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Dr.Reddy’s Q::"

v

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 10 mg
Ilponykt: Dnam® (DHananpun), Tabnerku 10 Mr

Market / Poivok : Russia / Poccus
e (CIING. ¥ : B2501227 g AtchaQuantitys/ . 492KG /492 KT
Cepus Ne Pasmep cepuu

Analytical Report No. /

AnaauTaueckuii oraer ¢ 2002FP25001001 Dite piyAmalysis ¢ . 30-04-2025

Jlara anannza

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

Hara npon3BoicTsa I'ogen no

Mfg. License No. / .

1 — . 63/RR/AP/96/F/R g’;‘,* number: /Homep . 11y %(006292)-(PT-RU)

JHneH3HsA No
Analysis performed according ND No / Ananu3 nposener mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724
Page1of6/Crp.1u3 6

Ne | Test/Ilokasarenn Result / PesyabTaTst Specification / Hopma

1 Description / Ommcanne 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. /

Benple wnm moutH Oenble, KpYyrJbe,
MIOCKHE TabNeTKM CO CKONEHHBIMH
KpasMmy, ¢ TucHeHueM "EMT" Ha opHolt
CTOpOHE H dpoit "1o" H
pasfcnuTebHOM PHCKOH Ha Apyroi
cropoHe. Ha monepeuHoM paspese sapo
6eroro wiM noutu 6enoro 1BeTa.

Bbenete, Kpyrieie, IIOCKHE TabJieTKH
CO  CKODICHHBIMHU  KpasMH, C
TcHeHMeM "EMT" wHa onHOM
cropoHe ©u mugpodi  "10" wm
pa3aeIUTENBHON PUCKON Ha Apyroi
CTOpOHE.

Ha nonepeunoM paspese snpo benoro
LBera.

2 Identification / UaenTHdnKa uus

2a | HPLC/B3OXX 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. / Bpewms |standard solution (section "Assay"). /
YOEPKUBAHUS OCHOBHOrO mnHka Ha | Bpems yaepKUBaHHS OCHOBHOIO ITHK4 HA
XpoMaTtorpamme HCOBITYEMOr0 | XpOMaTorpamMe HCIIBITYEMOTO pacTBOpa

pacTBOpa COOTBETCTBYET BPEMEHHU | JOJDKHO COOTBCTCTBOBATH BPCMCHU
YACpXKHBaHUA NHUKa SHAJIANpW/Ia Ha | YACPKMBaAHHUS THKa JSHajJanpujia Ha

XpoMaTorpaMme CTaHOApTHOTrO | XpOMarorpamme CTaHAapTHOrO pacTBOpa
pacTBopa. (pasnen «KonuyectBeHHOE
ONpENETICHHER ).
2b | TLC/TCX Complies / CootsercTByeT The principal spot in the chromatogram of
the test preparation should correspond to
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanne: IponykT cooTBercTBYeT TpebGoBanuam HJT 3akmouenue: OJIOBPEHO
Prepared by / TToarotogineHo: Checked by / ITpoeepeno: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- OnobpeHo: MeHemxkep / Pykoroautens
‘Member Team Member l% Ajay Kumar - Quality Assurance- Team
%" Member s
o
Date / dara: 30-04-2025 Date / Harta: 30-04-2025 Date / Tata: 30-04-2025




-~

Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg

M poayxr: Duam® (Quananpun), tabnetku 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne Pasmep cepuu

Analytical Report No. / .

Ananutngeckuii oruer  : 2002FP25001001 e LEIOMEATRIYSIS / : 30-04-2025
Jara ananusza

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

JlaTa Npou3BoOACTBA Tomen mo

Mfg. License No. /
IIpousBoacTBeHHAsA
JnueH3sHa Ne

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

Py

MA number: / Homep

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

Analysis performed according ND No / Ananu3s nposegen mo HJ{ Ne: JITT-Ne(006292)-(PT'-RU)-190724

Page2 of 6 /C1p.2 3 6

that in the chromatogram of the standard
" | preparation. / OCHOBHOE TIATHO Ha
XpOMaTorpaMme HCIBITYEeMOTO pacTBOpa
IOJDKHO COOTBETCTBOBaTh OCHOBHOMY
MITHY Ha XpOMarorpaMMe CTaHAAPTHOrO
pacTBopa.

3 Uniformity of dosage units /
OpanopoaHoCTE NO3HPOBAHHBIX -

23723

The Acceptance Value (AV) should be
less than or equal to 15.0. / ITokazaTens
npuemieMoctu (AV) nomkeH ObTH HE

eNUHHUIT
6onee 15,0.
4 Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 102% Not less than 80% (Q) of
- C20H28N205:C4sH4O4 (Enalapril maleate)
Unit-2/ Tabn.-2 101% of the label claim in 30 min. / He meHee
Unit-3 / Ta6mn.-3 102% 80 % (Q) OT HOMHHANLHOTO COLEPIKAHUS
- - C20H28N205-C4H4O4 (3Hananpuna
Unit-4 / Ta6n.-4 101% Maneat) yepes 30 MHH.
Unit-5 / Tabn.-5 102%
Unit-6 / Tabn.-6 101%

5 Impurities / IIpumecn

Enalaprilat / Dxnananpuar

Enalapril  diketopiperazine

Total impurities /
npuMecen

C—)Ha.narlppma JUKETONHUNICPa3sHH

Cymma

Not detected / He o6HapyxeHa

/ | Not detected / He oGHapyxeHa

Not detected / He oGHapyxeHa

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/
Ilpumeuanme: IIpoaykT cooTBeTcTRyeT TpeboranmM HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

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

Member L_%,»—

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

Team Member %

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member o

<)

Date / Jlata: 30-04-2025

Date / Tara: 30-04-2025

Date / Jlata: 30-04-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
[poaykr: Duam® (Duananpun), Tabnetku 10 mr

Market / Poinok : Russia / Poccus

Reie D - B2501227 Batch Quantity / . 492 KG /492 KT

Cepusi Ne Pa3zmep cepun

Analytical Report No. / .

Anannrnuecicuii oraer 1 2002FP25001001 Date of Analysis / : 30-04-2025
Jara ananuza

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

JlaTa npou3BoACTBA T'ogen no

Mifg. License No. /

TIpoussoacTRennas : 63/RR/AP/96/F/R 11\)4; number: /Homep . 11y n(006292)-(PT-RU)

auuen3us Ne

Analysis performed according ND No / Auaan3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PT'-RU)-190724
Page3 of 6 /Ctp.3 13 6

6 Assay / KoauuecTBeHHOe 9.9 mg/ 9,9 mr From 90mg to 11.0mg of
onpeneneHue C20H2sN205-C4HsO4 " (Enalapril
g (S Alei S851%) maleate) per tablet (90.0 % to 1100 %
of the label claim). /
Ot 9,0 mr o 11,0 Mr
ConngzOs'C4H404 (3Hananpuna
Manear) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMMHAIIBHOTO COIEPKAHHA).
7 Water / Boxa 0.7%/0,7% Not more than 6.0 %. / He Gonee
6.0 %.
8 Microbiological purity* / MukpoGuosoruueckas 4HcToTa*
a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /
Count / O6mee yrcno a3poGHsIX He 6onee 10° KOE/T.
MHMKPOOPraHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. /
moulds count / O6mee umciO He 6onee 10?2 KOE/T.
IPOJMOKEBBIX U IJIECHEBHIX
rpubor
¢) Escherichia Coli Not Applicable Shall be absent in 1 gram. /
OrcyrcrBue B 1 T.

9 Subdivision of tablets / Complies / CooTBeTcTBYET The tablets comply with the test, if not
OaHOpoOIHOCTH MACC NMPH more than 1 individual mass is outside the
[eJIeHUH T20J1eToK 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: IIpoaykt coorBercTByeT TpeboBanusam HJI 3akmoyenne: OJJOGPEHO

COOTBETCTBYIOT Tpe60BaHI/ISIM, €CJIu HEC
Gonee 1 emvHHYHAs Macca OTKJIOHIETCA

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

Member g

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

Team Member %

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

e

Date / dara: 30-04-2025

Date / Hara: 30-04-2025

Date / Hata: 30-04-2025




Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 10 mg
Tpoaykr: DHam® (Onananpun), Tabnerku 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / : B2501227 Eatch Quuntity . 492 KG /492 KT

Cepust Ne Pazmep cepun

Analytical Report No. / .

Ananumauecknii oraer 1 2002FP25001001 Date of Analysis/ : 30-04-2025
JlaTa anannsa

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

JlaTa NpoH3BOACTRA T'ogen mo

Mfg. License No. / .

IpousBoacTBEHHAS : 63/RR/AP/96/F/R i‘,{;} mumnber: (Homep : JIII-N2(006292)-(PI'-RU)

JHLeH3Hsa Ne

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

Page 4 of 6 / Ctp. 4 u3 6

3a mpenensl 85 % - 115 % ot cpenneh
Macchl. TabineTku He COOTBETCTBYIOT
TpeGoBanusam, ecnd Oonee uem 1
WHIWBHAYaNlbHAA Macca OTKJIOHIETCS OT
STUX  TpemeloB Wi, ecmu 1
HHIUBHIyallbHas Macca OTKIOHAeTCs 3a
mpenensl 75 % - 125% ot cpenHeit
Macchl.

3

10 | Package / Onucanne

YIOaKOBKH

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 Onucrepe u3
TPEXCIIOHHOH doneru
(OITA/An/TIBX) M amOMHHHEBO
¢doneru C  TEpMOCBapHUBAEMBIM
JIaKOBBIM TOKPHITHEM Ha
3areyaThIBaeMOii CTOpPOHe.

ITo 2 Gnucrepa BMeECTE C JIUCTKOM-
BKJ1a[(BUIIEM B NAYKY KAPTOHHYIO.

Tablets 2.5 m
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. /
Tabremku 2,5 M2

ITo 10 Tabnerok B Onucrepe u3
Tpexcnoiino# doneru (OITA/AN/TIBX) u
AJIFOMHHUEBOH donbru c
TEPMOCBapHUBAEMBIM JIaKOBBIM
TOKPHITHEM Ha 3areyaTEIBACMOMH
CTOpOHE.

ITo 2 Onuctepa BMecTe C JMCTKOM-
BKJIAJIBIIIEM B NAYKy KapTOHHYIO.
Tabremxu 5 m2, 10 m2, 20 m2

Remarks : The Product confirms to ND/

Hpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO

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

Member g

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

Team Member %

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykopoautens
Ajay Kumar - Quality Assurance- Team
Member

<

Date / Hara: 30-04-2025

Date / ata: 30-04-2025

Date / Hara: 30-04-2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 10 mg
Iponyxr: Duam® (Ouananpun), Tabnerku 10 Mr

Market / PoiHok : Russia / Poccust
[BalERRID. : B2501227 patch Quantity/ . 492 KG /492 KT
Cepns Ne Pazmep cepun

Analytical Report No. /

AHanHTHYECKHii 0TYeT : 2002FP25001001 Dats offiuulysisy : 30-04-2025

JlaTa anaan3a

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

JaTa mpou3BoACTBa T'open no

Mfg. License No. /

11— : 63/RR/AP/96/F/R II‘,'[;‘ number: /Homep . 11y n(006292)-(PT-RU)

anHeH3nsa Ne
Analysis performed according ND No / Ananus npoBeaeH mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724
Page Sof 6 /Crp.5u3 6

ITo 10 Tabnerox B Onucrepe u3
Tpexcnoiinoit goneru (OITA/ANTIBX) u
ATFOMHUHHUEBOH ¢oneru c
TEPMOCBApHBaCMEIM JIAKOBEBIM
MOKPBITHEM Ha 3arieyaThiBaeMoi
CTOpOHE.

TIo 2, 5, 6, 10 GmucrepoB BMecTe cC
JINCTKOM-BKJIA/IBIIIIEM B nayky

" | xapToHHyW0.

* - 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. /

N - HpOBO}.II/ITCH NPOU3BOAUTCIIEM npu BBIITYCKE NIEPUOAUIECKH: A Kaxknou 20-oit CepUHn HIIA

He MeHee 1 pa3a B rox. Ilokazarens MokeT OBITH He BKIOYCH B CepTH(HUKAT aHau3a GUPMBL.

API name / HaumMenoBanune APC: Enalapril Maleate / Dnananpuna manear

INN/ MHH: Enalapril / SHananpun

API manufacturer batch number / AERH002396

Homep cepun nponssogurens A®C:

FP Manufacturer API Batch number / FBRAO00673

Homep ccpuu cy6eranunu npoussoaurens I'JIdD:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIponseoautenn, A®C, cTpana: J-p Penay’c JIaboparopuc JIta., Uuaus

Name, address‘, authorizatio.n No for FP manufacturing | Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p,
site / Control site / Release site / 53, 54883, Bachupally Village, Bachupally Mandal, Medchal
Haumenosanue, anpec, JHUEH3HS AJIS Malkajgiri District - 500090, Telangana State, India (license
IpousBoacTBenHas miomanka / Ilnomanxa xourpoass | No 63/RR/AP/96/F/R) / TIpon3soacTBeHHOE NOApa3AeieHUE-
KauyecTBa / [Inoumaaka Beinycka II, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynainu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpnmeyanne: IIponykT cooTBeTcTBYET Tpebopanmam HJ| 3akmouenne: OJJOBPEHO

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

D. Latha- Quality control- Team N.V. Krishna - Quality control- OnobpeHo: MeHemkep / PykoBoquTesb

Ajay Kumar - Quality Assurance- Team

Member Team Member
k—%f/ % Member n
)

Date / Tara: 30-04-2025 Date / Jlata: 30-04-2025 Date / dara: 30-04-2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

[Product: Enam® (Enalapril) tablets 10 mg
Iponyxr: Dnam® (Quananpun), Tabnetku 10 Mr

Market / Peinox : Russia / Poccus
ok : B2501227 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pa3mep cepun

Analytical Report No. /

AnanuTHdeckuii oyaer  : 2002FP25001001 Date of Analysis / . 30-04-2025

Jlara aHanu3a

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

JlaTa npoH3BOACTBa T'omeH no

Mfg. License No. / .

Ilpon3BojCTEeHHAsT : 63/RR/AP/96/F/R 11‘,’[; number: /Homep . 11y %(006292)-(PT-RU)

Jaunensusa Ne
Analysis performed according ND No / Ananus nposeaer mo HJ Ne: JITI-Ne(006292)-(PT-RU)-190724
Page 6 of 6 / Ctp. 6 13 6
Bumnamxk, badynammm Manpan, Menuan ManakaIxrupu
Huctpuxt — 500090, wrar Tenanrana, Maans (JInenzus 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».

3aximoyenne o coorBeTcTBUM: «HacTosumuM 1 moATBEPKIAI0, YTO MPHUBEHEHHAs BHIIIEe HHGOPMALHS ABJIACTCA JOCTOBEPHOM
U TOYHOM. DTa cepus NMPOAYKLMH Npou3BeeHa (BKIOYas YNAaKOBKY (MApKHPOBKY) M KOHTPOJIb Ka4eCcTBA) Ha BEIICYKA3aHHOM
NpOU3BOACTBEHHON [Uomanke (IUIomanKax) B TOJHOM COOTBeTCTBMH ¢ TpeboBanuamu IlpaBum Hamexamei
NPOU3BOACTBEHHOM MpakTuku EBpazuiickoro sxoHomuueckoro cotoza (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022) n
TpeGOBaHUSAMHU KOHTPOJIS KaYeCTRa JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUH CO CHEUHUMHKAIIHAMH, CONCPHKAIMMHC
B PETMCTPALMOHHOM JIOChE CTPaHBI-UMIIOpTEpa. 3aKcH [0 NIPOH3BOACTRY, YIIAKOBKE M aHAJIM3Y NPOBEPEHEI, H YCTAaHOBIIEHO MX
COOTBETCTEHE TpeGoBanusaM IIpaBin Hajuiexalneii NPOH3BOACTBEHHOH NMPaKTHKH EBPa3HiiCKOro 3KOHOMHUYECKOrO COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanne: ITponykr coorBercTByeT Tpebopanmsam HII 3aknrouenne: OJJOBPEHO

Prepared by / ITonroroBneHo: Checked by / ITIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna - Quality control- OnobpeHo: MeHemxkep / Pykosoautens

Member Team Member Ajay Kumar - Quality Assurance- Team
L_gé/ % Member n
2

Date / Hata: 30-04-2025 Date / lata: 30-04-2025 Date / Jarta: 30-04-2025




