 492 KG /492 KT
Cepnsa Ne Pa3mep cepun

Analytical Report No. /

AHANHTHYECKHi 0TYeT : 2002FP25000745 Dateolpnalysis : 30-03-2025

Jara ananuza

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

JlaTa mpon3BoacTBa T'open o

Mifg. License No. /

IIponzBoacTBeHHAs : 63/RR/AP/96/F/R :I;& HNEIBEEE: EIORED : JIII-Ne(006292)-(PT'-RU)

JHnen3usi Ne
Analysis performed according ND No / Anajau3s nposegen mo HI Ne; JITI-Ne(006292)-(PI'-RU)-190724

Page 4 0of 6/ Crp. 4 m3 6
3a mpenens! 85 % - 115 % ot cpenuei
Maccel. TabneTku He COOTBETCTBYIOT
TpeOoBaHusM, eciu Gomee uem 1
WHIUBHAyaJIbHAs Macca OTKJIOHAETCA OT
3THX  TipefeNnoB  wid, ecnmd 1
HHIMBHUIYallbHAs Macca OTKIIOHSAETCA 32
npegensl 75 % - 125 % ot cpenneit

MAacchlL.
10 | Package / Onucanue 10 tablets in blister of three-layer foil | Tablets 2.5 mg

YIaKoOBKH (OPA/AI/PVC) foil and Aluminum |10 tablets in blister of three-layer foil
foil with heat seal lacquer coating on | (OPA/AI/PVC) foil and Aluminum foil
the sealing side. with heat seal lacquer coating on the
2 blisters and patient information |sealing side.
leaflet in a carton pack. / 2 blisters and patient information leaflet in
ITo 10 Tabnerok B Onmcrepe w3 |a carton pack.
TpexcioiiHoH doneru | Tablets 5 mg, 10 mg, 20 mg

(OITA/ATIBX) u amomunueroit |10 tablets in blister of three-layer foil
donsru ¢ TtepmocBapuBaemsiM | (OPA/AI/PVC) foil and Aluminum foil

JIAaKOBBIM MOKPBITHEM Ha |with heat seal lacquer coating on the
3arneyaTbiBaeMoi CTOpOHe. sealing side.

ITo 2 Gauctepa BMecTe ¢ JucTKOM- |2, 5, 6, 10 blisters and patient information
BRIGUBILIEM B 1IAYKY KAPTOHHYI. leaflet  in a  vcarlon  pack.  /

Tabnemxu 2,5 m2
ITo 10 Tabnerok B Onucrepe U3
TpexcnoiiHoii ¢ponsru (OITA/An/TIBX) u

AJTFOMUHUEBOH donbru c
TepMOCBapHUBAEMbIM JIAKOBBIM
MOKPBITHEM Ha 3aneyvyaTbIBaeMot
CTOpOHE.

Ilo 2 Onucrepa BMECTE C JIHCTKOM-
BKJIQZIBIIEM B [TAYKY KAPTOHHYIO.
Tabnemiu 5 m2, 10 am2, 20 M2

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuyanne: [IpoaykT cooTBercTByeT TpeboraHmsiM HJL 3axnwuenue: OJOBPEHO

Prepared by / TToaroroeneHo: Checked by / TIpoeepeno: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | OgoGpeno: MeHemkep / Pykosonurens

Member Member CE’/ Ajay Kumar - Quality Assurance- Team
k&f/_, Member ~
(]

Date / Hara: 31-03-2025 Date / ata: 31-03-2025 Date / Iata: 31-03-2025
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Dr.Reddy’s Q ®

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Hpoayxr: Auam® (DHananpun), TabaeTKH 5 Mr

Market / Prinok : Russia / Poccus
patchNo: 7 : B2500846 EatciFOpantityl . 492 KG /492 KT
Cepus Ne Pasmep cepun

Analytical Report No. /

AnanuTHgeckuii oraer  : 2002FP25000745 Date of Analysis / . 30-03-2025

JlaTta anaamn3a

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

JaTa nponsBoacTBa T'ogen no

Mfg. License No. / .

IIpousBoacTBeHHAS : 63/RR/AP/96/F/R g;é MUHIDER /HHOMED : JIII-Ne(006292)-(PT'-RU)

JnueH3usi Ne
Analysis performed according ND No / Anasus nposenen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page 50f 6/ Crp. 5u3 6

Ilo 10 Tabnmerok B OmucTepe U3
Tpexcinofinoii doxeru (OTTA/A/TIBX) u
ANIOMHHHUEBOIT doneru ¢
TEPMOCBapHUBAEMBIM JIAKOBBIM
TOKPBITHEM Ha 3areyaTbIBaeMoi
CTOpOHE.

Ilo 2, 5, 6, 10 GmucrepoB BMecTe C
JIMCTKOM-BKIIaJIbIIIEM B TayKy
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. /

* - IlpoBomuTcsi MpPOM3BOAMTENEM MPH  BHIIYCKE  IEPHOAMYECKM: Ui Kakaodh  20-oif  cepuu  wim
He mMeHee 1 pasa B roa. IlTokasarens Moxxer ObITh He BKIIIOYEH B cepTH(HKAT aHanu3a GUPMBIL.

API name / HauMeHoBaHHe ADC: Enalapril Maleate / Dnananpuna maneat

INN /MHH: Enalapril / Dnananpun

APT manufacturer batch number / AERH002396

Howmep cepnu mpoussoanteass ADC:

FP Manufacturer API Batch number / FBRA00673

Homep cepun cy6eranuun npoussoaurens LJId:

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

IIpoussoanteiab ADC, crpana: H-p Pennu’ ¢ Jlaboparopuc JIta,., Magus

l\{ame, 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, agpec, JTHIEH3Us A5 Malkajgiri District - 500090, Telangana State, India (license

HpoussoacTeeHHas muomasnka / Ilnomaaka xoutponss | No 63/RR/AP/96/F/R) / TIpon3BoACTBEeHHOE OApa3/eNeH e-

xadecTBa / [Inowaaka Beimycka 11, Yyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynaniu
Bunnamxk, bauynannu Mannan, Menyan Manakamkrupy

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

IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboRaHusM HJI 3akawgenne: OJOGPEHO

Prepared by / IloarotorneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Omobpeno: MeHemkep / Pykosoaurens

Ajay Kumar - Quality Assurance- Team

Member Member
L—&f,’ @/ Member P

ced
Date / Hara: 31-03-2025 Date / Hara: 31-03-2025 Date / Hara: 31-03-2025
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Dr.Reddy’s ‘ e
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
Iponyxr: Dram® (Ouananpun), TabneTkd 5 Mr

Market / Poinox : Russia / Poccus

JeRfciiigs : B2500846 Batch Quantity / . 492 KG /492 KT
Cepusa Ne Pasmep cepuu

Analytical Report No. / .

AmasuTaueckuii oraer  : 2002FP25000745 Date of Analysis / : 30-03-2025

JlaTta aHanu3a

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

JlaTa npon3BoacTBa Toaen o

Mfg. License No. /

TIpou3BOACTBeHHAs : 63/RR/AP/96/F/R i\f;f number: /Homep .y no(006292)-(PT-RU)

Juien3us Ne

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

Page 6 of 6 / Ctp. 6 M3 6

TIuctpukt — 500090, wrrar Tenadrana, Muagus (Jluoensus 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 establishedy.

3ak0uenne o cooTBeTcTBHM: «HacTosmum 1 NOATBEPKAAI0, YTO NPHBEACHHAs BHIIIE MHOOPMALKS SBIAETCA JOCTOBEPHON
¥ TOYHOM. DTa cepust NPOAYKIMHU MPOM3Be/ieHa (BKIFOYas YIaKoBKY (MapKUPOBKY) M KOHTPOIIb Ka4eCTBa) Ha BhIIEYKA3aHHON
TIPOM3BOACTBEHHON MomNajike (UIOW[@OKaXx) B MOJHOM COOTBEICTBHM ¢ TpeGoBaHuamu IlpaBun  Hamnexawein
HpOU3BOACTBEHHOMN NpakTUkH EBpasuiickoro skoHoMuueckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 19 asrycra 2022) u
Tpe6OBaHUAMH KOHTPOJIA KAUECTBA JIEKAPCTBEHHBIX CPELCTB, @ TAKOKE B COOTBETCTBHH €O CIELM(UKALMAMH, CONEPKALUMUCH
B PErHCTPALIMOHHOM [OChE CTPAHEI-UMITOPTEPa. 3aUHCH 110 POU3BOJICTBY, YIAKOBKE M aHAIM3Y TPOBEPEHBI, M YCTAHOBJIEHO HX
cooTBeTcTBUE TpeGoBanusM [Tpasun Hamexaleid npou3BoACTBEHHOH npakTuki EBpasuiickoro 5kOHOMHYECKOT0 COr03an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanue: [IponykT cooTBeTcTBYET Tpeboranusim HJI 3akaouenne: OJJOBPEHO

Prepared by / [loarotorneHo: Checked by / IlpoBepeHno: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Ogo6pexo: Menemxkep / Pykoeoaurensb
Member Member Ajay Kumar - Quality Assurance- Team

,’Lé%gh R Member 9

Date / Tata: 31-03-2025 Date / TaTa: 31-03-2025 Date / Hara: 31-03-2025




