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Dr. Raddy's ~i- CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
IIPOAVKr: 3HaM® (3mmanmrn), Ta6neTKH 20 Mr 

Market / PhlHOIC : .Russia / PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity I 
Cepusr .N'!! PaJMep cepuu 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH'leCICHH OT'leT : 2002FP25002864 
,ll;aTa auaJJuJa 

Date of Manufacture / 
19-11-2025 

Date of Expiry / 
,ll;aTa DPOHJBOACTBa 

: 
ro.[(eHAO 

Mfg. License No./ 
MA number: / HoMep 

IlpOHJBOACTBeHHaSI : 63/RR/AP/96/F/R 
JJHUeHJHSI .N'!! 

PY 

: 540 KG I 540 KT 

: 20-12-2025 

: 31-10-2028 

: nrr-.N~(006292)-(Pr-RU) 

Analysis performed according ND No I AHaJJHJ npoeeAeH no HJ( .N'!!: JIII-.N'!!(006292)-(Pr-RU)-190724 

Pa~e 1 of7 / CTp. 1 Bl 7 
Test / IloICaJaTe.Jib Result/ PeJyJJbTaTbI Specification / HopMa 

Description / Onucauue White round, flat, beveled edged 
tablets with "EMT" debossed on one 
side and number "20" 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 "20" and a break line 
on the other side. Cross Cut Description: 

Cross Cut Description: White core. / 

Eem,Ie, Kpyrm,1e, IlJIOCKHe Ta6JieTKH 
CO CKOIIIeHIIl,JMH KplUIMH, C 
THCHeHHeM "EMT" Ha OAHOH 
crnpoHe H umj>poif "20" H 
pa3.QeJIHTeJibHOH pHCKOH Ha ~yroil: 
CTOpOHe. 

Ha rronepe11HoM pa3pe3e .si:Apo 6enoro 
UBeTa. 

White to off white core. / 

Eem,ie HJIH ITO'ITH 6em,ie, Kpyrm,1e, 
ITJIOCKHe Ta6JieTKH co CKOIIIeHHbIMH 
Kpa.slMH, c THCHeHHeM "EMT" Ha OAHOH 
crnpoHe H 1.u11J>poil: "20" H 
pa3.[(eJIHTeJibHOH pHCKOH Ha Apyroil: 
crnpotte. Ha nonepe'!HOM pa3pe3e J1APO 
6enoro HJIH no'ITH 6enoro UBeTa. 

2 Identification / H.i.eHTH<J>HICauusr 

2a HPLC I B3)[{}{ 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. / BpeMH standard solution (section "Assay"). / 
y.11:ep)l(:HBaHIDI OCHOBHOro nm<a Ha BpeMH YAep)l(:HBaHIDI OCHOBHOro IDIKa Ha 
xpoMaTOrpaMMe UCIIbITYeMoro 
paCTBOpa COOTBeTCTByeT speMeHH 
y.11:ep)l(:HBaHIDI IlHKa 3HaJianpHJia Ha 
xpoMaTorpaMMe 
pacTBopa. 

CTaH.11:apTHOro 

xpoMaTorpaMMe HCIILizyeMoro pacTBopa 
.QOJI)l(:HO COOTBeTCTBOBaTb BpeMem-1 
y.11:ep)l(:HBaHIDI ID1Ka 3HaJianpHJia Ha 
xpoMaTorpaMMe cTaH.QapTHOro pacrnopa 
(pa3.QeJI «KOJIH'leCTBeHHOe 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
T1pHMe'l3HHe: Ilpo.eyKT CO0TBetcTByeT -rpe6oBaIDUIM H.ll: 3aICJJIO'leHue: O.l(O6PEHO 

Prepared by / Checked by I IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
Ilon:rotoBnetto: A. Susmitha- Quality Ilpoeepetto (AOK): Assurance/Authorized person/ 
D . Latha - Quality control- control-Team Member V. Prashanth - Quality O,no6peao: O6ecneqem1e 
Team Member Assurance- Team Member KaqecTBa/OTBeTCTBeHJ-tOe JIHU:O: 

~ <,g_ rJ'&/J 
S. Haneef- QuaI1· Assurance-
Team Member _ 

I Date /,11,arn;yi......( )------).P ~Date /,11,arn: J- '2 ~1 'V ?-0 v, -II Date /,11,aTa: ~~,..-1~~io16' IIDate /,11,arn: 'LL...-u-----tot-~ 
I 



Dr.Raddy's~;-
CERTIFICATE OF ANALYSIS 

CEPTJ.I(l>fil(A T AHA.Jlll3A 

Product: Enam® (Enalapril) tablets 20 mg 
TTpoJlyKr: 3HaM®(3 HanarrpHJJ), Ta6neT1<11 20 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity / 
Ceom1.N!! PaJMep ceom1 

Analytical Report No. / 
Date of Analysis / 

AnamtTH'leCKDU 0T'leT : 2002FP25002864 
)l:aTa auaJinJa 

Date of Manufacture/ 
: 19-11-2025 

Date of Expiry / 
.ll:aTa npoH3BO.IJ.CTBa ro}leH JlO 

Mfg. License No. / 
MA number: / HoMep 

11poHJBOJl.CTBeHU3H : 63/RR/AP/96/F/R 
JJUQeHJIUI .N!! 

PY 

: 540 KG I 540 Kr 

: 20-12-2025 

: 31-10-2028 

: Jlll-N2(006292)-(PI'-RU) 

Analvsis performed accordine ND No/ AuaJIHJ npoee,1J.eH no H1l .N!!: JIII-.N!!(006292)-(Pr-RU)-190724 
Pae:e 2 of 7 / CTJ>. 2 Bl 7 

onpe,D:eneHHe» ). 

2b TLC I TCX Complies / CooTBeTCTBYeT The principal spot in the chromatogram of 
the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I OcHOBHOe ruITHO Ha 
xpoMaTOrpaMMe Hcm,nyeMoro pacTBopa 
JlOJDKHO COOTBeTCTBOBaTI, OCHOBHOMY 
runuy Ha xpoMaTOrpaMMe CTilHJlapTHOfO 
pacTBopa. 

3 Dissolution / PacTBopeuHe Unit- l /Ta6n.-l 103% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 100% 
C20H2sN2Os·C4l4Q4 (Enalapril maleate) 
of the label claim in 30 min. I He MeHee 

Unit-3 / Ta6n.-3 101% 80 % (Q) OT HOMHHaJihHOfO CO,D:ep)l{aHIDI 
C20H2sN2Os•C4l4Q4 ( :manarrpHJia 

Unit-4 / Ta6n.-4 101% MaJieaT) qepe3 30 MHH. 

Unit-5 I Ta6n.-5 100% 

Unit-6 / Ta6n.-6 100% 

4 Uniformity of dosage units / 3.213.2 The Acceptance Value (AV) should be 
O}lHOpOJlHOCTh Jl03Hp0B3HHLIX less than or equal to 15.0. / IloKaJaTeJJb 
CJlHHHU rrpHeMJieMOCTH (AV) JlOJI)l{eH 61,1Tb He 

6011ee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Met:Jauue: ITpo;zyKT cooTBeTCTByeT rpe6oaaRID1M R~ 3aKmo'lenne: O)).OEPEHO 

Prepared by / Checked by / IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
TTOJlfOTOBJJeHO: A. Susmitha- Quality TTpoBepeHo (AOK): Assurance/ Authorized person I 
D. Latba - Quality control- control- Team Member V. Prashaoth - Quality O,no6peao: O6ecneqeHHe 

Team Member~ Assurance- Team Member 1<at:JecTBa/OTBeTCTBeHHoe JIHI~O: 

~ tn~ril 
S. Haneef- Quabi~ Assurance-
Team Member ~ 

!Date /,n:aTa: ~-< .l--4P+ ate l,n:aw: n ~ i 2. - w ~ I Date l,n:a-ra: R. { -i ~-'2,() ')JS Date /,n:aTa: L---L ,--\ L ,Qo1-S-
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• •• Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAIIAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
0POAYKT: 3HaM® (3 Hananmm), -ra6neTK11 20 Mr 

Market/ PLJHOK : Russia / Poccllil 

Batch No./ 
: B2503637 

Batch Quantity / 
Cepusi .N'!! PaJMep cepm1 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH'leCKHH OT'ICT : 2002FP25002864 
,l(aTa auaJJH3a 

Date of Manufacture/ 
: 19-11-2025 

Date of Expiry / 
'llaTa npo113ao.nc-rea ro.llCH AO 
Mfg. License No. / 

MA number: / HoMep 
IlpOHJBOACTBeHHaff : 63/RR/AP/96/F/R 
mmeHJHsi .N'!! 

PY 

: 540 KG I 540 Kf 

: 20-12-2025 

: 31-10-2028 

: JIII-N!!(006292)-(Pr-RU) 

Analvsis performed accordini! ND No/ AHaJJHJ npoee,llen no Hll .N"!!: JIII-.N'!!l006292)-<Pr-RU}-190724 
Pa!!e 3 of7 / CTP. 3 HJ 7 

5 Impurities/ IlpnMecu 

Enalaprilat / 3 Ha.nanpHJiaT Not detected / He o6uap)')KeHa Not more than 1.5 % / He 6onee 1,5 % 

Enalapril diketopiperazine I Not more than 2.5 % / He 6onee 2,5 % 
3mmanpHJia J(HKeTOilHnepa3HH 

Not detected/ He o6Hapy)I(eHa 
Total impurities / CyMMa 

Not detected/ He o6Hapy)I(eHa Not more than 3.0 % / He 6onee 3,0 % 
npHMeceif 

6 Assay I KOJJU'fCCTBCHJtoe 19.9 mg I 19,9 Mr From 18.0 mg to 22.0mg of 

onpe.ne.neuHe 
(99.5% I 99,5%) 

C20H2SN2Os·C,Ji4O4 (Enalapril 
malt:ate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 18,0 Mr .no 22,0 Mr 

C20H2sN2Os·C4~Q4 (3HananpHna 
ManeaT) B Ta6neTKe (oT 90,0% .no 
110,0 % OT HOMHHaJThHOfO co.nep)I(aHIDI). 

7 Water /Bo.ll.a 0.5 % / 0,5% Not more than 6 .0 %. / He 6onee 
6,0%. 

8 Microbiological purity*/ MuKpo6nonont'fectca_Sl 'IHCToTa* 

a) Total Aerobic Microbial Not Applicable Not more than J 03 CFU/g. / 
Count I O6m;ee 'IHCJIO a3po6m,IX He 6onee 103 KOE/r. 
MHKpOOpraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6mee 'IHCJio He 6onee 102 KOE/r . 
,npO)I()l(eBbIX H nrrecHeBbIX 
rpl:160B 

c) Escher ichia Coli Not Applicable Shall be absent in 1 gram. I 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lauue: IlpoeyKT coorneTCTsyeT T_Pe6osaHID1M H,D, 3al(JJ JO'leuue: 0,l(0.6PEHO 

Prepared by / Checked by / Ilposepe1m: Checked by (AQA) / Approved by: Quality 
Iloz oToBJJeHo: A. Susmitha- Quality CTpoeepeRo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member V. Prashanth - Qual ity O.no6peno: O6ecnetJeHHe 

Team Member ~ Assurance- Team Member KatJecTea/OTBeTCTBeHH0e JIHUO: 

cl- w4J 
S. Haneef- Quahi, Assurance-
Team Member -

joate /,[(aTa: ~-f)..---u>~Date /,[(aTa: '- 2~1 2.- - ')CUI Date /,[(aTa: Ja,-1~--wu -Date /,D;aTa: U----\2-~2-5 

I 



Dr. Reddy's ~f • CERTIFICATE OF ANALYSIS 
CEPTll~HKATABAJill3A 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo.nyicr: 3HaM® (3Harranmm), Ta6nenrn 20 Mr 

Market / PbIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity / 
Cepm1 .N'!! Pa3Mep cep1m 
Analytical Report No. / 

Date of Analysis / AHaJJHTuqec1euii oyqey : 2002FP25002864 ,llaTa auaJIH3a 

Date of Manufacture / 
: 19-11-2025 

Date of Expiry / 
,llaTa DDOH3B0.QCTBa ro.neu.no 
Mfg. License No./ 

MA number: / HoMep IlpOH3B0.QCTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH .N'!! 

PY 

: 540 KG I 540 Kr 

: 20-12-2025 

: 31-10-2028 

: JII1-.N"!!(006292)-(Pr-RU) 

Analysis performed accordine: ND No/ AuaJIH3 ooose.neu no Hll .N'!!: JIJJ-.N'!!<006292)-<PT-RU)-190724 

9 Subdivision of tablets/ 
O.nuopo.nuocTb Mace npu 
.neJieuuu Ta6JieTOK 

Package/ OnucaHue 
ynaKOBKH 

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. / 
IIo 10 Ta6JieTOK a 6JIHCTepe m 
TPexcnoil:Hoil: <tion1,m 
(OIIA/An/IIBX) H aJIIOMHHHesoil: 
d>onLrH C Te0MOCBaoHBaeMbIM 

Paee 4 of 7 / CTp. 4 n3 7 
OrcyrcTBHe a 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. I Ta6neTKH 
COOTBeTCTBYJOT TPe6oBaHIDIM, eCJIH He 
6onee 1 erornwrna.11 Macca oTKJIOH.lleTc.11 
3a npe.nem,1 8:5 % - 1 L'5 % OT cpeJ.J,He!l. 

MaCCbl. Ta6neTKH He COOTBeTCTBYJOT 
TPe6oaaHIDIM, ecnH 6onee qeM 1 
HHDHBH,QyaJibHa.ll Macca OTKJIOH.lleTC.ll OT 
3HIX npe,neJIOB HJUI, ecJIH 1 
HHDHBH,IzyaJibHa.ll Macca OTKJIOH.lleTC.ll 3a 
npe.neJibI 75 % - 125 % OT cpe.nHeii 
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 
10 tablets in blister of three-layer foil 
(OPA/Al/PVC) foil and Aluminum foil 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpnl\ie'tfam1e: Ilpo.QYKY cooTBeTCTByeT TPe6oaaumrM H,n: 3aKJ110'leH11e: O,llOJiPEHO 

1:============:::=;-:;:::::=========================== 
Prepared by / 
IlO,!IrOTOBJleHO: 
D. Latha - Quality control­
Team Member 

LM_ _ 
-" 

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

Checked by (AQA) / 
TipoBepeHo (AOK): 
V. Prashanth - Quality 
Assurance- Team Member 

Approved by: Quality 
Assurance/ Authorized person / 
O.no6peHo: O6ecne1ieHHe 
KatJeCTBa/OTBeTCTBe.HH0e JIHUO: 

1 
,.,, .. /l S. Haneef- QualiW Assurance-

(,/ Y!,Uf-' Team Member 'J,., ======±======= 
lloate /Aarn: ~i,.-\2_ ~ £ 



Dr. Reddy's ~i• CERTIFICATE OF ANALY SIS 
CEPTH(})HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
Iloo.nvKT: 3HaM® (3HanaIIDHJI), Ta6JieTKH 20 Mr 

Market / PbIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity / 
CepuSI .l1f! PaJMep cepuo 
Analytical Report No./ 

Date of Analysis / 
AuaJiuTnqecKnii oTqey : 2002FP25002864 

,ll;aTa auanuJa 

Date of Manufacture/ 
: 19-ll-2025 

Date of Expiry / 
)laTa DPOHJBO..llCTBa roJJ;eHJJ;O 

Mfg. License No./ 
MA number: / HoMep 

IlpouJBO,IJ;CTBeHHaSI : 63/RR/AP/96/F/R 
JIHUeHJHSI .N'!! 

PY 

: 540 KG I 540 Kr 

: 20-12-2025 

: 31-10-2028 

: illl-N!!(006292)-(Pr-RU) 

Analysis performed according ND No/ AuaJiuJ npose..11eu no H,ll .N!!: JIII-N!!(006292)-(Pr-RU)-190724 
Pae:e 5 of 7 / CTP. 5 H3 7 

JiaKOBbIM IIOICJ)blTHeM 
3aneqaTbIBaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

Ilo 2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia)J.bIIIIeM B naqKy KapTOHH)'IO. 

2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6J1emKu 2,5 Mc 
no 10 Ta6JieTOK B 6JIHCTepe H3 
TPexcnoHHoil: qioni,rn (OIIA/An/IIBX) H 
aJilOMHHUeBOH q>OJibrH C 
TepMOCBapUBaeMblM JiaKOBbIM 
IIOICJ)bITHeM Ha 3aneqaTb1BaeMOH 
CTOpoHe. 
no 2 6miCTepa BMecre c JIHCTKOM­
BKJia)J.bIIIIeM B naqKy KapTOHH)'IO. 
Ta6nemKu 5 MZ. IO ,wz. 20 MZ 

no 10 Ta6JieTOK B 6JIHCTepe H3 
TPeXCJIOHHOH q>OJibrH (OIIA/AJI/IIBX) H 
aJilOMHHHeBOH q>OJihrH C 
TepMOCBapUBaeMbIM JiaKOBbIM 
IlOICJ)hlTHeM Ha 3aneqaTb1BaeMOH 
CTOpoHe. 
Ilo 2, 5, 6, 10 6JIHCTepOB BMeCTe C 
JIHCTKOM-BKJia)J.bIIlleM B naqKy 
KaPTOHHYJ(). 

* - 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. / 

* TTpmm,11,liTCH npomRo,n:wTe.rreM npw RhrrrycKe nepH0,!lWieCKH: .ZIJUI KIDK./lOH 20-oil: cepHH HJIH 

He MeHee 1 pa3a B ron. noKa3aTeJib MO)KeT 6bITh He BKJIIOqeH B ceprHq>HKaT aHaJIH3a q>HpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMetfa1rne: nponyKT cooTBeTcTByeT TPe6oeaIDUIM H,ZJ; 3aKmoqeuoe: O,l(OliPEHO 

Prepared by I Checked by / npoBepeHo: Checked by (AQA) / Approved by: Quality 
ITo.11;r0T0BJieHo: A. Susmitha- Quality IlpoBepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member V . Prashanth - Quality O.n.o6peHo: O6ecneqeaue 
Team Member cg_ A ssurance- Team Member KaqecTBa/OTBeTCTBeHHOe JIHQO: 

'-fs:1--- ia..,t,,/J 
S. Haneef- Qualii~ Assurance-
Team Member .--

loate f,n:ara: "t, ')...--1 '2--1.-0~ ate f,n:ara: ,. 1.-11.-').0 ½.'7 Date /,ZJ;aTa: ~ ~ ,-/ P. .su;?b Date /,ZJ;ara: :2.2_A2-~~2,s 



Dr.Reddy's ~i• CERTIFICATE OF ANALYSIS 
CEPTH(f)HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo.11,yKT: 3HaM® (3HananoHJI), m6JieTKH 20 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity / 540 KG I 540 Kr 
CepuH .N'!! Pa3Mep cepuu 

: 

Analytical Report No. / 
Date of Analysis / 

AuaJJHTH'leCKHii OT'leT : 2002FP25002864 
,l1;aTa aHaJJH3a 

: 20-12-2025 

Date of Manufacture/ 
19-11-2025 

Date of Expiry / 31-10-2028 
.IlaTa DPOH3BOJJ,CTBa 

: 
ro.11.eu.11,0 

: 

Mfg. License No./ 
MA number: / HoMep 

IlpoH3B0JJ,CTBeHHaH : 63/RR/AP/96/F/R : JIII-N2(006292)-(Pf-RU) 
JlHU:eH3HSI .N'!! 

PY 

Analvsis performed accordine: ND No I AuaJJH3 nooseJJ,eH no H)( .N'2: JIII-.N'M006292)-(Pr-RU)-190724 

Pafe 6 of7 / CTp. 6 H3 7 

API name/ uanMenosauue A(J)C: Enalapril Maleate / 3HananpIDia ManeaT 

INN/MHH: Enalapril / 3HaJianpIDI 

API manufacturer batch number/ AERH016174 
HoMep cepuu npouJBOJJ,HTeJJH A(J)C: 

FP Manufacturer API Batch number/ FBSA00484 
HoMep cepuu cy6cTauu:uu npOH3BOJJ,HTeJJSI r Jl(J): 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IlponJBOJJ,HTeJJb A(J)C, crpaua: ,[(-p Pe.n:.zi:H'c Jla6oparnpttc JlTJJ,., llHJJ,IDI 

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 Mandal, Medchal 
HauMenosauue, aJJ,pec, JlHU:eH3HSI JJ,JJSI Malkajgiri District - 500090, Telangana State, India (license 
IlpOH3BOJJ,CTBeHHaH DJlOLUaJJ,Ka / IIJJOLUaJJ,Ka KOHTpOJJH No 63/RR/AP/96/F/R) I IlpoHJBOJJ,CTBeHHoe nOJJ,pa3JJ,eJieHHe-
Ka'lecrsa / IlJJoma.11,Ka BbmycKa II, Y11acTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, EaqynaJIJIH 

BHJIJiaJJ,)l{, Ea11ynaJIJIH MaHJJ,aJI, Me.ll'laJI MaJiaKaJJ,)l{rupu 
,[(HCTPHKT- 500090, nITaT TeJiaHraHa, llHJJ,IDI (JIHu;eHJIDI 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 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 / 
IIpnMe'lauue: IlpoJJ,yKT cooTBeTcTByeT TPe6oBaHIDIM H,[( 3aKJJIOlfenue: O,U:OliPEHO 

Prepared by I Checked by I IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
ITo.l(roT0BJJeHo: A. Susmitha- Quality IlpoBepeHO (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member V. Prashanth - Quality O,z:i:06pe1w: O6ecne11eHHe 

Team Member Assurance- Team Member Ka'IeCTBaiOTtleTCTBeHH0e JIHQO: 

~ G2- ww./J 
S. Haneef- Qualiir Assurance-
Team Member _ 

loate /,[(am: ,z..2--1 1----:>-P~ Date /,[(am: ?. ).~ \ 2 -?-O ~ I Date /,[(am: M-1&-ioi Date /,[(am: ll ,.....-\ L ,-'Z,.!,i,\ 



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

CEPTH<I>HKA T AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo.n:yKT: 3HaM® (3HanannHJI), Ta6JieTKH 20 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503637 

Batch Quantity / 
CeonH .N"!! PaJMep cepuu 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP25002864 
.lJ:aTa auaJIH3a 

Date of Manufacture/ 
: 19-11-2025 

Date of Expiry / 
lllaTa npouJBo.n:crna ro.n:eu.n:o 

Mfg. License No./ 
MA number: / HoMep 

IJpOH3B0Jl:CTBeHHaH : 63/RR/AP/96/F/R 
JIHQeH3HSI .N°!! 

PY 

: 540 KG I 540 Kr 

: 20-12-2025 

: 31-10-2028 

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

Analvsis oerformed accordin!!: ND No/ AuaJIHJ npone.n:eu no H,ll .N"!!: JIII-.N"!!(006292)-<Pr-RU)-190724 

Page 7 of7 / CTp. 7 HJ 7 

3aK.JIIO'leHne O COOTBeTCTBHH: «HaCTO.llID;HM " IIO,ll,TBep)K,ll,aIO, qTo npHBe.n:euHa.ll Bblllle HIHpOpMaUIDI .llBJI.lleTC.ll .ll.OCTOBepHOH 
H TO'lHOH. 3Ta cepllil IlpO,ll,)'KIJ,llH npOH3Be,ll,eHa (BKJIIO'ia.ll yrraKOBK)' (MapKHpOBK)') H KOHlJ)OJIJ:, Ka'ieCTBa) ua BbIIIIe)'1<a3aHHOH 
IIpOH3B0,ll,CTBeHHOH IDioma.n:Ke (IDioma.n:Kax) B IIOJIHOM COOTBeTCTBHH C 1J)e60BaHlliIMH IlpaBHJI Ha)J,Jle,Kam.eH 
IIpOH3B0,ll,CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'leCKOro COI03a H lpe6oBaHIDIMH KOHlJ)OJI.ll KaqecTBa JieKapcTBeHHbIX 
cpe,ll,CTB, a TaK,Ke B COOTBeTCTBHH co cnel.l,ll<pHKal.l,ll.llMH, co.n:ep)Kam.HMHC.ll B perHClJ)a:UHOHHOM ,ll,OCbe ClJ)aHbI-HMIIOpTepa. 
3aIIHCH no IlpOH3B0,ll,CTBy, ynaKOBKe H aHaJIH3Y npoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe 1J)e6oBaHH.llM IlpaBHJI 
Ha)J,Jle)Kam.eii IIpOH3B0,ll,CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lauHe: Ilpo.zzyKT cooTBeTcTByeT 1J)e6onaHH.llM H.lJ: 3aK.1110'leu11e: O.lJ:OEPEHO 

Prepared by / Checked by / IlponepeHo: Checked by (AQA) / Approved by: Quality 
ITo.n:roTOBJieso: A . Susmitha- Quality IlpoBepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member V. Prashanth - Quality O;no6peHo: O6ecneqeHHe 
Team Member 

~ 
Assurance- Team Member Ka<teCTBa!OTBeTCTBeHHOe JIH:UO: 

tit- ~!) 
S. Haneef- Quahi! Assurance-
Team Member ~ 
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