Dr.Reddy'’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A
Product: Enam® (Enalapril) tablets 10 mg
Hpoaykr: Dnam® (Snananpwur), Tabnetku 10 Mr
Market / Poinok : Russia / Poccust
Batch No. / : B2501227 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pa3zmep cepun
Analytical Report No. / .
Ananntudeckuii orger  : 2002FP25001001 Date of Analysis / : 30-04-2025
Jlara ananusa
Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028
JlaTa npoH3BoACTBA T'omen o
Mfg. License No. /
Tipousmoncraenmasn : 63/RR/AP/96/E/R i‘fs‘,‘ number: /Homep . 1y n.(006292)-(PT-RU)
JAuIeH3usa Ne
Analysis performed according ND No / Ananns nposeaed mo HJI Ne: JII-Ne(006292)-(PT-RU)-190724
Page 1 of 6 / Crp. 1 u3 6
Ne | Test/IloxazaTens Result / PeayabTaThi 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 "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:
Cross Cut Description: White core. / White to off white core. /
Benvle unu 1oyt Oenvle, Kpyrisie,
Benrle, Kpyrisle, MIOCKHE TabNeTKU
MIOoCKHe TableTKH €O CKOINEHHBIMH
CO  CKOUWIEHHBIMH  KpasMH, C " » .
" . .. | kpasMu, ¢ TucHeHueM "EMT" Ha opHoMH
THCHEHUEM EMT Ha  OJHOM . w1nn
 nipn CTOpOHE U uudpoi 10 u
cropone M uudpoit 10 u . o .
. . . | pa3zmenutensHONl pHCKOii Ha IOpyro#
pasmeNMTeNsHON pUckoit Ha apyroi
cropode. Ha momnepeynoM paspese aapo
CTOpPOHE.
Genoro wix mMo4TH 6eyIoro LUBeTa.
Ha noniepeunom paspese sapo Oenoro
1BETA.
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"). /
yIepkuBaHHS OCHOBHOIO MNHKa Ha | Bpems ynepkuBaHHA OCHOBHOIO ITHKa Ha
XpoMaTorpamme HCIIBITYEMOro | XpoMaTorpaMMe HCHBITYEMOTO pacTBopa
pacTBopa COOTBETCTBYET BpPEMEHH |MOJDKHO  COOTBETCTBOBATE — BPEMEHHU
YIOEpKUBaHUs MHKA SHAJANpWia Ha | yAepKUBaHMA IIMKa 3HaAjJanpuWia Ha
APUMALUL paniiue CLAHAAPTHOTY | XPOMATOT pAMMS CTAIAAPTIIOTS PACTDOPL
pacTtBopa. (paznen «KonuuecTBeHHOE
OTpesieNICHUE)).
2b | TLC/TCX Complies / CooTBeTcTBYET The principal spot in the chromatogram of
the test preparation should correspond to

Remarks : The Product confirms to ND/

Ipumeuanune: [Iponykt coorBeTcTBYET TpeboBauusam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

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

Member Z

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

Team Member %

Approved by: Manager/Executive /

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

A
L

Date / Hara: 30-04-2025

Date / Nara: 30-04-2025

Date / Tata: 30-04-2025




Dr.Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIHU3IA

Product: Enam® (Enalapril) tablets 10 mg
Ilpoaykr: OHam® (Onanamnpuin), Tabnerkn 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / : B2501227 Batch Quantity / : 492 KG /492 KT

Cepus No Paszmep cepun

Analytical Report No. / .

Ananntrueckuii oraer  : 2002EP25001001 Date of Analysis / : 30-04-2025
JlaTa aHanm3a

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

JlaTa npon3BoacTBa Tomen go

Mfg. License No. /

YIpoussoncTrenuan : 63/RR/AP/96/F/R ll:g‘f‘ number: /Homep . 1y %(006292)-(PT-RU)

Juanensna Ne

Analysis performed according ND No / Anaau3 nposenen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page2 of 6 /Crp. 2 u3 6

that in the chromatogram of the standard
preparation. / OcHOBHOE TIITHO Ha
XpOMAaTorpamMMe HCOBITYEMOTO PacTBopa
JIOJDKHO ~COOTBETCTBOBaTh OCHOBHOMY
MATHY Ha XpOMaTorpaMMe CTaHAApTHOI'O
pacTBopa.

3 Uniformity of dosage units / 23/23

OaHOPOAHOCTH AO3HPOBAHHBIX

The Acceptance Value (AV) should be
less than-or equal to 15.0. / Iloka3sarens
npuemnemoctu (AV) mospkeH OBITE He
Gonee 15,0.

e THHHI]
4 Dissolution / PacTBopenne Unit-1/ Tabn.-1 102%
Unit-2 / Ta6.-2 101%
Unit-3 / Ta6n.-3 102%
Unit-4 / Ta6bn.-4 101%
Unit-5 / Ta6mn.-5 102%
Unit-6 / Ta6n.-6 101%

Not less than 80% (Q) of
ClluN,Os CalLiOy (Enalapril malcatc)
of the label claim in 30 min. / He mMeHee
80 % (Q) oT HOMHHANBHOI'O COOECPKAaHUS
C20H28N205-C4Hy O (3Ha.r1anppma
MaeaT) 4epe3 30 MuUH.

5 Impurities / IIpumecu

Enalaprilat / Onananpunar Not detected / He 0OHapyxeHa

Enalapril  diketopiperazine / | Not detected / He oOHapykeHa

3Hananppma JAUKETOITHUIICPa3svuH

Not detected / He 0OHapy)eHa

Total impurities / Cymma

npumMeceit

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

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

Not more than 3.0 % / He Gonee 3,0 %

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykr cooTBeTcTBYeT Tpeboranusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

Member g

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

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoronurens
Ajay Kumar - Quality Assurance- Team
Member m

4

Date / Jara: 30-04-2025

Date / lata: 30-04-2025

Date / Tata: 30-04-2025




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
Ipoayxr: DHam® (Duananpmun), Tabnetkd 10 mr

Market / Poivok : Russia / Poccus

pratch No. / : B2501227 Batch Quantity / . 492 KG /492 KT

Cepus Ne Pasmep cepun

Analytical Report No. / .

AnannTHdecknii oryer  : 2002FP25001001 Date of Analysis / : 30-04-2025
JlaTa aHaaH3a

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

JlaTa mpoH3BOACTBA Topgen xo

Mfg. License No. /

1 Ty —— : 63/RR/AP/96/F/R :‘;} number: /Homep . 5y %, (006292)-(PT-RU)

JInneH3ust Ne

Analysis performed according ND No / Anaau3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page3 of 6 /Ctp.3 13 6
6 Assay / KonugecrsenHoe 9.9mg/9,9 mr From 9.0mg to 11.0mg of
omnpeneneHue (98.7% / 98,7%) Ca0H2sN205-CsHAO4 (Enalapril

maleate) per tablet (90.0 %t0 110.0 %

of the label claim). /

Ot 9,0 mr 11,0 mr
C20H28N205-C4H4O4 (sHananpuna
Maneat) B Ttabnerke (or 90,0 % nmo
110,0 % OT HOMHHAJBHOTO COIEPIKAHHS).

pi(e]

7 Water / Boaa

0.7%/0,7%

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

8 Microbiological purity* / Mukpo6uojiornyeckas YHCTOTa*
a) Total Acrobic Microbial Mot Applicable Not more than 10? CT'U/g. /
Count / Ob1mee 4ucI0 a3poOHBIX He 6onee 10° KOE/T.
MHKpPOOPTaHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 10?> CFU/g. /
moulds count / Obuee uyucio He 6onee 10? KOE/T.
IPOMOKEBBIX M IUIECHEBBIX
rpuboB
¢) Escherichia Coli Not Applicable Shall be absent in 1 gram. /

OrtcytcrBue B 1 T.

9 Subdivision of tablets /
OaHOpoAHOCTH Macc NPH
JeJIeHHH TabJeToxK

Remarks : The Product confirms to ND/

Ilpumedanne: ITponykT cooTBeTcTBYET TpeboBanusm HJI

Complies / CooTBeTCTBYET

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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 is outside the limits of 75 % to
125 % of the average mass. / Tabnerku
COOTBETCTBYIOT TpeOOBaHMVSIM, €CIH HE
Oojyiee 1 enuHUYHAs Macca OTKIIOHSETCS

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

Member E

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

Team Member : ;

Approved by: Manager/Executive /
Opobpeno: Menemkep / Pykopomurens
Ajay Kumar - Quality Assurance- Team
Member r

(L

Date / lata: 30-04-2025

Date / Hara: 30-04-2025

Date / Mata: 30-04-2025




Dr.Reddy’s ',‘:"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
Iponykr: Dram® (Duananpun), tabnetky 10 Mr

JauueHzusa Ne

Py

Market / Poinok : Russia / Poccust
Batch No./ . B2501227 Batch Quantity / . 492 KG /492 KT
Cepusn Ne Pazmep cepun
Analytical Report No. / .
AnamnTnaeckuii oaer  : 2002FP25001001 Date of Analysis / : 30-04-2025
Jara anannza
Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028
JlaTa mpoussoacTsa Tomen xo
Mfg. License No. / i
IlponsBoaCTEeHHas : 63/RR/AP/96/F/R MA number: /Homep .y 3,006292)-(PT-RU)

Analysis performed according ND No / Asaan3 nposeges no HJI Ne: JITI-Ne(006292)~(PT"-RU)-190724

~

Page40of 6/ Crp.4m3 6

3a npenensl 85 % - 115 % ot cpenmneit
maccel. TabneTkn He COOTBETCTBYIOT
TpeGoBaHusiM, ecnu Gomee uem 1
HHAUBUOYANbHAas Macca OTKIIOHAETCHS OT
3THX  NpejenoB  wmu, ecimd 1
WHOMBHOYaJIbHAs Macca OTKIOHAETCH 3a
npeaenst 75% - 125% oT cpennei
MAacChL.

10 | Package / Onucanne

YNaKOBKH

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 rtaGnerok B OimucTepe u3

TPeXCIOMHOM ¢doneru
(OITA/An/TIBX) u amOMHHHUEBOH
donern ¢ TEPMOCBapHBAEcMBIM
JIAKOBBIM NOKPBITHEM Ha

3aneyaThIBaeMoi CTOpOHE.
Ilo 2 Omucrepa BMECTE C JIMCTKOM-
BKJTAJIBIIIEM B [Ia4Ky KapTOHHYIO.

Tablets 2.5 m
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 blisters and patient information

leafle¢ in a carton pack. /
Tabremxu 2,5 M2

ITo 10 Ttabnerok B Omucrepe u3
Tpexchnoiinoii ¢oneru (OIIA/AWTIBX) u
ATIOMUHHEBOM doneru c
TEpMOCBapUBaEMbIM JIAKOBBIM
MOKPHITHEM Ha 3are4yarsIBaeMoii
CTOpOHE.

Tlo 2 Onucrepa BMecTe C JINCTKOM-
BKJIQ[BILIEM B MAaYKy KapTOHHYIO.
Tabaemxit 5 sz, 10 sz, 20 m2

Remarks : The Product confirms to ND/

IMpumeuanue: [IponykT cooTBeTcTBYeET TpedoBanuam HJI

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

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

Member g

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

Team Member g

Approved by: Manager/Executive /

Ono6peno: Menemwkep / Pykosoautens
Ajay Kumar - Quality Assurance- Team
Member

A
<

Date / Jata: 30-04-2025

Date / Hara: 30-04-2025

Date / Hata: 30-04-2025




o . @%
Dr.Reddy’s ‘p
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 10 mg
HpoaykT: Duam® (Onananpun), Tabnetku 10 mr

Market / Poinox : Russia / Poccus

Batch No./ : B2501227 Batch Quantity / . 492KG /492 KT
Cepun Ne Pasmep cepun
Analytical Report No. / .
AHaauTHdecknii oryer  : 2002FP25001001 Date of Analysis / : 30-04-2025
Hara anaanza
Date of Manufacture / . 11-04-2025 Date of Expiry / . 31-03-2028
JlaTa npou3BoACTBa T'ogen go
Mfg. License No. / .
TIponssoncTBenHas : 63/RR/AP/96/F/R i‘f;‘ number: /Homep . 11y n(006292)-(PT-RU)
JuneH3nsa Ne

Analysis performed according ND No / Ananus nposeges mo HJT Ne: JIII-Ne(006292)-(PT'-RU)-190724

Page 5of6/Crp. 513 6

ITo 10 Tabrmetox B OnucTepe U3
Tpexcnoiuoit doneru (OITA/ANTIBX) u
AMOMHHHERBOI ¢donsru c
TEPMOCBapHUBAEMBIM JIAKOBEIM
MOKPBITHEM Ha 3are4aThIBAEMOIA
CTOpOHE.

ITo 2, 5, 6, 10 OmucrepoR BMecTe C
JIMCTKOM-BKJIAIBIIEM B TavKy
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. /

* - HpOBOﬂI{TCﬂ NpOM3BOAMTENEM TpH BLIITYCKE

nepuoAMecKl:  And  kaxgaeit  20-off  cepum

He MeHee 1 pasa B roa. Tlokaszarens Moxer OBITh He BKIIFOYEH B cepTUGMKAT aHATH3a (GUPMBIL.

API name / naumeHoBanue APC:

Enalapril Maleate / DHananpuina Majear

Homep cepun cyGcranumn npouzsoautens I'JID:

INN / MHH: Enalapril / Dnananpun
API manufacturer batch number / AERH002396
Homep cepuu npoussoaurens ADC:

FP Manufacturer API Batch number / FBRA00673

API Manufactured by & country /
ITpoussoanutenr ADC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pennu’'c Jlabopatopuc JIta., Uunus

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

HaumeHoBanue, agpec, JUNEHIHS 1Jis1
IpouzsoacTBeHHas wiomaaka / Iliomanka KOHTpoOJIsS
KavectBa / Ilnoiagka Beimycka

Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&383, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license
No 63/RR/AP/96/F/R) / TIpousroncTeeHHOE MOApa3AcIeHHE-
I1, Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamiu

Remarks : The Product confirms to ND/
Ipumeyanne: ITponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

I

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

Member %’-

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

Team Member /g

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykopoautens
Ajay Kumar - Quality Assurance- Team
Member e

r
(./<J'

Date / Tata: 30-04-2025

Date / Tara: 30-04-2025

Date / Jara: 30-04-2025




. @S
Dr.Reddy’s ‘,‘
CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 10 mg
Hpoaykr: Snam® (Duananpun), Tabretku 10 Mr

Market / PoiHox : Russia / Poccus
Batch No. / : B2501227 Batch Quantity / . 492 KG /492 KT
Cepust Ne Pazmep cepuu

Analytical Report No. /

AnannTHueckuii oraer  : 2002FP25001001 Date of Analysis / . 30-04-2025

Jara ananusa

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

JaTa npon3BoAcTBa Topen oo

Mfg. License No. / .

Ilpou3BoacTBeHHasi : 63/RR/AP/96/F/R 2’[}17& number: / Homep : JII-Ne(006292)-(PT-RU)

JuneH3us Ne
Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JIIT-Ne(006292)-(PT-RU)-190724
Page 6 of 6 / C1p. 6 u3 6
Bumnamxk, Bauynannu Manpan, Menyan ManakaKrupu
JIuctpukt — 500090, mrrat Tenanrana, Uanus (JIuuensus No
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».

3aki04eHne o cooTBercTBUM: «HacTosImuM s MOATBEPKIAr0, YTO NPUBENEHHAs Bbile HHOOPMALKs SBIAETCS JOCTOBEPHOH
Y TO4HOI, DTa cepHs NPOAYKIMH MPOU3BEIcHA (BKIIOYAs YIAakoBKY (MapKHPOBKY) U KOHTPOJIb KauecTBa) Ha BHIIEYKa3aHHOH
NpPOM3BOACTBEHHOM IUlomanke (IUIOMankax) B TONHOM COOTBETCTBMM ¢ TpeboBanuamu Ilpasun wHapnexamen
NPOM3BOICTBEHHOM MpakTHKK EBpasmiickoro skoHoMudeckoro corosa (Ne GMP/EAEU/RU/00573-2022 or 19 asrycra 2022) u
Tpe6OBaHUAMM KOHTPOJIS KAUECTBa JIEKAPCTBEHHEIX CPEACTE, @ TAakoke B COOTBETCTBHHU CO CIEUHM(HKALMAMY, COAEPIKAIMMHUC
B PETHCTPALIMOHHOM JOCHE CTPaHbI-UMIIOpTepa. 3allkCH IO IPOU3BOJICTBY, YIIAKOBKE M aHAIM3Y NPOBEPEHE], U YCTaHOBJICHO MX
cooTBeTCTBHE TpeGoBanusM [Ipasun Hazexaineit IPOM3BOACTBEHHO NpaKTHKH EBpasniickoro 3kOHOMHYECKOTO COI03a).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpogykr coorBercTRYeT TpeboranusaM HJJ 3akmouenune: OJOBPEHO
Prepared by / IToarorosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- Opo6peno: Menemxep / PykoBoauTensb
Member Team Member ) Ajay Kumar - Quality Assurance- Team

L—@—— % Member ‘A

o<

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




