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

CEPTH<l>HKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo]lyKT: 3HaM® (3Hananpm1), m6neTKH 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
: 82601069 

Batch Quantity / 2400000 tabs / 
CepuH N2 Pa1Mep cepuu 

: 
2400000 m6JJeTOK 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTnqecKnii oTqeT : 2002FP26000874 
.LJ:aTa auaJin1a 

: 17-04-2026 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
28-02-2029 

.LJ:aTa npOH3B0JlCTBa 
: 

ro]leH JlO 
: 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R : JIIl-.N"!(006292)-(Pr-RU) 
JIHU:eHJHH N2 

PY 

Analysis performed according ND No/ AuaJIHJ npose]leu no H.LJ: ,N"g: JIIl-N2(006292)-(Pr-RU)-190724 

Pa2e 1 of7 / CTp. 1 01 7 
Test/ IloKaJaTeJib Result/ Pe1yJ1bTaTbl Specification/ HopMa 

1 Description/ Onucauue White round, flat, beveled edged 
tablets with "EMT" debossed on one 
side and number" 10" and a break line 
on the other side. 

White to off-white, round, flat, beveled 
edged tablets with "EMT" debossed on 
one side and number "10" and a break line 
on the other side. Cross Cut Description: 

Cross Cut Description: White core. / 

EeJJble, Kpyrnbie, [lJIOCKHe Ta611eTKH 
co CKOWeHHblMl1 Kpal!Ml1, C 
T11cHeH11eM "EMT" Ha OJlHOH 
cTopoHe 11 u11qipo11 "1 O" 11 
pa1JleJ111TeJ1bHOH pHCKOH Ha apyroi1 
~T0)l0Hf: 

Ha nonepe4HOM pa1pe3e llilPO 6e11oro 
UBeTa. 

White to off white core. I 

EeJlble 11!111 [104TH 6e11b1e, Kpyr Jlble, 
[1J10CKl1e Ta6neTKH co CKOWeHHblMH 
KpallMH, c T11cHeH11eM "EMT" Ha OJlHOH 
cTopoHe 11 u11qipo11 "1 O", 11 
pa3JleJ1HTeJlbHOH pHCKOH Ha Jlpyroii 
cTopoHe. Ha nonepe4HOM pa3pe3e »apo 
be11oro 111111 [104TH be11oro useTa. 

2 Identification/ lf]leuTnct,nKau:nH 

2a HPLC I B3)f{X 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. / BpeM» standard solution (section "Assay"). / 
y,nep)K11BaHHH OCHOBHOro [111Ka Ha BpeMll y,nep>KHBaHHH OCHOBHOrO [1J1Ka Ha 
xpoMaTorpaMMe 11cnb1TyeMoro xpoMaTorpaMMe 11cnb1TyeMoro paCTaopa 
paCTBOpa COOTBeTCTByeT BpeMeHH ilOJl)KHO COOTBeTCTBOBaTb BpeMeHH 
y ,nep>KHBaHHH n11Ka 3Ha11anp1111a Ha y aep>KHBaHHH n11Ka 3Hananp1111a Ha 
xpoMaTorpaMMe 
pacTBopa. 

CTaH.n.apTHoro xpoMaTorpaMMe cTaH.n.apTttoro pacTRopa 
(pa3,neJ1 «KOJ1H4eCTBeHHOe 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
flpnMe'lauue: TTpoayKT cooTBeTCTByeT Tpe6oaaHl1HM H.U 3aKJ11oqenue: O,ll.OliPEHO 

Prepared by/ Checked by / TTpoaepeHo: Checked by (AQA) I Approved by: Quality 
TTOJ.lfOTOBJlCHO: A . Susmitha- Quality TTpoaepeHo (AOK): A surance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amol A hokrao Rak hale - O.no6peuo: O6ecneYeH11e 
Team Member 

~ ~ 
Quality A Fvurance- Team Ka4eCTBalOTBeTCTBeHHOe 1111uo: 
Member S. Haneef- Quality, ts urance-

T earn Member _ 

IDate / )lam: 18-04-2026 IIDate /IlaTa: 18-04-2026 IIDate /.[lam: 18-04-2026 lloa1e / )lam: ~o r-O\.-l<i~ 



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

CEPTil<l>IIKAT AHAJIIl3A 

Product: Enam® (Enalapril) tablets 10 mg 
fiPO.llYKT: 3HaM®(3mU1anpm1), Ta6JieTKH 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 
CepuH .N"2 PaJMep cepuu 

Analytical Report No./ 
Date of Analysis / 

AHaJIHTH'leCKHH OT'leT : 2002FP26000874 
)].aTa auaJIHJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
)].aTa npoHJBO,llCTBa 

: 
ro,lleH ,llO 

Mfg. License No. / 
MA number: / HoMep 

fipOHJBO,llCTBeHHaH : 63/RR/AP/96/F/R 
JIHUeHJHH _N"g 

PY 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 17-04-2026 

: 28-02-2029 

: Jlfi-.N"2(006292)-(Pr-RU) 

Analysis performed accordin2 ND No/ AuaJIHJ npose,lleH no H)]. .N"2: Jlfi-.N"2(006292)-(Pr-RU)-190724 

Pa2e 2 of 7 / CTp. 2 u1 7 
onpe.ueJiett11e» ). 

2b TLC / TCX Complies I CooTBeTcTByeT The principal spot in the chromatogram of 
the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I Octtosttoe IDITHO Ha 
xpoMaTorpaMMe 11cnh1TyeMoro pacTBopa 
,!lOJiiKHO COOTBeTCTBOBaTh OCHOBHOMY 
nllTHY Ha xpoMaTorpaMMe CTaH.uapTHOro 
paCTBOpa. 

3 Uniformity of dosage units I 6.0 / 6,0 The Acceptance Value (AV) should be 
O,llHOpO,llHOCTb ,ll03HpOBaHHblX less than or equal to 15.0. / TToKaJaTeJih 
e,llHHHU np11eMJieMOCTH (AV) .UOJiiKeH 6hITb He 

6oJiee 15,0. 

4 Dissolution / PaCTsopeuue Unit-1 / Ta6JI.-1 99% Not less than 80% (Q) of 

Unit-2 I Ta6JI.-2 101% 
C20H2sN2Os·C4H4Q4 (Enalapril maleate) 
of the label claim in 30 min. I He Mettee 

Unit-3 / Ta6JI.-3 99% 80 % (Q) OT HOMHHaJibHOro co.uepiKaHHll 
C20H2sN2Os·C4~Q4 (:rnananp1-1Jia 

Unit-4 I Ta6JI.-4 100% MaJieaT) '!epe3 30 MHH. 

Unit-5 I Ta6JI.-5 98% 

Unit-6 / Ta6n.-6 103% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
npuMe'laHue: npo)lyKT C00TBeTCTByeT Tpe6oeaHJ,UIM HU 3aK'JIIO'!euue: O,llO6PEHO 

Prepared by / Checked by / TTposepetto: Checked by (AQA) / Approved by: Quality 
TTonroTosnetto: A. Susmitha- Quality TTposepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - O1106petto: O6ecne'!eH11e 

Team Member ~ Cfs- Quality Assurance- Team Ka'!eCTBalOTBeTCTBeHHOe JIHUO '. 

Member rv S. Haneef- Quali , Assurance-
Team Member ....-

!Date / /J,aTa: 18-04-2026 IIDate /)],am: 18-04-2026 IIDate / )laTa: 18-04-2026 I I Date / llaTa: ~O ..... o ~o')t l 
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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,\yKT: 3HaM® (3HaJTanpHJ1), Ta6JleTKH 10 Mr 

Market/ Pi.rnoic : Russia / Poccm, 

Batch No./ 
: B2601069 

Batch Quantity I 
Cepusi .N'2 Pa1Mep cepuu 

Analytical Report No./ 
Date of Analysis / 

AHaJJUTH"leCKUH OT"leT : 2002FP26000874 
.LJ:aTa auaJJu1a 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
)J,aTa DPOH3B0ilCTBa 

: 
ro,\eH ,\0 

Mfg. License No. / 
MA number: / HoMep 

IlpOHlBO,\CTBeuuasi : 63/RR/AP/96/F/R 
JlHUeHJUSI .N'2 

PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AuaJJuJ npoBeAen no H.[{ .N'2: JIIl-.N'2(006292)-(Pr-RU)-190724 

Pa2e 3 of 7 / CTp. 3 H3 7 
5 Impurities / IlpuMecu 

Enalaprilat / 3uaJTanpv1naT Not detected / ue o6Hapy)[(eua Not more than 1.5 % / He 6onee 1,5 % 

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

3uananp1rna .u11KeTonv1nepa311H 
Not detected/ He o6Hapy)[(eHa 

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

npv1Meceif 

6 Assay I KoJJuqecTseuuoe 10.0 mg I 10,0 Mr From 9.0 mg to 11.0 mg of 
onpeileJJeuue 

(100.1%/ 100,1%) 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 9,0 Mr .uo 11,0 Mr 
C20H2sN2Os·C4H4O4 ( 3Hananp11na 
ManeaT) B rn6neTKe (OT 90,0 % .llO 
110,0 % OT HOMHHaJlbHOro co.uep)[(aHI-Ui). 

7 Water / Boila 0.6%/0,6% Not more than 6.0 %. / He 6onee 6,0 %. 

8 Microbiological purity* / Muicpo6uoJJoruqecicasi qucToTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6mee '!Hcno a3po6HbIX He 6onee 103 KOE/r. 
MHKpoopraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count I O6mee 411cno He 6onee 102 KOE/r. 
.upO)[()[(eBbIX H nnecHeBbIX 
rpv16os 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe"lauue: ITpo.uyKT cooTBeTcTByeT Tpe6osaHHHM H,Q 3aKJJIO"leHue: O.LJ:OliPEHO 

Prepared by / Checked by/ ITposepeHo: Checked by (AQA) / Approved by: Quality 
ITo.uroTosneHo: A. Susmitha- Quality ITposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amol Ashokrao Rakshale - O.uo6peHo: O6ecne4eHHe 

Toam Mombec W- c1-, 
Quality As_r7surance.-Team Ka4eCTBalOTBeTCTBeHHOe JlHUO : 
Member S. Haneef- Quality·t ssurance-

Team Member \ __, 

loate fnarn: 18-04-2026 IIDate fnarn: 18-04-2026 IIDate fnarn: 18-04-2026 IIDate / ,[lam: ::t_o,--0~ ;?!) ~ I 



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

CEPTU«l>UKAT AHAJIU3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,llyKT: '.3ttaM® ('.3ttananp1111), Ta6J1eTKH 10 Mr 

Market / PblHOK : Russia I Poccm, 

Batch No./ 
: B2601069 Batch Quantity / 

CepnH N2 Pa3Mep cepnn 
Analytical Report No./ 

Date of Analysis / 
AuaJJHTH'leci.:nn OT'leT : 2002FP26000874 

,Ll;aTa auannJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
Ll,aTa npOH3B0llCTBa 

: 
ro,lleH llO 

Mfg. License No./ 
MA number: / HoMep 

Il pOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
nuueuJHH N2 

PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed accordine: ND No/ AuaJJH3 npoBelleH no H)l N2: JIIl-N2(006292)-(Pr-RU)-190724 

9 

c) Escherichia Coli 

Subdivision of tablets I 
OllHOpOllHOCTb Mace npH 
,lleJJeHHH Ta6JJeTOK 

Package/ Onucaune 
ynaK0BKH 

Not Applicable 

Complies / CooTBeTcTByeT 

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. / 
Tlo 10 Tct6.TJeTOK 8 6.TlHCTepe 1-13 

TpeXCJlOHHOH ~OJlbfH 
(OTTA/ An/TTBX) 11 aJit0MHH11eeoi1 

Pa2e 4 of7 / CTp. 4 H3 7 
Shall be absent in 1 gram. / 

OrcyTCTBHe e 1 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. / Ta611eTK11 
COOTBeTCTBYIOT Tpe6oeaHHjjM, ec1111 He 
6011ee 1 en11HH4Hajj Macca OTKJlOHjjeTCjj 
'.JU npQllOJlLI 85 % 115 % OT cpillllitt 
MaCCbl. Ta611eTKH He COOTBeTCTBYIOT 
Tpe6oeaHJ1jjM, ec1111 6011ee 4eM 1 
11Hlll1B11llYaJibHajj Macca OTKJlOHHeTCjj OT 
3THX npeneJlOB HJlH, eCJlH 1 
11Hlll1BHllYaJlbHajj Macca OTKJlOHjjeTCjj 3a 
npene11b1 75 % - 125 % OT cpenHeH 
MaCCbl. 

Tablets 2.5 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 blisters and patient information leaflet in 
a carton pllc.k. 
rablers 5 mg, 10 mg, 20 mg 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laune: TTponyKT cooTBeTCTByeT Tpe6oeaHHjjM H,ll 3aKJJIO'leune: O,U:O6PEHO 

1::=::::============;-;::====:::::::::::=====,;::========~ 
Prepared by / 
ITonroToenetto: 
D. Latha - Quality control-

Team Member ~ 

IDate /,llarn: 18-04-2026 

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

Checked by (AQA) / Approved by: Quality 
OpoeepeHo (AOK): Assurance/ Authorized person / 
Amol Ashokrao Rakshale - Ono6peHo: O6ecne4eH11e 
Quality Assurance- Team Ka4ecTea/OTBeTCTBeHHoe 11111.~o: 
Member ,.._., / S. Haneef- Quality '}~surance-

Y V Team Member X 
1:=1D=a=te=/,ll=aT=a=: 1=8=-0=4=-2=0=2=6 =::::::1::=1D=a=te=/,ll=a=T::::!a=: 1=8=-0=4=-2=0=2=6===:lloate I .[lam: d O ,-0~ .--'IP~ I 



.. 

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

CEPTM<I>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets 10 mg 
ITpoJiyKT: 3HaM®(3HaJianpHJJ), Ta6JJeTKH. 10 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 2400000 tabs / 
CepuH .N'! Pa3Mep cepuu 

: 
2400000 Ta6JJeTOK 

Analytical Report No. / 
Date of Analysis / 

AnaJJHTH"leCKHH OT"leT : 2002FP26000874 
1laTa anaJJu3a 

: 17-04-2026 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
28-02-2029 

llaTa npou3BOJICTBa 
: 

rotten t{O 
: 

Mfg. License No. / 
MA number: / HoMep 

ITpOH3BOJICTBeHHaH : 63/RR/AP/96/F/R : JIIT-.N'!(006292)-(Pr -RU) 
JIHUeH3HH .N'! 

PY 

Analysis performed accordin!? ND No/ AnaJJH3 npose11en no H)l .N!: JIIT-.N'!(006292)-(Pr-RU)-190724 

cflOJJhfl1 
JJaKOBhlM 

C 

Pa~e 5 of7 / CTp. 5 H3 7 
TepMoceapI,rnaeMhIM 10 tablets in blister of three-layer foil 

noKpblTH.eM 
3ane1mThIBaeMOM CTOpOHe. 

Ha (OPA/Al/PVC) foil and Aluminum foil 
with heat seal lacquer coating on the 
sealing side. flo 2 6JJH.CTepa BMeCTe c JJH.CTKOM-

BKJJa)lbIWeM B na4KY KapTOHHYIO, 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6J1emKu 2,5 Mc 
flo 10 Ta6neToK e 6m1cTepe H.3 
TpexcnoiiHOH ¢onhfl1 (OITA/An/ITBX) H 
aJIIOMMHMeBOH cpoJibrM C 
TepMoceapMeaeMhIM JiaKOBblM 
noKpblTMeM Ha 3ane4aTbIBaeMOH 
CTOpOHe. 
flo 2 6m1cTepa BMeCTe C JIMCTKOM­
BKJia)lblWeM B na4KY KapTOHHYIO, 
Ta611em1w 5 ,11z , l O ,1-121 20 ,112 

flo 10 m6JJeTOK B 6JIMCTepe M3 
TpexcnotlHoii cfionhrn (OITA/ An/ITBX) M 
aJIIOMMHMeBOH cflOJihfl1 C 
TepMOCBapMBaeMhlM JiaKOBhlM 
noKpblT11eM Ha 3ane4aTb1BaeMOH 
CTopoHe. 
flo 2, 5, 6, 10 6m1cTepoB BMeCTe c 
JIMCTKOM-BKJJa)lbIWeM 
KapTOHHYIO, 

B na4KY 

* -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/ 
ITpuMe<1anue: flponyKT COOTBeTCTByeT Tpe6oBaHl1HM H)], 3aKJ110<1enue: O1lO6PEHO 

Prepared by / Checked by/ flpoeepeHo: Checked by (AQA) / Approved by: Quality 
floi.roTOBJieHo: A . Susmitha- Quality flpoeepeHO (AOK): Assurance/ Authorized person / 
D . Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - O.no6petto: O6ecne4em,1e 
Team Member 

~ cJ--
Quali ty A~surance- earn Ka4eCTea/OTBeTCTBeHHOe Jil11J:O: 
Member S. Haneef- Quality ~ :ssurance-

Team Member 

joate / )],am: 18-04-2026 lloa1e /.llara: 18-04-2026 IIDate /)],am: 18-04-2026 II Date / )],am: &~"",o~-~~1 



. ' 

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

CEPTlf<l>lfKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets IO mg 
Tipo,uyicr: 3HaM® (3ttanarrpm1), Ta6neTKH IO Mr 

Market / PLIHOK : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 2400000 tabs / 
Cepm1 ,N'g Pa3Mep cepuu 

: 
2400000 Ta6JJeTOK 

Analytical Report No./ 
Date of Analysis / 

AuaJJHTH'leci.:uu OT'leT : 2002FP26000874 
.IJ:aTa auaJ1u1a 

: 17-04-2026 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
28-02-2029 

.llaTa rrpOH3B0JlCTBa 
: 

ro,ueu JlO 
: 

Mfg. License No. / 
MA number: / HoMep 

TI pOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R : Jlfl-Ng(006292)-(Pr-RU) 
JIHQeH3HH ,N'g 

PY 

Analysis performed according ND No/ AuaJiul rrpose11eu rro Hll ,N'g; JIIT-Ng(006292)-(Pr-RU)-190724 

Page 6 of7 / CTp. 6 H3 7 
* flpoBO,UHTCll rrpOH3B0,UHTeJJeM rrpH BblilYCKe rrepHO,UH4eCKH: ,llJlll Ka)K,UOH 20-0H cepHH HJIH 

He Mettee I p83a B ro,u. floKa3aTeJJb MO)KeT 6b1Tb He BKJII04eH B cepTHqJHKaT aHaJJH3a cpHpMbl. 

API name/ uauMeuosauue A<l>C: Enalapril Maleate / 3HanarrpHna ManeaT 

INN/ MHH: Enalapril / 3ttanarrpHJJ 

API manufacturer batch number / AESH002090 
HoMep cepuu rrpoHJBOJlHTeJJH A<l>C: 

FP Manufacturer API Batch number / FBSA00556 
HoMep cepHH cy6cTaHQHH rrpOH3B0JlHTeJIH r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IIpuu:mo11w1eJ1b A<l>C, c1p1rna: )],-p Pt:MH \; JlaGuparnp11l: Jh.u., HHJlHll 

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

HauMeHOBaHHe, a,upec, J1HQeH3HH JlJIH Malkajgiri District - 500090, Telangana State, India (license 

IlpOH3BOJlCTBCHHaH IlJIOIUa,UKa / IlJIOIUa,UKa KOHTpOJIH No 63/RR/ AP /96/F /R) I flpoH3BOllCTBeHHOe no,upa3,ueneHHe-

Ka'leCTBa / IlJJOIUa,UKa BLmyci.:a II, Y4aCTKH J\f2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, oa4yrraJJJJH 
B11nna,u)K, 6a4ynann11 MaH,uan, Men4an ManaKa,u)Kr11p11 

,U11cTpHKT - 500090, WTaT TeJJaHraHa, l1H,Ul1ll (J1111-1eH311ll 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 
Authonzat10n dossier of the 1mportmg country. Product10n, packaging and testmg records are venhed and their 
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laHue: flpo,uyKT COOTBeTcrnyeT Tpe6osaHHllM H)], 3aKJ110'leuue: O.IJ:OliPEHO 

Prepared by I Checked by / flpoeepeHo: Checked by (AQA) I Approved by: Quality 
flo,uroTOBJJeHo: A. Su mitha- Quality flposepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - Ono6petto: O6ecne4em1e 

Team Member ~ 

~ 
Quality As urance- Team Ka4eCTBalOTBeTCTBeHHOe JIHUO: 

Member rv" S. Haneef- Quality {J;surance-
Team Member ...., 

I Date/ ,Uarn: 18-04-2026 IIDate /,uarn: 18-04-2026 IIDate /,uarn: 18-04-2026 IIDate/,uarn: J o-04---)ot b I 



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

CEPTII <l>IIKA T AHAJIIl3A 

Product: Enam® (Enalapril) tablets 10 mg 

IlpOJIYKT: 3HaM® (3Hananp1rn), Ta6JJeTKH 10 Mr 

Market / Pt.rnoic : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity I 
CepnH N2 Pa1Mep cepuu 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTHttecicuii OTtteT : 2002FP26000874 
LJ:aTa auaJiuJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
)J.aTa npOH3B0JICTBa 

: 
roJieH JIO 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0JICTBeuuaH : 63/RR/AP/96/F/R 

JIHQeHJHH .N'! 
PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AnaJIHJ npoBeJien no HLJ: N2: Jlll-N2(006292)-(Pr-RU)-190724 
Page 7 of7 / CTp. 7 HJ 7 

3aicmotteuue O COOTBeTCTBHH: «HacTO.Slll.lHM .SI IlOJITBep)l(Jia!O, 'ITO npttBe,!leHHa.H BbJllle HHcpopMaQH.SI .SIBJJ.HeTC.SI 

,!lOCTOBepHOH tt TO'IHOH. 3m ceptt.H npO.!lYKQHH npOH3Be,!leHa (BKJIJO'la.H ynaKOBKY (MapKttpOBKY) tt KOHTpOJJb 
Ka'leCTBa) Ha BbillleyKa3aHHOH npOH3B0,!lCTBeHHOH TIJIOll.la,!lKe (nno11.1a,!lKax) B TIOJIHOM COOTBeTCTBHH C Tpe6oBamrnMH 
ITpaBHJI Ha,!lJJe)l(all.leH npOH3B0,!lCTBeHHOH npaKTHKH EBpa3HHCKOrO 3KOHOMH'leCKOro COJ03a 

(N2GMP/EAEU/RU/02346-2025 OT 25 cettrn6p.H 2025) tt Tpe6oBaHtt.HMH KOHTpon.H KattecTBa neKapcTBeHHhlX 
cpe,!lCTB, a TaK)l(e B COOTBeTCTBHH co cneuttcpttKaQH.SIMH, CO,!lep)l(all.lHMHC.SI B perttCTpaQHOHHOM ,!lOCbe CTpaHt.I­

HMnopTepa. 3anHCH no npOH3B0,!lCTBY, ynaKOBKe H aHaJJH3Y npoBepeHbl, H ycTaHOBJJeHO HX COOTBeTCTBHe 
Tpe6oBaHH.SIM ITpaBHJI Ha,!lJ1e)l(a11.1eH npOH3B0,!lCTBeHHOH npaKTHKH EBpa3HHCKOrO 3KOHOMW-leCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMettauue: fipO.!lYKT COOTBeTcTByeT Tpe6oBaHH.SIM H)J: 3aicmotteuue: OLJ:OliPEHO 

Prepared by / Checked by I ITpoBepeHO: Checked by (AQA) I Approved by: Quality 

fIO.!lfOTOBJJeHo: A. Susmitha- Quality npoeepeHo (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rak hale - 0.!lo6petto: 06ecne'leHtte 
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