
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets 10 mg 
Tipo.1J.y1IT: 3HaM®(3Hananp,rn), Ta6neTKl1 10 Mr 

Market/ P1,rnoK : Russia / Poccm1 

Batch No./ 
: B2601528 

Batch Quantity / 
CepuH .N'2 PaJMep cepuu 

Analytical Report No./ 
Date of Analysis / 

AuaJIUTU'feCKHH OPfeT : 2002FP26001224 
)laTa auaJinJa 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
)laTa npOH3B0JlCTBa ro)J.eH )).0 

Mfg. License No. / 
MA number: / HoMep 

TipOH3B0)).CTBeHHaH : 63/RR/AP/96/F/R 
JIUQeH3HH .N'2 

PY 

2400000 tabs / 
: 

2400000 m6JieTOK 

: 23-05-2026 

: 31-03-2029 

: JITI-.N'2(006292)-(Pr-RU) 

Analysis performed according ND No/ AuaJIH3 npose)J.eH no H)l .N'2: JITI-.N'2(006292)-(Pr-RU)-190724 

Test/ TI0KaJaTeJ11> 

l Description/ Onucauue 

2 Identification/ 11.1J.eHTucJmKaQnH 

2a HPLC/B3)K)( 

Remarks : The Product confirms to ND/ 

Result/ Pe1yJ11>TaTM 

White round, flat, beveled edged 
tablets with "EMT" debossed on one 
side and number" 1 0" and a break line 
on the other side. 

Cross Cut Description: White core. / 

oeJible, Kpyrnbie, TIJIOCKl1e Ta6neTKl1 
co CKOWeHHbIMl1 Kpa.sIMl1, C 

T11cueu11eM "EMT" Ha o,nHoi1 
cTopoHe 11 umppoi1 "1 0" 11 
pa3,nen11TeJibHOH p11CKOH Ha ,npyroi1 
CTOpOHe. 

Ha nonepeIJHOM pa3pe3e .si,npo 6enoro 
UBeTa. 

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. / BpeM.si 
y n:ep)K11BaHl1.sI OCHOBHOro Ill1Ka Ha 
xpoMaTorpaMMe 11cnbITyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHl1 
y ,nep)K11BaH11.si n11Ka :rnananp11na Ha 
xpoMaTorpaM Me cmH,napTHoro 
pacTBopa. 

Tip1:1Meqauue: n ponyKT COOTBeTCTByeT Tpe6oBaHl1.sIM H)J; 

Prepared by I Checked by I nposepeHo: Checked by (AQA) I 
non:roTosneHo: Kalyan Mahadev- Quality n poaepeHo (AOK): 

Pa2e 1 of7 I CTp. 1 HJ 7 
Specification/ HopMa 

White to off-white, round, flat, beveled 
edged tablets with "EMT" debossed on 
one side and number "1 0" and a break line 
on the other side. Cross Cut Description: 
White to off white core./ 

oeJible 11Jil1 ITOIJTl1 6eJibJe, Kpyr Jibie, 
ITJIOCKl1e Ta6JJeTKl1 co CKOWeHHblMl1 
Kpa.11M11, c T11cueH11eM "EMT" Ha o,nHoi1 
cTopoHe 11 umppoi1 "1 O", 11 
pa3)).eJI11TeJibHOH p11CKOH Ha ,npyroi1 
cTopoue. Ha nonepeIJHOM pa3pe3e .si,npo 
6enoro 11n11 nOIJT11 6enoro useTa. 

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"). / 
BpeM.sI y,nep)K11BaHl1.sI OCHOBHOro Ill1Ka Ha 
xpoMaTorpaMMe 11cnbITyeMoro pacTBopa 
,LIOJJ)KHO COOTBeTCTBOBaTb speMeHl1 
y ,nep)K11BaH11.si n11Ka :rnananp11na Ha 
xpoMaTorpaMMe cTaH,napTHoro pacTBopa 
(pa3,nen «Kon11IJecTseHHoe 

Conclusion : APPROVED / 
3 aKmoqeuue: O)lO6PEHO 

A pproved by: Quality 
As urance/ Authorized person / 

Venkata Rathnaiah Bulla- control- Team Member A hamadullah Mohammad- OJ106peHo: O6ecneIJeH11e 
Quality contro~l- Team 

~ 
Quali ty ~ ranee- Team Kal.fecrna/OTBeTCTBeHHOe JJ11UO: 

Member Member S. Haneef- Qual i ti Assurance-
Team Member __, 

IDate /)];am: 24-05-2026 II Date /)];am: 24-05-2026 I ID ate / Lrani: 24-05-2026 IID ate /)];am: w _G ;----~ l{, I 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 10 mg 
IlpO.l{YKT: 3HaM® (3Hananpm1), Ta6JieTKl1 10 Mr 

Market / PLrnoK : Russia / Poccm1 

Batch No./ 
: B2601528 

Batch Quantity I 
CepnH .N'2 Pa1Mep cepnn 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHH 0T'leT : 2002FP26001224 
llaTa auann1a 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
llaTa npoHJB0LlCTBa ro,!{eH ,!{0 

Mfg. License No./ 
MA number: / HoMep 

flpOH3B0,!{CTBeHHaH : 63/RR/AP/961F/R 
JIHUeHJHH .N"2 

PY 

2400000 tabs / 
: 2400000 Ta6rreTOK 

: 23-05-2026 

: 31-03-2029 

: JITT-.N'2(006292)-(Pr-RU) 

Analysis performed accordin2 ND No I Auann1 nooselleH no Hl[ .N'2: JITT-.N'2(006292)-(Pr-RU)-190724 
Pa2e2 of7 I CTp. 2 u3 7 

onpe.L1,errem1e» ). 

2b TLC/TCX Complies / CooTseTcTByeT The principal spot in the chromatogram of 
the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I OcHOBHOe IUITHO Ha 
xpoMaTorpaMMe 11cnbITyeMoro pacTBopa 
)],0JI)KH0 COOTBeTCTBOBaTb OCHOBHOMY 
rn!THY Ha xpoMaTorpaMMe CTaHJJ,apTHOro 
pacTBopa. 

3 Uniformity of dosage units / 4.6 I 4,6 The Acceptance Value (AV) should be 
O.l{HOpO.l{HOCTb .!{03Hp0BaHHbIX less than or equal to 15.0. / floKa:mTerrb 
e,!{HHHU np11eMJieMOCTl1 (AV) JJ,OJI)KeH 6h1Tb He 

6orree 15,0. 

4 Dissolution/ PacTsopeuue Unit-I/ Ta6rr.-1 105% Not less than 80% (Q) of 

Unit-2 / Ta6rr.-2 105% 
C20H2sN2Os·C4H4O4 (Enalapril maleate) 
of the label claim in 30 min. / He MeHee 

Unit-3 / Ta6rr.-3 103% 80 % (Q) OT HOMl1HaJlbHOro CO.L1,ep)KaHl1ll 

Unit-4 / Ta6rr.-4 103% 
C20H2sN2Os·C4H4O4 ( :rnananp11rra 
ManeaT) L1epe1 30 MHH. 

Unil-5 / TaoJL-5 101% 

Unit-6 / Ta6rr.-6 106% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpuMe'laune: ITpoJJ,yKT cooTseTcTByeT Tpe6osaHl1llM H.U 3aKJIIO'leune: OllOliPEHO 

Prepared by / Checked by/ ITposepeHo: Checked by (AQA) / Approved by: Quality 
IT011ro-rosnetto: Kalyan Mahadev- Quality ITposepeHo (AOK): Assurance/ Authorized person / 
Venkata Rathnaiah Bulla- control- Team Member Ahamadullah Mohammad - OJJ,o6peHo: O6ecneLJ:eH11e 
Quality control- Team 

~~ 
Quali ty A urance- Team Ka4eCTsa/OTBeTCTBeHHOe rr11uo: 

Member ~ Member ~~ S. Haneef- Quali i A surance-
Team Member '"""' 

/oate /,1],aTa: 24-05-2026 IIDate /LJ:aTa: 24-05-2026 II Date /)lam: 24-05-2026 lloate /)laTa: 'ul\ ~ J )lo¼ 
I 



••• Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHA.JIM3A 

Product: Enam® (Enalapril) tablets 10 mg 
IlpoJJ:yKT: 3HaM® (3Ha.Jianp,rn), Ta6JleTKl1 10 Mr 

Market / PbIHOK : Russia / Pocc11.SI 

Batch No./ 
: B2601528 

Batch Quantity / 
Cepnst .N"! Pa3Mep cepnn 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHii OT'leT : 2002FP26001224 
.LJ:aTa auaJIH3a 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
11:aTa npOH3BOJJ:CTBa roJJ:eH Jl:0 

Mfg. License No. / 
MA number: / HoMep 

fi pOH3B0JJ:CTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH .N"! 

PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 23-05-2026 

: 31-03-2029 

: JITT-.N"!(006292)-(Pr-RU) 

Analysis performed according ND No I AuaJIH3 npoBeJJ:eH no H)]: .N"!: JITT-.N"!(006292)-(Pr-RU)-190724 

Pa2e 3 of7 / Crp. 3 HJ 7 
s Impurities/ IlpnMecn 

Enalaprilat / 3Ha.JianprrnaT Not detected/ He o6Hapy)KeHa Not more than 1.5 % I He 6onee 1,5 % 

Enalapril diketopiperazine I Not detected / He o6Hapy)KeHa 
Not more than 2.5 % / He 6onee 2,5 % 

3Ha.Jianp1rna JJ:HKeTommepa3HH 
Not detected / He o6Hapy)KeHa 

Total impurities I CyMMa 
Not more than 3.0 % / He 6onee 3,0 % 

np11Meceil. 

6 Assay I KoJin'leCTBeuuoe 9.7 mg/ 9,7 Mr From 9.0mg to 11.0mg of 
onpeJJ:eJieune 

(97.5% I 91,5%) 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 9,0 Mr Jl:O 11,0 Mr 
C20H2sN2Os·C4H4O4 (3Ha.Jiarrp11na 
Ma.JieaT) B Ta6neTKe (OT 90,0 % Jl:O 
110,0 % OT HOMHHa.JlhHOrO COJJ:ep)KaHmI). 

7 Water/ BoJJ:a 0.7% I 0,1% Not more than 6.0 %. / He 6onee 6,0 %. 

8 Microbiological purity* / MnKpo6noJiornqecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6mee q11cno a1po6HhIX He 6onee 103 KOE/r. 
MHKpooprllHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6mee '!Hcno He 6onee 102 KOE/r. 
,up0)K)KeBhlX 11 nnecHeBhIX 
rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'laune: flpo.uyKT COOTBeTCTByeT Tpe6oBaHHJIM HJJ: 3aKJIIO'leune: O.LJ:OliPEHO 

Prepared by / Checked by/ flposepeHo : Checked by (AQA) I Approved by: Quality 
flo.urornsneHo: Kalyan Mahadev- Quality flposepeHo (AOK): Assurance/ Authorized person / 
Venkata Rathnaiah Bulla- control- Team Member Ahamadullah Mohammad - O,uo6peHo: O6ecne1IeH11e 

Quality control- Team ~.-- Quality Assuranc;t- earn Ka'!eCTBa!OTBeTCTBeHHOe JlHUO: 
Member v'f/ Member c::J<{>v- S. Haneef- Quali tt ,A surance-

Team Me mber _ 

IDate /L(arn: 24-05-2026 IIDate /JJ:arn: 24-05-2026 IIDate /L(arn: 24-05-2026 I Date / JJ:arn: ~ --0_) ,---9.PU, 



•·· Dr. Reddy's "'lllli;• 
CERTIFICATE OF ANALYSIS 

CEPTll<l>llKAT AHAJill3A 

Product: Enam® (Enalapril) tablets IO mg 
Ilpo.ayKT: 3ttaM® (3ttananp1,rn), m611eTK11 10 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: B2601528 Batch Quantity / 

CeonH.N'2 Pa3Mep cepuu 
Analytical Report No. / 

Date of Analysis / 
AHaJIHTH'leCKHH OT'leT : 2002FP26001224 

.Ll:aTa aHaJIHJa 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
.l{aTa npOH3B0)lCTBa fo.aeH .ao 
Mfg. License No. / 

MA number: / HoMep 
fi pOH3B0)lCTBeHH3H : 63/RR/AP/96/F/R 
JIHUeHJHH .N'! 

PY 

2400000 tabs / 
: 2400000 Ta6JleTOK 

: 23-05-2026 

: 31-03-2029 

: JITT-.N2(006292)-(Pf-RU) 

Analysis performed according ND No/ AttaJIHJ npoBe.aeH no H.Ll: .N2: JITT-.N'2(006292)-(Pf-RU)-190724 

9 

10 

c) Escherichia Coli 

Subdivision of tablets / 
O.attopO.ll;HOCTb Mace npu 
.l);eJieHHH Ta6JieTOK 

Package/ Onucattue 
ynaKOBKH 

Not Applicable 

Complies / CooTBeTcTByeT 

10 tablets in blister of three-layer foil 
(OPA/Al/PVC) foil and Aluminum 
foil with heat seal lacquer coating on 
the sealing side. 
2 blisters and patient information 
leaflet in a carton pack. / 
TTo 10 m611eTOK B 6n11cTepe 113 
Tpexc11owttow ¢011br11 
{OTTA/ A11/TTBX) H amoM11tt11esow 

Pa2e 4 of 7 / CTp. 4 Hl 7 
Shall be absent in 1 gram. I 

OrcyTCTs11e s I r. 

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. I Ta611eTK11 
COOTBeTCTBYIOT Tpe6osaHHHM, ec1111 He 
6011ee 1 emrnH'-IHaH Macca OTKJIOHHeTCll 
1a npe.11;e11b1 85 % - 115 % oT cpeattew 
MaCCbl. Ta611eTKl1 He COOTBeTCTBYIOT 
Tpe6osatt11llM, ec1111 6011ee '-leM 1 
11H.1);11B11.ll;YaflbHal! Macca OTKJlOHl!eTCll OT 
3T11x npeae11os 111111, ec1111 1 
11H.1);11B11.ll;YaflbHal! Macca OTKJlOHlleTCll 3a 
npeae11b1 75 % - 125 % OT cpeattew 
MaCCbl. 

Tablets 2.5 mg 
10 tablets in blister of three-layer foil 
(OPA/Al/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. IO mg, 20 mg 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fattue: TTpoayKT C00TBeTCTsyeT Tpe6osaHHllM H)l 3aKJito'feuue: O.Ll:OliPEHO :========::::;;:::========::;;:::========~ 
Prepared by/ Checked by / TTposepetto: 
TToarorns11etto: Kalyan Mahadev- Quality 
Venkata Rathnaiah Bulla- control- Team Member 

Quality control- T5iam / 
Member V(tv" ~ ,...----

IDate / )lam: 24-05-2026 I I Date/ )lam: 24-05-2026 

Checked by (AQA) / 
TTposepetto (AOK): 
Ahamadu.llah Mohammad -
Quality A surance- Team 
Member ~ 

Approved by: Quality 
Assurance/ Authorized person / 
Oao6petto: O6ecne'-lett11e 
Ka'-leCTBa!OTBeTCTBeHHOe JlHUO: 
S. Haneef- Quality ,fi.ssurance-
Team Member 'f-- _ ::== ==== =====: 

IIDate /)lam: 24-05-2026 I Date /)lam: ~,.-£.Q.o"t 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilponyicr: 3HaM®(3ttananp1rn), m6neTKH 10 Mr 

Market/ PbrnoK : Russia / PoccH.R 

Batch No./ 
: B2601528 

Batch Quantity / 
CepHH .N"2 PaJMep cepHH 
Analytical Report No. / 

Date of Analysis / 
AttaJIHTHlfeCKHH OTlfeT : 2002FP26001224 

,UaTa attaJIHla 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
l[aTa DPOH3BOACTBa ronett no 
Mfg. License No./ 

MA number: / HoMep 
IlpOH3BOACTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH .N°!! 

PY 

2400000 tabs / 
: 

2400000 m6JieTOK 

: 23-05-2026 

: 31-03-2029 

: JITI-.N"2(OO6292)-(Pr-RU) 

Analysis performed according ND No/ AttaJIHJ nposenett no Hll .N"2: JITI-.N"2(OO6292)-(Pr-RU)-19O724 

Page 5 of7 / CTp. 5 HJ 7 
q>OJibrH 
JiaKOBblM 

C TepMocsapHsaeMhIM 10 tablets in blister of three-layer foil 
noKpblTHeM 

3ane'iaTb1BaeMOH CTOpOHe. 
Ha (OPA/AI/PVC) foil and Aluminum foil 

with heat seal lacquer coating on the 
sealing side. ITo 2 6JIHCTepa BMeCTe c JIHCTKOM-

BKJia.D.bIWeM B na'iKY KapTOHHYIO, 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / 
Ta6J1emKu 2,5 Mz 
no 10 m6JieTOK B 6JIHCTepe H3 
Tpexcnoi1Hoi1 cponhrn (OITA/ An/TTBX) H 
aJJIOMHHHeBOH q>OJibfH C 
TepMOCBapIi!BaeMblM JiaKOBblM 
noKpb!THeM Ha 3ane'iaTbIBaeMOH 
CTOpOHe. 
no 2 6JlHCTepa BMeCTe c JlHCTKOM­
BKJla.D.b!WeM B na'iKY KapTOHHyto. 
Ta6.TfemKu 5 ,112, IO ,112, 20 ,112 

ITo 10 Ta6neTOK B 6JlHCTepe H3 
Tpexcnoi:ittoi:i cponhrn (OITA/ An/ITBX) H 
aJJIOMHHHeBOH q>OJlbfH C 
TepMOCBapIi!8aeMblM naKOBblM 
noKpblTHeM Ha 3ane'iaTb1BaeMOH 
CTOpOHe. 
ITo 2, 5, 6, 10 6JlHCTepoB BMeCTe c 
JlHCTKOM-BKJla.D.b!WeM 
KapTOHHylO. 

B na'!KY 

* - 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. / 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpttMelfattue: ITpo.o.yKT cooTBeTcTByeT Tpe6osaHH.RM H)l Ja,cmo<tc11ue: 0.llOliPEHO 

Prepared by / Checked by I nposepeHo: Checked by (AQA) I Approved by: Quality 
n onroTosnetto: Kalyan Mahadev- Quality nposepeHO (AOK): As urance/ Authorized person / 
V enk ata Rathnaiah Bulla- control- Team Member A hamadullah Mohammad- O.o.o6petto: O6ecne4eHHe 

Quali ty controv/1/I- Team 

~~ 
Quality A ura~nce- Team KatfeCTBalOTBeTCTBeHHOe JlHuo: 

Member Memberdlt S. Haneef- Quality t surance-
Team Member ...-

!Date /)lam: 24-05-2026 lloate /)laTa: 24-05-2026 IIDate /)lam: 24-05-2026 IIDate / )lam: 'V-t~-5---i.P~ 
I 



• ••• Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 10 mg 
IlpOJ:lyKT: 3HaM® (3Ha.rranp1111), m6neTKH 10 Mr 

Market/ Phrnoic : Russia / Poccm1 

Batch No./ 
: B2601528 

Batch Quantity I 
Cepusi .N'2 PaJMep cepuu 

Analytical Report No./ 
Date of Analysis / 

AuaJJHTU-'leCKHH OT'leT : 2002FP26001224 
1IaTa auaJJma 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
1IaTa npOH3B0):lCTBa ro):leH J:(0 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3B0):lCTBeHHaH : 63/RR/AP/96/F/R 
JJHUeH3HSI .N"! 

PY 

2400000 tabs / 
: 

2400000 m6neTOK 

: 23-05-2026 

: 31-03-2029 

: JIIl-.N'2(006292)-(Pr-RU) 

Analysis performed according ND No I AuaJJH3 npoBe):leH no Hll .N'2: JIIl-.N'2(006292)-(Pr-RU)-190724 

Page 6 of7 / CTp. 6 HJ 7 
* TTpOBOJ:(HTCH npOH3B0.llHTeJleM npH BbmycKe nepHO)ll1'{eCKH: )lJ151 Ka)!(J:(OW 20-ow cep1111 HJlH 

He MeHee 1 pa3a B rot(. TToKa3aTeJlb MO)!(eT 6b1Tb He BKJllO'leH B cepTH!pHKaT aHaJIH3a qll1pMbl. 

API name/ uauMenoBaHue A<l>C: Enalapril Maleate / 3Hananp1111a ManeaT 

INN/ MHH: Enalapril / 3Ha.rranp1111 

API manufacturer batch number / AETH000277, AETH000276 
HoMep cepuu npouJBO.UHTeJJH A<l>C: 

FP Manufacturer API Batch number / FBTA00060, FBTA00059 
HoMep cepuu cy6CTauuuu npouJBO.UHTeJJH r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBOAHTeJJb A<l>C, CTpaua: .[(-p PeMH'c Jla6opaTOpHC JlTA., 11Hmrn 

Name, address, authorization No for FP manufacturing Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p, 
site I Control site I Release site / 53, 54&83, Bachupally Village, Bachupally Manda!, Medchal 

HauMeHoBauue, a.upec, JJHUeH3HSI AJJH Malkajgiri District - 500090, Telangana State, India (license 

IlpOH3B0):lCTBeuuasi UJJOW:a.uica / IlJJOW:3):lKa KOHTPOJJH No 63/RR/ AP/96/F/R) I TTpo113so.ucTBeHHoe noApa3AeJ1eH11e-

Ka'!eCTBa / IlJJOUlaAK3 BblDYCKa II, Y'!aCTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, Ea4yna.rr1111 
B111111an)!(, Ea4yna111111 MaHAan, MeA'laJI MaJ1aKan)!(rttp11 

,[(HCTpHKT - 500090, WTaT TenaHraHa, 11H.UH51 (J111ueH3H51 N2 

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/02346-2025 dt. 
25 September 2025) 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»./ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: TTpoAyKT cooTBeTcTByeT Tpe6osaHHHM H.[( 3aKJJIO'leuue: O,LJ;OliPEHO 

Prepared by / Checked by/ TTposepeHo: Checked by (AQA) / Approved by: Quality 
TTOAfOTOBJleHo: Kalyan Mahadev- Quality TTposepeHo (AOK): Assurance/ Authorized person / 
Venkata Rathnaiah Bulla- control- Team Member Ahamad ull ah Mohammad - Ono6peHo: O6ecne'!eHHe 

Quality control- Team 

~----

Quality A~ ssuranc - Team Ka'leCTBa!OTBeTCTBeHHOe 1111uo: 
Member ~ Member S. Haneef- Qualii As urance-

Team Member __, 

loate /.[(am: 24-05-2026 II Date/ .[(am: 24-05-2026 !IDate /,[(aTa: 24-05-2026 lloate / .[(am: ~«)5..---C\P~ I 



••· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
IlpoLtyKT: 3ttaM® (3tta.rrarrpnn), Ta6neTKH 10 Mr 

Market / PLrnoi.: : Russia / PoccnH 

Batch No./ 
: B2601528 

Batch Quantity / 
CepnH N2 PaJMep cepuu 
Analytical Report No./ 

Date of Analysis / 
AHaJIHTU'leCKHH OT'leT : 2002FP26001224 

)],aTa aHaJinJa 

Date of Manufacture / 
: 28-04-2026 

Date of Expiry / 
)laTa npOU3B0LlCTBa roJJ.eH LlO 
Mfg. License No./ 

MA number: / HoMep 
fi pOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 

JIHQeH3HH .N"2 
PY 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 23-05-2026 

: 31-03-2029 

: JITI-N2(006292)-(Pr-RU) 

Analvsis performed accordinl! ND No/ AHaJin3 nooBeLteH no H)l N2: JIII-N2(006292)-(Pf-RU)-190724 
Page 7 of7 / CTp. 7 HJ 7 

3aKJIIO'leHne O COOTBeTCTBUU: «HaCTOllJ..QHM ll IT0.!lTBep)KllaJO, 4TO npnse.ueHHall Bblllle HHq>OpMalJ,Hll .!IBnlleTCll 

.UOCTOBepHOH H T04HOH. 3Ta cep11.11 npo.uyKU.HH npoH3se.ueHa (BKnlO'lall ynaKOBKY (MapKHpOBKY) H KOHTPOJlb 
Ka'lecrna) Ha BbIWeyKa3aHHOH npOH3B0.UCTBeHHOH nnowa.uKe (nnowa.uKax) B ITOJlHOM COOTBeTCTBHH C Tpe6oBaHH.SIMH 
TTpaBHn Ha.une»<awei1 npOH3B0.UCTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH4eCKoro COJ03a 

(N2GMP/EAEU/RU/02346-2025 OT 25 cettrn6p.11 2025) H Tpe6osaHH.!IMH KOHTponH Ka4ecrna neKapcrneHHbIX 

cpe,UCTB, a TaK)l(e B COOTBeTCTBHH co cneu.nq>HKaU.HllMH, co.uep)l<al.QHMHC.SI B perHCTpaU.HOHHOM .UOCbe CTpaHbl­

HMnopTepa. 3anHCH no npOH3B0.UCTBY, ynaKOBKe H aHaJIH3Y nposepeHbl, H ycTaHOBneHO HX COOTBeTCTBHe 
Tpe6osaHHllM TTpas11n Ha,une)l(aJ..QeH npOH3B0.!lCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHne: TTpo.uyKT cooTBeTcTByeT Tpe6osaHHHM HLI, 3aKJII04eHne: O)1,OliPEHO 

Prepared by / Checked by/ TTposepeHo: Checked by (AQA) I Approved by: Quality 
flO.!lfOTOBJleHO: Kalyan Mahadev- Quality TTposepeHo (AOK): Assurance/ Authorized person / 
Venkata Rathnaiah Bulla- control- Team Member AhamaduJlah Mohammad - O.uo6peHo: O6ecne'-teH11e 

Quality control- Team 

~----

Quality A~ urance- .earn Ka4eCTBa!OTBeTCTBeHHOe n11u.o: 

Member ~ Member S. Haneef- Qualit~ A surance-
Team Member 

loate /Ll,aTa: 24-05-2026 llnate /LJ:aTa: 24-05-2026 llnate /Ll,aTa: 24-05-2026 lloate /Ll,aTa: i---~<°s-.-9P~ I 




