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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
TipoJlyKT: 3HaM®(3Harranp1rn), rn611eTKH 10 Mr 

Market / PLIHOK : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 
CepuH .N"2 PaJMep cepuu 

Analytical Report No. / 
Date of Analysis / 

AuaJJHTH"lecKuii OT"leT : 2002FP26000874 
.ll:aTa aHaJJH3a 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
.ll:aTa npOH3B0LlCTBa 

: 
roLleH JlO 

Mfg. License No. / 
MA number: / HoMep 

TI pOH3B0LlCTBeHHaH : 63/RR/AP/96/F/R 
nuueHJHH N2 

PY 

2400000 tabs / 
: 

2400000 Ta611eTOK 

: 17-04-2026 

: 28-02-2029 

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

Analvsis performed accordine: ND No/ AuaJIHJ nposeJleH no H.ll: N2: JIIl-.N"2(006292)-(Pr-RU)-190724 

Paiz-e 1 of7 / CTp. 1 u3 7 
Test I IloKaJaTeJIL Result I PeJyJILTaTLI Specification/ HopMa 

1 Description/ Onucauue White round, flat, beveled edged 
tablets with "EMT" debossed on one 
side and number" 1 O" 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 "l 0" and a break line 
on the other side. Cross Cut Description: 

Cross Cut Description: White core. / 

Ee11b1e, Kpyrnble, n11ocK11e Ta611eTKl1 
co CKOWeHHhlMH KpallMH, C 
THCHCHHCM "EMT" IIU 0,11.IIOH 
CTopoHe 11 umppow "l O" 11 
pa3,11.e1111Te11hHOH p11cKOH Ha ,11.pyroi1 
CTOpOHe. 

Ha nonepe4HOM pa3pe3e ll.Ll.po 6e11oro 
UBeTa. 

White to off white core. / 

Ee11h1e 111111 no4TH 6e11b1e, Kpyr11hIe, 
n110CKl1e Ta6JJeTKl1 co CKOllieHHhlMH 
KpallMH, c THCHeHHeM "EMT" Ha OAHOH 
cTopoHe 11 umppow "1 O", 11 
pa3,11.e1111Tel1hHOH p11CKOH Ha ,11.pyrow 
cTopotte. Ha nonepe4H0M pa3pe3e ll,11.po 
6e11oro 111111 n04Tl1 6e11oro ueeTa. 

2 Identification/ lbenTuct,uKauuH 

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. I BpeMll standard solution (section "Assay"). I 
y,11.ep}trnBaHl1ll OCHOBHOro nHKa Ha BpeMll y,11.ep)l(HBaHHll OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11cnhnyeMoro xpoMaTorpaMMe ttcnbITyeMoro pacTBopa 
paCTBOpa COOTBeTCTByeT speMeHH ,ll.011)1(H0 COOTBeTCTBOBaTh speMeHl1 
y,11.ep)l(11BaHHll n11Ka 3Harranp1111a Ha y,11.ep)l(11BaH11ll n11Ka 3ttananp1111a Ha 
xpoMaTorpaMMe 
pacTBopa. 

CTaH,11.apTHOro xpoMaTorpaMMe CTaH,11.apTHOro paCTBOpa 
(pa3,11.e11 «Ko11114ecTBeHHoe 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'laHHe: TTpo,11.yKT COOTBeTCTByeT Tpe6oBaHl1llM Ht{ 3aKJ110"leH11e: O.ll:OliPEHO 

Prepared by / Checked by/ TTposepeHo: Checked by (AQA) / Approved by: Quality 
flo,11.roTos11eHo: A. Susmitha- Quality flpoaepeHo (AOK): A ·urance/Authorized person I 
D . Latha - Quality control- control- Team Member Amol Ashokrao Rakshale - O,11.06peHo: O6ecne4eH11e 

Team Member 

~ 
Quali ty A ~ urance- Team Ka•1ecTsa/OTBeTCTBem1oe 1111uo: 

UfJ-- Member S. Haneef- Quality~A ·surance-
Team Member 

I.Date/ ,Uarn: 18-04-2026 IIDate l.llaTa: 18-04-2026 II.Date/ .LJ:arn: 18-04-2026 IIDate/,uarn: ~o r-o"'\·+02 b 
I 



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

CEPTH«l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
TTPO/lYKT: 3HaM®(3Hananpirn), Ta6JleTKH 10 Mr 

Market/ PbrnoK : Russia / Poccm, 

Batch No./ 
: B2601069 Batch Quantity / 

CepnH .N"2 PaJMep cep11n 

Analytical Report No./ 
Date of Analysis / 

AHaJJnTH'lecKuii 0T'leT : 2002FP26000874 
Jl:aTa aHaJIH3a 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
.llaTa npOH3B0J:{CTBa 

: 
roJ:{eH JlO 

Mfg. License No./ 
MA number: / HoMep 

TI pOH3B0/lCTBeHHaH : 63/RR/AP/96/F/R 
JlHUeH3HH ,N"g 

PY 

2400000 tabs / 
: 2400000 Ta6neTOK . 
: 17-04-2026 

: 28-02-2029 

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

Analysis performed accordin2 ND No/ AttaJin3 npoBe)leH no H.1l .N"2: JITT-.N"2(006292)-(Pr-RU)-190724 

Pa2e 2 of 7 / CTp. 2 HJ 7 
onpe.neneHHe» ). 

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 rnlTHO Ha 
xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa 
J:{0Jl)KH0 COOTBeTCTBOBaTb OCHOBHOMY 
rnlTHY Ha xpoMaTorpaMMe CTaHJ:{apTHOro 
pacTBopa. 

3 Uniformity of dosage units / 6.0 I 6,0 The Acceptance Value (AV) should be 
OJlHOp0JlHOCTb )l03HpOBaHHblX less than or equal to 15.0. / TToKaJaTenb 
e)lHHHU npHeMJieMOCTH (AV) ,nOJI)KeH 6bITb He 

6onee 15,0. 

4 Dissolution/ PacTBopeHue Unit-I/ Ta6n.-1 99% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 101% 
C20H2sN2Os·C4H4Q4 (Enalapril maleate) 
of the label claim in 30 min. / He MeHee 

Unit-3 / Ta6n.-3 99% 80 % (Q) OT HOMHHaJJbHOro co.nep)KaHHSI 
C20H2sN2Os·C4H4Q4 (:rnananpwna 

Unit-4 / Ta6JI.-4 100% MaJJeaT) Lfepe3 30 MHH. 

Unit-5 / Ta6n.-5 98% 

Unit-6 / Ta6n.-6 103% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpnMe<1attue: TTpo.nyKT cooTBeTCTByeT Tpe6osaHHjfM H.[.( 3aKJIJO'lettue: OJJ:O6PEHO 

Prepared by / Checked by / TTposepeHo: Checked by (AQA) I Approved by: Quality 
TTo.nroTos11eHo: A. Susmitha- Quality nposepe1-10 (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Amo I A hokrao Rakshale - O.no6peHo: O6ecneLfeH11e 

Team Member 

lb/-- ~ 
Quality Ap · ura ee- Team KaLfeCTBa!OTBeTCTBeHHOe nwuo: 
Member S. Haneef- Qualiti As urance-

Team Member • _ 

IDate / .[.(arn: 18-04-2026 lloate /)larn: 18-04-2026 IIDate /)larn: 18-04-2026 I Date / .[.(arn: ~(_\ ,-- 0 4---~~ 



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

CEPTII<l>IIKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
IT POJlYKr: 3ttaM® (3ttananp1rn ), Ta6JJeTKH 10 Mr 

Market/ PbrnoK : Russia/ Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 
CepnH N2 PaJMep cepnn 

Analytical Report No. / 
Date of Analysis / 

AuaJ1HTH"lecKnii oT"leT : 2002FP26000874 
.ll,aTa auaJ1HJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
.LJ:aTa npOH3B0JlCTBa 

: 
ro)leH JlO 

Mfg. License No. / 
MA number: / HoMep 

IT pOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 
JlHUeHJHH N2 

PY 

2400000 tabs / 
: 

2400000 Ta6JJeTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed accordin2 ND No/ AnaJ1nJ npose)len no H.LJ: N2: JIIT-N2(006292)-(Pr-RU)-190724 

Pa2e 3 of 7 / Crp. 3 H3 7 
5 Impurities / ITpnMecn 

Enalaprilat / 3ttananp11naT Not detected/ He o6ttapy)Ketta 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 % 

3ttananp11na JlHKeTon11nepaJHH 
Not detected/ He o6Hapy)KeHa 

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

npHMeCeH 

6 Assay I KOJlH"leCTBeHHOe 10.0 mg/ 10,0 Mr From 9.0mg to 11.0 mg of 
onpeJleJ1enne 

(100.1 %i / 100,1 %) 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 9,0 Mf JlO 11,0 Mr 
C20H2sN2Os•C4~Q4 ( 3Hananp11na 
ManeaT) B Ta6neTKe (OT 90,0 % .llO 
110,0 % OT HOMHHrulbHOro co.uep)Kattm1). 

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

8 Microbiological purity*/ MnKpo6noJ1ornqecKaH "IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count / O6mee lJHCJJO a3p06HblX He 6onee l 03 KOE/r. 
MHKpoopraHl13MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6mee tJHcno He 6onee 102 KOE/r. 
.llpOltOKCB b!X H nJJCCHCBblX 
rp116oe 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpnMe"lanne: TTpo.uyKT cooTBeTCTeyeT Tpe6oeattHHM H,[l 3aKJJIO"lenne: O.ll,OliPEHO 

Prepared by / Checked by I TTpoeepeHo: Checked by {AQA) / Approved by: Qua! ity 
ITo.uroToenetto: A. Susmitha- Quality TTpoeepeHo (AOK): Assurance/Authorized per on / 
D. Latha - Quality control- control- Team Member Amol Ashokrao Rak hale - Oao6peHo: O6ecne'le1me 
Team Member 

L&-r q- Quality A .r7urance- Team Ka4eCTBalOTBCTCTBCHHOe m1uo: 
Member S. Haneef- Qualitz Assurance-

Team Member 

!Date /}],am: 18-04-2026 I !Dale /}],am: 18-04-2026 I I Date/ ,[lam: 18-04-2026 II Date /}],am: ;2__ o .- o t--t ,_U)}b I 



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

CEPTU<l>UKAT AHAJIU3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,11.yKT: 3HaM® (3HaJianp1rn), Ta611eTKH 10 Mr 

Market I PhlHOK : Russia/ Pocc1rn 

Batch No./ 
: B2601069 

Batch Quantity / 
Cepust .N"2 PaJMep cepuu 
Analytical Report No./ 

Date of Analysis / 
AHaJIHTH'ieCKHH 0T'ICT : 2002FP26000874 

.IJ:aTa aHaJiuJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
.IJ:aTa DP0H3B0,IJ.CTBa 

: 
ro,11.eH ,11.0 

Mfg. License No./ 
MA number: / HoMep 

IlpoH3B0,IJ.CTBeHHaH : 63/RR/AP/96/F/R 
JIHU,eH3HH .N"2 

PY 

2400000 tabs / : 
2400000 rn611eTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AHaJIH3 npoBe,11.eH no H.11: .N"2: JIII-.N"2(006292)-(Pr-RU)-190724 

9 

10 

c) Escherichia Coli 

Subdivision of tablets / 
O,11.Hopo,11.HOCTb Mace npu 
,11.eJieHHH Ta6JieTOK 

Package / OnucaHne 
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. / 
flo 10 Ta611eTOK B 61111cTepe 113 
TpeXCJlOHHOH ql0Jlhrl1 
(OTTA/ A11/TIBX) 11 aJ110M11H11esow 

Page 4 of7 / CTp. 4 u1 7 
Shall be absent in 1 gram. / 

OrcyTCTBl1e s 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. / Ta611eTKH 
COOTBeTCTBYIOT Tpe6osaHHHM, eCJlH He 
6011ee 1 e,IJ.11Hl14Ha» Macca OTKJlOHHeTCSI 
3a npe,11.e11h1 85 % - 115 % OT cpe,11.Hew 
MaCChl. Ta611eTKl1 He COOTBeTCTBYIOT 
Tpe6osaH11»M, ec1111 6011ee 4eM 1 
HH,IJ.11BH,11.YaJlhHaH Macca OTKJlOHHeTCSI OT 
3Tl1X npe,11.e11os 111111, ec1111 1 
HH,lll1BH,llyaJ1bHaH Macca OTKJlOHHeTCSI 3a 
npe,11.e11b1 75 % - 125 % OT cpe,11.Hew 
MaCChl. 

Tablets 2.5 mg 
10 tablets in blister of three-layer foil 
(OP Al 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, JO mg. 20 mg 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MeL1arme: n pon.y KT cooTBeTcrsye-rTpe6osa tt11S1M H)l 3aKmo"leHne: O.l:t;OliPEHO 
:=::::====::::::::::::::====::::;;============::;-;:::========:::::: 
Prepared by/ Checked by/ flposepeHo : Checked by (AQA) / Approved by: Quality 
no,11.roTos11eHo: A. Susmitha- Quality flposepeHo (AOK): Assurance/ Authorized person/ 
D. Latha - Quality control- control- Team Member Amo! Ashokrao Rakshale - O,11.06peHo: O6ecne4eH11e 

Team Member ~ /"D7 . Quality A r7uranc - Team Ka4eCTsa/OTseTcTseHHOe 11ttu,o: 
~ Member S. Haneef- Quality rf\.ssurance-

Team Member }\ -

lnate /)],arn: 18-04-2026 IIDate /)],arn: 18-04-2026 1::=1D=a=te=/JJ,=a=T=a=: 1=8=-0=4=-2=0=2=6====:llnate /JJ,arn: & o~o~ -i.oitj 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets IO mg 
Ilpo.avKT: 3ttaM®(3mumnp1111), Ta6neTKH IO Mr 

Market/ PblHOK : Russia / Poccm-1 

Batch No./ 
: B260I069 

Batch Quantity / 2400000 tabs / 
Cepun .N"2 PaJMep cepuu 

: 
2400000 m6JieTOK 

Analytical Report No./ 
Date of Analysis / 

AnaJJHTH'leCKHii OT'leT : 2002FP26000874 
,l(aTa anaJJuJa 

: 17-04-2026 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
28-02-2029 

,l(aTa npOH3B0.UCTB3 
: 

ro.aen .ao 
: 

Mfg. License No./ 
MA number: / HoMep 

Il pOH3B0.UCTBeHH3H : 63/RR/AP/96/F/R : JIIl-.N"2(006292)-(Pr-RU) 
JJHUeHJHH .N°! 

PY 

Analysis performed accordin2 ND No/ AnaJJHJ npose.aen no H.ll .N"2: JIIl-.N"2(006292)-(Pr-RU)-190724 

qJOJibrH 
JiaKOBblM 

C 

Page 5 of7 I CTp. 5 H3 7 
TepMocsap11saeMbIM IO tablets in blister of three-layer foil 

noKpblTHeM 
3ane1IaTb1BaeMOH CTOpOHe. 

Ha (OPA/AI/PVC) foil and Aluminum foil 
with heat seal lacquer coating on the 
sealing side. no 2 6JIHCTepa BMecTe c J111CTKOM-

BKJia.Ub!WeM B na'-{KY KapTOHHy!O. 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / 
Ta6J1emKu 2,5 Mc 
no IO m6JieTOK B 6Jil1CTepe 113 
Tpexc11ottHOH cj>o11hrn (OTTA/ A11/TIBX) 11 
aJJIOMHHHeBOH cpOIIbrH C 
TepMOCBap11saeMblM JiaKOBblM 
noKpblTHeM Ha 3aneqaTbIBaeMOH 
CTOpOHe. 
flo 2 6Jil1CTepa BMeCTe c JIHCTKOM­
BKJia.UbIWeM B na'-{KY KapTOHHy!O. 
Ta6.nemKu 5 ,112 , IO ,112 , 20 ,112 

flo 10 Ta611eTOK B 6Jil1CTepe 113 
Tpexc11ottHOH cj>onhrn (OTIA/An/TTBX) 11 

aJJ!OMHHHeBOH cp011brH C 
TepMOCBap11saeMblM JiaKOBblM 
noKpblTHeM Ha 3aneqaTb!BaeMOH 
CTOpOHe. 
flo 2, 5, 6, IO 61111CTepos BMecTe c 
J111CTKOM-BKJia,Ub!WeM 
KapTOHHylO. 

B 

* -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/ 
IlpuMe'lanue: ITpo.nyKT coorneTCTsyeT Tpe6osaH11stM H,ll 3aKJJIO'lenue: O)1.OliPEHO 

Prepared by / Checked by/ Tiposepetto: Checked by (AQA) / A pproved by: Quality 
n o.u.roToeneHo: A. Susmitha- Quality npoeepeHo ( AOK): A urance/Authori zed person / 
D . Latha - Quality control- conirol- Team Member A mo! Ashokrao Rakshale - O.ao6peHo: O6ecneqeH11e 

T eam Member Qual ity A~ urance- Team Ka'-{eCTsa/OTBeTCTBeHHOe 1111uo: 

~ <;g-- M ember S. Haneef- Qual it~ As urance-
Team Member 

Date /)].am: 18-04-2026 !Date /,nua: 18-04-2026 IIDate /,lJ.aTa : 18-04-2026 IIDate /)],am: i () - C) Y -) _(j )..bl 



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

CEPTH<l>MKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
IlpoJlyKT: 3ttaM® (3tta.rmnp1rn), rn6neTKH 10 Mr 

Market/ PMHOK : Russia / Poccm, 

Batch No./ 
: B2601069 

Batch Quantity / 2400000 tabs / 
CepnH Ng Pa3Mep cepuu 

: 
2400000 Ta6JleTOK 

Analytical Report No./ 
Date of Analysis / 

AuaJJHTH<teCKHH OT<teT : 2002FP26000874 
.LI:aTa attaJiu1a 

: 17-04-2026 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
28-02-2029 

.Ll:aTa 0POHJBOJlCTBa 
: 

foJleH JlO 
: 

Mfg. License No./ 
MA number: / HoMep 

11 pOHJBOIJ;CTBeHHaH : 63/RR/AP/96/F/R : Jil1-.N'!(006292)-(Pf-RU) 
JIHUeHJHH _N'g 

PY 

Analvsis performed accordine: ND No/ AuaJIHJ npose1J;eu no H.LI: _N'g; Jil1-.N'!(006292)-(Pf-RU)-190724 

Page 6 of7 I CTp. 6 HJ 7 
* ITpOBO,!lHTCJI npOH3B0.!lHTeJJeM npH BbmycKe nepHO,!lH'leCKH: ,nJJJI Ka)l{,!lOH 20-0H cep1111 HJIH 

He Mettee 1 pa3a B ro,!l. IToKaJaTeJJb MO)l{eT 6b1Tb He BKJIIO'leH B cepTHQJHKaT aHaJJH3a q>HpMbl. 

API name/ uauMeuosauue A<l>C: Enalapril Maleate / 3ttananp11na ManeaT 

INN /MHH: Enalapril / 3ttananp11n 

API manufacturer batch number / AESH002090 
HoMep cepun npon1BO.!lHTem1 A<l>C: 

FP Mnnufocturcr API Botch number/ FBSA00556 
HoMep cepHH cy6CT3HUHH npOHJBOIJ;HTeJJH r JI<I>: 

API Manufactured by & country / Dr. Reddy' s Laboratories Ltd., India / 
l1pou1B0.!lHTeJib A<l>C, cTpaua: ll-p PeMH' c Jla6opaTop11c JlT.!l., I1H.UHll 

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 

HanMeHOB3HHe, a,!lpec, JJHQeHJHH ,!lJIH Malkajgiri District - 500090, Telangana State, India (license 

11 pOHJBO,!lCTBeHHaH UJIOlUa,!lK3 / l1JJ01Ua,!lK3 KOHTpOJIH No 63/RR/AP/96/F/R) I ITpmnsoncrnettttoe nonpa1.!lenem1e-

Ka<teCTBa / l1JIOIU31J;Ka BbmycKa II, YYaCTKH NQ 42p, 43, 44p, 45p, 46p, 53, 54 11 83, oa'lynaJJJIH 
B11nnaJI)I(, 6aYynann11 Mattnan, Me.!l'laJJ ManaKa.11,)Krnp11 

,U11CTpHKT - 500090, WTaT Tenattratta, I1H.!lHll (J111uett3Hll NQ 
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/ 
IlpnMe<tauue: ITpO.!lYKT cooTseTCTByeT Tpe6oeaHHllM Hll 

Prepared by / 
ITo.uroToenetto: 
D. Latha - Quality control­

Team Member 

Date /)lara: 18-04-2026 

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

!Date / ,Uarn: 18-04-2026 

Checked by (AQA) I 
ITpoaepetto (AOK): 
Amol Ashokrao Rakshale -

IIDate fllarn: 18-04-2026 

Conclusion : APPROVED/ 
laKJIIO<teuue: O.JJ:OliPEHO 

Approved by: Quality 
A urance/Authorized person / 
OD.o6petto : O6ecne'lett11e 
KaYecrna/OrneTCTseHHoe n11uo: 

. Haneef- Quality s urance-
Team Member ,._, 



•·· o·r. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 

ITpo)lyKT: 3HaM® (3Hananp1,rn), Ta6neTKH 10 Mr 

Market/ P1,rnoic : Russia / Poccm1 

Batch No./ 
: B2601069 

Batch Quantity / 
PaJMep cepuu CepuH .N'2 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP26000874 
)]:aTa auaJIHJa 

Date of Manufacture / 
13-03-2026 

Date of Expiry / 
)]:aTa DPOH3B0)lCTBa 

: 
ro)leH )lO 

Mfg. License No./ 
MA number: / HoMep 

fi pOH3B0)lCTBeHHaH : 63/RR/AP/96/F/R 

JIHQeH3HH .N'! 
PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 17-04-2026 

: 28-02-2029 

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

Analysis performed according ND No I AuaJIHJ npoBe)leH no Hll .N'2: JIIT-.N'2(006292)-(Pr-RU)-190724 
Page 7 of7 / CTp. 7 01 7 

3aKJIIO'ICHHe O COOTBCTCTBHH: «HacTO.SllllHM .SI nO)lTBep)K)la!O, '!TO npIrne)leHHa.S1 BhIIIJe 11Hq>OpMaUHH HBJIHeTCH 

)lOCTOBepHOH 11 TO'IHOH. 3Ta cepHH npOJlYKU11H np0113Be)leHa (BKJIIO'laH ynaKOBKY (MapKHpOBKY) 11 KOHTpOJlh 
Ka'lecrna) Ha BhillleyKa3aHHOH npOH3B0)lCTBeHHOH nnoma)lKe (nnoma)lKax) B nOJIHOM COOTBeTCTBHl1 C Tpe6oBaHHHMH 
ITpaBl1JI Ha)lJle)KameH np0113B0)lCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMl14eCKOrO COI03a 

(N2GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pl! 2025) 11 Tpe6osaH11HMH KOHTponH Ka'!ecrna neKapcrneHHhlX 

cpe.D:CTB, a TaK)Ke B COOTBeTCTBHH co cneu11cp11KaUHHMH, CO.D:ep)Kall.lHMHCH B per11cTpau110HHOM JlOCbe CTpaHbl-

11MnOpTepa. 3an11c11 no np0113B0,[(CTBY, ynaKOBKe 11 attan113y nposepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBl1e 
Tpe6oBaHl1.SIM ITpaBl1JI Ha.[(Jle)Kameii np0113B0,[(CTBeHHOH npaKT11Kl1 Espa3HHCKOro 3KOHOMl14eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe'lauue: flpoJlyKT cooTBeTcrnyeT Tpe6osaH11HM H.U 3aKJIJO'leuue: O)1:OliPEHO 

Prepared by / Checked by / TipoaepeHo: Checked by (AQA) / Approved by: Quality 
Ilo)lrOTOBJleHo: A. Su mitha- Quality flpouepetto (AOK): Assurance/Authorized person/ 

D. Latha - Quality control- control- Team Member Amol A hokrao Rak hale - O.D:o6peHo: O6ecne'leH11e 

Team Membcr ~ cg- Quality A surance- Team Ka'!eCTBa!OTBeTCTBeHHOe n11uo: 

Member ~ S. Haneef- Qualitr ~surance-
Team Member __, 

I Date/ ,Uarn: 18-04-2026 IIDate /,Uarn: 18-04-2026 IIDate /,Uarn: 18-04-2026 I Date / ,Uarn: ~6 .--0 l\--C)J)l--b 


