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

CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,-yicr: 3HaM® (3mUianp1rn), Ta6neTKl1 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: B2503489 

Batch Quantity / 
CepuH .N"2 Pa1Mep cepuu 
Analytical Report No./ 

Date of Analysis / 
AHaJIUTH<teCKHH OT<teT : 2002FP25002699 

)],aTa auaJiuJa 

Date of Manufacture / 
: 07-11-2025 

Date of Expiry / 
)laTa npOH3BOi.CTB3 ro,-eH ,-o 

Mfg. License No./ 
MA number: / HoMep 

IlpoHJBO,-CTBeHHaH : 63/RR/AP/96/F/R 
JIUUeHJHH .N°! 

PY 

: 492 KG I 492 Kr 

: 28-11-2025 

: 31-10-2028 

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

Analysis performed accordine: ND No/ AuaJinJ npoBei.eu no H)], .N"2: JIIl-.N"2(006292)-(Pr-RU)-190724 

Page 1 of7 / CTp. 1 HJ 7 
Test/ Il0Ka1arem. Result/ Pe1yJ1bTaTbI 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 "1 O" and a break line 
on the other side. Cross Cut Description: 

Cross Cut Desr.ription; White c.ore, / 

EeJible, Kpyrnbie, nJIOCKl1e Ta6JieTKl1 
co CKOWeHHblMl1 KpallM11, C 
T11cHeH11eM "EMT" Ha O.llHOH 
cTopoHe 11 umppoii "1 O" 11 
pa3nen11TeJlbHOH p11CKOH Ha npyroii 
CTOpOHe. 

Ha nonepe4HOM pa3pe3e ll.llpo 6enoro 
UBeTa. 

White to off white core. I 

EeJible 11Jll1 [104Tl1 6eJible, KpyrJibie, 
[1Jl0CKl1e Ta6neTKl1 co CKOWeHHblM11 
KpallMl1, c T11cHeH11eM "EMT" Ha O.llHOH 
cTopoHe 11 ump po ii "1 O", 11 
pa3.lleJll1TeJlbHOH p11CKOH Ha npyroii 
cTopoHe. Ha nonepe4HOM pa3pe3e ll.llPO 
6enoro 11n11 no4Tl1 6enoro useTa. 

2 Identification / Mi.eHTniJ>nKaunH 

2a HPLC I 83)1{)( 

Remarks : The Product confirms to ND/ 

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. / BpeMll standard solution (section "Assay"). / 
ynep:i1rnBaHl1ll OCHOBHOro nHKa Ha 
xpoMaTorpaMMe 11cnb1TyeMoro 
paCTBopa COOTBeTCTByeT speMeHl1 
ynep:lK11BaH11ll n11Ka 3Hananp11na Ha 
xpoMaTorpaMMe cTaHnapTHoro 
pacTBopa. 

BpeMll ynep:lKHBaHHll OCHOBHOro m1Ka Ha 
xpoMaTorpaMMe 11cnb1TyeMoro pacTsopa 
.ll0Jl)KH0 COOTBeTCTBOBaTb speMeHl1 
ynep:lK11BaH11ll n11Ka 3HaJianp11na Ha 
xpoMaTorpaMMe cTaHnapTHoro pacTBopa 
(pa3.lleJl «KOJil14eCTBeHHOe 

IlpnMe<tauue: ITponyKT cooTBeTcTByeT Tpe6osaHHllM H.ll 
Conclusion : APPROVED / 
3aKmo<teHue: O)1,OliPEHO 

1:============;-.==========;;;-;::::============: 
Prepared by / 
ITonroTosneHo: 
B. Satyanarayana - Quality 

control- Team Member ,. 

Checked by/ ITposepeHo: 
D. Latha- Quality control­
Team Member 

Date l}laTa: !i b __,.;{ 1-1,,.P 

Checked by (AQA) / 
nposepeHo (AOK): 
S. Meera. Saheb - Quality 
Assurance- Te ember 

Date /./laTa: 

Approved by: Quality 
Assurance/ Authorized person / 
Ono6peHo: O6ecne4eH11e 
Ka4eCTBalOTBeTCTBeHHOe Jrnuo: 
S. Haneef- Quality 
Team Member 

Date/ .[{am: ,'3 0 ..--l l- 'b2. '5 
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•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>IIKAT AHA.JIII3A 

Product: Enam® (Enalapril) tablets 10 mg 
Upo,!lyKT: 3HaM® (3Ha.JianpH11), Ta6JJeTKl1 10 Mr 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
: B2503489 Batch Quantity I 

Cepnsi .N'2 PaJMep cel)HH 
Analytical Report No./ 

Date of Analysis / 
AnaJIHTH'leCKHii OT'leT : 2002FP25002699 

1laTa auaJIHJa 

Date of Manufacture / 
: 07-11-2025 Date of Expiry / 

llaTa npOHJBO.!lCTsa ro,!leH ,!lO 
Mfg. License No./ 

MA number: / HoMep 
UponJBO.!lCTBeuuasi : 63/RR/AP/96/F/R 
JIHUeHJHSI .N'! 

PY 

: 492 KG I 492 Kr 

: 28-11-2025 

: 31-10-2028 

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

Analysis performed accordin2: ND No/ AnaJIHJ npose,!len no Hl( .N'2: JIU-.N'2(006292)-(Pr-RU)-190724 

Page 2 of 7 / CTp. 2 HJ 7 
onpe,!leJJem1e» ). 

2b TLCITCX Complies/ CoorneTcrnyeT 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 11cnb1TyeMoro pacrnopa 
,!l0Jl)KH0 COOTBeTCTBO Ba Tb OCHOBHOMY 
UHTHY Ha xpoMaTorpaMMe CTaH,!lapTHOro 
pacrnopa. 

3 Uniformity of dosage units I 6.8 / 6,8 The Acceptance Value (AV) should be 
O.!lHOpO,!lHOCTb ,!l03Hp0BaHHblX less than or equal to 15.0. / TToKaJaTeJJb 
e,!lHHHU np11eMJJeMOCTl1 (AV) ,!lOJ])KeH 6bITb He 

6oJJee 15,0. 

4 Dissolution I PaCTsopeune Unit-1 / Ta6JJ.-1 101% Not less than 80% (Q) of 

Unit-2 / Ta6JJ.-2 100% 
C20H2sN2Os·C4t4Q4 (Enalapril maleate) 
of the label claim in 30 min. / He MeHee 

Unit-3 / Ta6JJ.-3 100% 80 % (Q) OT HOMHHa.JlbHOro CO,!lep)KaHHH 
C20H2sN2Os·C4H4O4 (3HaJJanp1rna 

Unit-4 / Ta6JJ.-4 102% Ma.JieaT) qepe3 30 MHH. 

Unit-5 / Ta6JJ.-5 96% 

Unit-6 / Ta6JJ.-6 102% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
UpnMe11aune: TTpo,uyKT coorneTcrnyeT Tpe6osaH11»M H,D; 3aKJ11011eune: O1lO6PEHO 

!:======:::::::::::::::::::::::=:::;-;==::::::::::=:::::::::::====:::;;:::::========~ 
Prepared by / 
n o.n.roTosneHo: 
B. Satyanarayana - Quality 
control- Team Member 

Date /L{arn: 

Checked by/ TTposepeHo: 
D. Latha- Quality control­
Team Member 

Date /L{arn: CJ, e-f 1-1..P 

Checked by (AQA) / 
TiposepeHO (AOK): 
S. Meera Saheb - Quality 
Assurance- Te Member 

Approved by: Quality 
Assurance/ Authorized person / 
O.!lo6peHo: O6ecne'leH11e 
Ka'leCTBalOTBeTCTBeHHOe Jll1L(O: 
S. Haneef- Quality 
Team Member 

Date I ,D;arn: 
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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo/lytcr: 3HaM® (3Hananpm1), rn611eTK11 10 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: B2503489 Batch Quantity I 

Cepusi .N'2 PaJMep cepuu 
Analytical Report No./ 

Date of Analysis / 
AHaJIHTU'leCKHH OT'leT : 2002FP25002699 

.L(aTa aHaJiuJa 

Date of Manufacture / 
: 07-11-2025 Date of Expiry / 

.11:aTa npOH3B0,llCTBa foJleH JlO 
Mfg. License No. / 

MA number: / HoMep 
fl pOH3B0/lCTBeHHaH : 63/RR/AP/96/F/R 
JlHI,leH3HSI .N'! 

PY 

: 492 KG I 492 Kr 

: 28-11-2025 

: 31-10-2028 

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

Analysis performed according: ND No/ AnaJIHJ npose,lleH no H.U .N'2: JITI-.N'2(006292)-(Pf-RU)-190724 

Page 3 of 7 / CTp. 3 H3 7 
5 Impurities/ TipuMecu 

Enalaprilat / 3Hananp1111aT Not detected / He o6Hapy)l{eHa Not more than 1.5 % I He 6011ee 1,5 % 

Enalapril diketopiperazine I Not detected/ He o6Hapy)l{eHa 
Not more than 2.5 % / He 6011ee 2,5 % 

3Hananp1111a /ll1KeTon11nepa311H 
Not detected/ He o6Hapy)l{eHa 

Total impurities I CyMMa 
Not more than 3.0 % / He 6011ee 3,0 % np11Mecei1 

6 Assay I KoJiuqecTseuuoe 9.9 mg f 9,9 Mf From 9.0 mg to 11.0 mg of 
onpeJleJieHue 

(99.4% 199,4%) 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 9,0 Mf )lO 11,0Mr 
C20H2sN2Os·C4H4Q4 ( 3Hananp1111a 
ManeaT) B Ta611eTKe (OT 90,0 % /lO 
110,0 % OT HOMl1HaJlbHOf0 CO)lep)KaHml). 

7 Water/ Bo)la 0.5%/ 0,5% Not more than 6.0 %. / He 6011ee 6,0 %. 

8 Microbiological purity* / MuKpo6uoJioruqecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6mee q11c110 a1po6Hb1x He 6011ee 103 KOE/r. 
M11KpoopraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFlJ/g. / 
moulds count / O61.l.{ee q11c110 He 6011ee 102 KOE/r. 
/lpO)K)KeBblX 11 n11ecHeBblX 
rp1160B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'lanue: ITpO/lYKT cooTBeTcTByeT Tpe6oaaH11l!M H,[( 3aKJIIO'lenue: O,UO6PEHO 

1:============;.==========::;-;:::========== 
Prepared by/ 
TTo;.1,roToaneHo: 
B. Satyanarayana - Quality 

control- Team Member 

r-

Checked by/ ITpoaepeHo: 
D. Latha- Quality control­
Team Member 

Checked by (AQA) / 
ITpoBepeHO (AOK): 
S. Meera Saheb - Quality 
Assurance- Tea ember 

~====I~====== 
Date /,[(am: 

Approved by: Quality 
Assurance/ Authorized person / 
O!lo6peHo: O6ecneqem1e 
Ka'IeCTBalOTBeTCTBeHHOe 1111uo: 
S. Haneef- Quality ssurance­
Team Member 



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

CEPTH<l>HKAT AHA.JUBA 

Product: Enam0-0 (Enalapril) tablets 10 mg 
Tipo11yKT: 3ttaM® (3mU1anp1rn), Ta6neTK11 10 Mr 

Market / Pi.rnoK : Russia / Poccm1 

Batch No./ 
: B2503489 

Batch Quantity / 
CepnH N2 Pa3Mep cepun 
Analytical Report No./ 

Date of Analysis / 
AuaJiuTn•-tecKuii OT'teT : 2002FP25002699 

,UaTa auaJin3a 

Date of Manufacture / 
07-11-2025 

Date of Expiry / 
,UaTa np0H3BOJICTBa 

: 
fo11eu 110 

Mfg. License No. / 
MA number: / HoMep 

TI pOH3B0JICTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH N2 

PY 

: 492 KG I 492 Kf 

: 28-11-2025 

: 31-10-2028 

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

Analysis performed according ND No/ AuaJin3 npose11eu no H,U N2: JIIT-N2(006292)-(Pf-RU)-190724 

9 

c) Escherichia Coli 

Subdivision of tablets / 
O11uopo11uocTi. Mace npn 
JieJieHHH Ta6JieTOK 

Package/ Onucaune 
ynaKOBKH 

Not Applicable 

Complies / CoorneTcrnyeT 

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. / 
Ilo 10 Ta6neToK B 6n11CTepe 113 
TpeXCJIOHHOH q>OJibfl1 
(OTTA/ An/IlBX) 11 aJI10M11H11esoi1 

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

OrcyTCTBl1e B 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 
tc3t, if more thun 1 individual mu33 i3 
outside these limits, or if 1 individual 
mass is outside the limits of 75 % to 
125 % of the average mass. / Ta6neTKl1 
COOTBeTCTBYIOT Tpe60BaH11.SIM, ecn11 He 
6onee 1 eJI11H114Ha$1 Macca OTKJIOH$leTC$1 
3a npeJieJibl 85 % - 115 % OT cpeJitteA 
MaCCbl. Ta6neTKl1 He COOTBeTCTBYIOT 
Tpe6osaHl1$1M, ecn11 6onee 4eM 1 
11HJil1B11JiyaJibHa$1 Macca OTKJIOH»eTC» OT 
3Tl1X npeJieJIOB 11Jil1, eCJil1 1 
11HJil1B11JIYaJibHa» Macca OTKJIOH»eTC» 3a 
npeJieJibI 75 % - 125 % OT cpeJitteA 
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. 10 mg, 20 mg 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe<taune: IlpoJiyKT coorneTcrnyeT Tpe6osaH11»M H,U 3aKJito<teuue: O,UOliPEHO 
:======:::::::::::::;;===:::;-;::::============::;-;=========~ 
Prepared by/ Checked by/ IlposepeHo: 
IloJirOTOBJieHo: D. Latha- Quality control-
B. Satyanarayana - Quality Team Member 

control- Team Member 

Checked by (AQA) / 
npoBepeHO (AOK): 
S. Meera Saheb - Quality 

A surance- T: 1t ember 

Approved by: Quality 
Assurance/ Authorized person / 
OJio6peHo: O6ecnet.iett11e 
Ka4eCTBaiOTBeTCTBeHHOe JI111..(0 : 
S. Haneef- Quality 4\ssurance-
Ieam Member .,X 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <l>IIKA T AHAJIII3A 

Product: Enam'"' (Enalapril) tablets 10 mg 
Ilpo.uyKT: 3HaM'"' (3Hananp1-111), m6neTKl1 10 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: B2503489 

Batch Quantity / 
492 KG I 492 Kr 

CepuH .N"! Pa1Mep cepnn 
: 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP25002699 
):(aTa auaJinJa 

: 28-11-2025 

Date of Manufacture / 
: 07-11-2025 

Date of Expiry / 
31-10-2028 

.11,aTa npOHJBO.UCTBa ro.ueu .uo 
: 

Mfg. License No. / 
MA number: / HoMep 

fl pOHJBO.UCTBeHHaH : 63/RR/AP/96/F/R : JITT-.N"!(006292)-(Pr-RU) 
JIHL{eHJHH .N"! 

PY 

Analysis performed according ND No I AuaJIHJ npoBe.ueu no H.11, .N"!: JITT-.N"!(006292)-(Pr-RU)-190724 

qJOJlbrH 
naKOBblM 

C 

Pa~e 5 of7 / CTp. 5 u17 
TepMocsap11saeMhIM 10 tablets in blister of three-layer foil 

noKpbITl1eM 
3aneL1aTb1BaeMOH CTOpOHe. 

Ha (OP Al Al/PVC) foil and Aluminum foil 
with heat seal lacquer coating on the 
sealing side. no 2 6n11cTepa BMecTe C J111CTKOM-

BKJla,llbJWeM B naLIKY KapTOHHyIO. 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / 
Ta6nemKu 2.5 MZ 

110 i O Ta6J1eTOk'. ll 6J1HCTepe H'.3 

Tpexcnoi1.HOH qionhrH (OTTA/ An/ITBX) 11 
aJJIOM11Hl1eBOH qJOJlbrH C 
TepMOCBap11saeMblM naKOBblM 
noKpblTl1eM Ha 3ane'laTbIBaeMOH 
CTOpOHe. 
no 2 6n11cTepa BMeCTe C J111CTKOM­
BKJla,llblilleM B naLIKY KapTOHHyIO. 
Ta6.11emK11 5 .112. JO ,112. 20 .112 

no 10 Ta6neToK s 6n11cTepe 113 
Tpexcnoi1.Hoi1. qionhrn (OITA/ An/ITBX) 11 
aJJIOMl1Hl1eBOH qJOJlbrH C 
TepMOCBap11saeM b!M naKOBblM 
noKpbITl1eM Ha 3arreL1aTb1BaeMOH 
CTOpOHe. 
no 2, 5, 6, 10 6n11cTepos sMecTe c 
Jll1CTKOM-BKJ1a.UbJWeM 
KapTOHHyIO. 

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/ 
IlpnMe'-lauue: Opo.uyKT cooTBeTCTBYeT Tpe6osaHHHM H)l 

Prepared by I Checked by I TTposepeHo: 
TTo.uroTOsneHo: D. Latha- Quality control-
s. Satyanarayana - Quality Team Member 

control- Team Member 

Checked by (AQA) / 
nposepetto (AOK): 
S. Meera Saheb - Quality 
As u.rance- Te m ember 

ate /)lam: '.Z t, -I 1---i..tf),[ D ate /)lam: 

Conclusion : APPROVED / 
JaKJIIO'leuue: O.llO6PEHO 

Approved by: Quality 
Assurance/ A uthorized person I 
On.o6petto: O6ecrreLieH11e 
Ka4eCTBalOTBeTCTBeHHOe n11uo: 
S. Haneef- QualilY. surance-
Team Member 

D ate / )lam: 



I,; 

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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo.uyicr: 3ttaM® (3tta.nanp1rn), Ta6neTKl1 10 Mr 

Market / PLIHOK : Russia / Poccm1 

Batch No./ 
: B2503489 

Batch Quantity / 492 KG I 492 Kr 
CepnH .N'2 PaJMep cepnn 

: 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'feCKHH OT'feT : 2002FP25002699 
.LJ.ara auaJiuJa 

: 28-11-2025 

Date of Manufacture / 
: 07-11-2025 

Date of Expiry / 
31-10-2028 

)],ara npOH3B0.llCTBa ro.ueu .llO 
: 

Mfg. License No. I 
MA number: / HoMep 

IlpOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R : JITT-.N'2(006292)-(Pr-RU) 

JIHUeH3HH .N'! 
PY 

Anal'vsis performed accordin2 ND No/ AuaJIHJ npose.ueu no H)], .N'2: JITT-.N'2(006292)-(Pr-RU)-190724 

Page 6 of7 / CTp. 6 u3 7 
* TTpoBO.lll1TCll npo113so.u11TeneM np11 BbmycKe nep110.u114ecK11: .um1 Ka)K.uoti 20-oti cep1111 11n11 

He Mettee 1 pa3a B ro.u. IToKa3aTeJJb MO)KeT 6bITb He BKmO'!eH B cepTmp11KaT aHaJ1113a qrnpMbl. 

API name/ ttanMeuosaune A<l>C: Enalapril Maleate / 3ttananp11na Ma.neaT 

INN/ MHH: Enalapril / 3tta.nanp11n 

API manufacturer batch number / AERH016554 
HoMep cepuu npon3so.11nreJIH A<l>C: 

FP Manufacturer API Batch number / FBSA00263 
HoMep cepHH cy6cTaHUHH npOH3B0.llHTeJIH r Jl<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
TTponJBO.llHTeJIL A<l>C, crpaua: .[l-p Pe.!l.!l11' c Jla6opaTOp11c JlT.u., Htt.U11ll 

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 

HanMeHOBaune, a.upec, JIHUeHJHH )lJIH Malkajgiri District - 500090, Telangana State, India (license 

IlpOH3BO.llCTBeHHaH DJIOI.Ua.uica / IlJIOLUa.11ica K0HTpOJIH No 63/RR/ AP/96/F/R) I TTpo113BO.llCTBeHHOe nonpa3.ueneH11e-

Ka'feCTBa / IlJIOLUa.UK3 Bbmyci.:a II, Y4aCTKl1 N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4yna.nn11 
B11nna.u)K, 6a4ynann11 Matt.uan, Me.u4aJJ ManaKa.u)Krnp11 

.[l11crp11KT - 500090, wrnT Tenattratta, HH.U11ll (JI11ueH311ll 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/ 
TTpnMe'fauue: TTpo.uyKT coorneTcrnyeT Tpe6osatt11l!M H.U 

Prepared by / 
TTonroTosnetto: 
B. Satyanarayana - Quality 

control- Team Member 

Checked by/ TTposepetto: 
D. Latha- Quality control­
Team Member 

Checked by (AQA) / 
nposepeHo (AOK): 
S. Meera Saheb - Quality 
As urance- T Member 

Conclusion : APPROVED / 
JaKJtto'feuue: O.Ll.O6PEHO 

Approved by: Quality 
A surance/ Authorized person / 
O.uo6petto: 06ecne'!eH11e 
Ka'!eCTsa/OTBeTCTBeHHOe n11uo: 
S. Haneef- Quali tY, urance-
Team Member 



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

CEPTH<l>HKAT AHA.JUBA 

Product: Enam® (Enalapril) tablets 10 mg 
n po,lytcr: 3HaM® (3Hananp1rn), Ta6neTK11 10 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No./ 
: B2503489 

Batch Quantity / 
CepuH N2 PaJMep cepHH 
Analytical Report No./ 

Date of Analysis / 
AHaJJHTH"leCKHH OT"leT : 2002FP25002699 

1laTa aHaJJHJa 

Date of Manufacture / 
: 07-11-2025 

Date of Expiry / 
1laTa npOH3B0,lCTBa ro,leH AO 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0,lCTBeHHaH : 63/RR/AP/96/F/R 

JIHUeH3HH .N'! 
PY 

: 492 KG I 492 Kr 

: 28-11-2025 

: 31-10-2028 

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

Analysis performed according ND No/ AHaJJH3 nposeAeH no Hll N2: Jlfl-N2(006292)-(Pr-RU)-190724 
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3aKJIIO"leHHe O COOTBeTCTBHH: «HacTO.llll\11M .II nO,lTBep)l(,laIO, 'ITO np11Be,leHHa.H Bhlllie 11Hq>OpMal..(H.II .IIBJI.HeTC.11 )lOCTOBepHOH 

11 T04HOH. 3Ta cepm, npo)lyKl..(1111 np0113Be)leHa (BKJIIO'ia.11 ynaKOBKY (MapK11pOBKY) 11 KOHTPOJih Ka4eCTBa) Ha BhillleyKa3aHHOH 
np0113B0)lCTBeHHOH nnoma)lKe (nnoma)lKax) B nOJIHOM COOTBeTCTBHl1 C Tpe6oBaHl1.IIMl1 ITpaBl1JI Ha)lJie)l(amei1 

np0113B0)lCTBeHHOH npaKT11Kl1 Espa311HCKOro 3KOHOMH4eCKoro COI03a 11 Tpe6oBaHH.IIMl1 KOHTpOJI.11 Ka4eCTBa JieKapCTBeHHhlX 
cpe)lCTB, a TaK)l(e B COOTBeTCTBl111 co cneu11cp11Kal..(H.IIMH, CO)lep)l(all\HMl1C.II B per11cTpau110HHOM )lOChe CTpaHhl-11MnOpTepa. 
'.:fan11c11 no npOH3B0)lCTBy, ynaKOBKe 11 aHan113y nposepeHbl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl1.IIM l lpaBHJI 

Ha)lJie)l(amei1 np0113BO)lCTBeHHOH npaKTl1KH Espa311HCKoro 3KOHOMl14eCKoro COI03a». 

R emar ks : The Product confirms to ND/ Conclusion : APPROVED / 
OpuMe"laHue: TTponyKT cooTBeTcTByeT Tpe6osaHH.HM HLI: 3aKJ1 10"leHue: O.11:OliPEHO ~=======:::,.:::============::;;==========:: 
Prepared by/ Checked by/ flposepetto: Checked by (AQA) / A pproved by: Quality 

Tio)lrOTOBJJeHO: D. Latha- Quality control- ITposepeHo (AOK): A urance/ A uthorized person/ 
B. Satyanarayana - Quality Team Member S. Meera Saheb - Quality On.o6peHo: O6ecne1Iett11e 

control- Te~ Mem~ ~ Assurance- T Member Ka<1ecTBa/OrneTCT.BeHHOe mIuo: 
De , . S. Haneef- Quality ssurance­

T eam Member 
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