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CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
1Ipot1:yKT: 3HaM® (3muraIIPHJI), Ta6neTKH 10 Mr 

Market / P1.rnoK : Russia / PoccIDI: 

Batch No./ : B2600354 
Batch Quantity / 2400000 tabs / 

CepuH.N'!! PaJMep cepuu 
: 2400000 Ta6neTOK 

Analytical Report No. / 
Date of Analysis / 

AnaJIUTU'leCKUH OT'leT : 2002FP26000203 
,L(aTa auanuJa 

: 06-02-2026 

Date of Manufacture / : 20-01-2026 Date of Expiry / 31-12-2028 
.L(aTa DPOH3B0,[l;CTBa rot1:eH llO 

: 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0,[l;CTBeHHaSI : 63/RR/AP/96/F/R : JIII-.N!!(006292)-(PI'-RU) 
JIHIJ:eHJHSI .N°!! 

PY 

Analysis performed according ND No/ AuaJIHJ npoeet1:eu no HIT .N'!!: JIII-.N'!!(006292)-(PI'-RU)-190724 

Test / IloKaJaTeJib 

1 Description / Onucauue 

2 Identification / lf.n;eHTucpuKauuH 

2a HPLC I B3)K.}{ 

Remarks : The Product confirms to ND/ 

Result/ PeJyJI1.TaTbl 

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: White core. / 

Eem.1e, Kpyrm,Ie, IlilOCKHe nt6JieTKH 

CO CKOIIIeHIIl,IMH KpaHMH, C 
THCHeHHeM "EMT" Ha OllHOH 
CTOpoHe H umppoii "10" H 

paJt1:enHTenbHOM pHCKOM Ha ,[l;pyroii 
CTOpoHe. 

Ha rrorrepeqHOM pa3pe3e HJJ:PO 6enoro 
I.J.BeTa. 

Pa!!e 1 of7 / CTp. 1u17 
Specification / HopMa 

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: 
White to off white core./ 

EeJibie HJIH IIO'ITH 6eJ1bie, KpyrJibie, 
IIIlOCKHe TabJieTKH co CKOIIIeHHblMH 
Kpa»MH, c THCHeHHeM "EMT" Ha o,n;Hoii 
cTopoHe H umppoii "10", H 

pa3,D;eJIHTeilbHOH pHCKOM Ha .n;pyroii 
cTOpoHe. Ha norrepeqHoM pa3pe3e HJJ:PO 
6enoro HJIH rro'ITH 6enoro I.J.BeTa. 

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"). / 
Yllep)l<HBaHIDI: OCHOBHOro IIHKa Ha BpeMH y.n;ep)l{HBaHIDI: OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe HCIIb1ryeMoro xpoMaTOrpaMMe ucIIb1ryeMoro pacTBopa 
pacTBopa COOTBeTcTByeT BpeMeHH ,ll;OJI)l{HO COOTBeTCTBOBaTb BpeMeHH 
y.n;ep)l{HBaHIDI: rrHKa 3HanarrpHJia Ha y.n;ep)l{HBaHHH IIHKa 3HanarrpHJia Ha 
xpoMaTOrpaMMe cTatt.n;apTHoro xpoMaTorpaMMe cTaHt1:apTHoro pacTBopa 
pacTBopa. (paJ,n;en «KonH'leCTBeHHoe 

Conclusion : APPROVED I 
IlpuMe'lauue: Ilpo.n;yKT cooTBeTcTByeT TPe6oBaHIDIM H,n: 3aKJIIO'leuue: O.L(OliPEHO 

Prepared by / Checked by / IlposepeHo: Checked by (AQA) / Approved by: Quality 
Ilo.11,T'OTOBnetto: A. Susmjtha- Quality npoeepeHo (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - Ot1:06peHo: O6ecrreqeHHe 
Team Member 

~ 
Qual ity Assurance- Team KalJ.eCTBa/OTBeTCTBeH I-IOe JIHUO: 

~ ...... Member f"t S. Haneef- QualityJ : surance-
Team Member 

jnate J,n:arn: 09"0 '.J--~ )...-~ I Date J,n:arn: I!) :(-o :.i-- ;LD 2-61 Date /.ll:ara: 01.......D ~~JD .U, Date /,n:arn: Io ~o:).~'},ot/J 



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

CEPTHWHKATAHA.JIIl3A 

Product: Enam® (Enalapril) tablets 10 mg 
IIpo,uyKT: 3HaM® (3ttananpHIT), Ta6JieTKH 10 Mr 

Market / PhlHOK : Russia / PoccIDr 

Batch No./ 
: B2600354 Batch Quantity / 

Ceoust .N'! PaJMep cepuu 

Analytical Report No. / 
Date of Analysis / 

AuaJJHTH'leCJCHU OT'leT : 2002FP26000203 
,ll;aTa auaJJuJa 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
)laTa npOHJBO,!l;CTBa ro,ueH,!l;O 

Mfg. License No. / 
MA number: / HoMep 

IIpoHJBO)lCTBeHHaSI : 63/RR/AP/96/F/R 
JJHD;eHJHSI .N"!! 

PY 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed accordioe; ND No/ AuaJJuJ nooBe,ueu no H,ll; .N'!: JIII-.N"!,(006292)-(Pr-RU)-190724 

Pa~e 2 of 7 / CTp. 2 HJ 7 
onpeJJ:eneuue» ). 

2b TLC I 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 OCHOBHOe IDITHO Ha 
xpoMaTorpaMMe HCilbITYeMoro pacTBopa 
,!l;OJiiKHO COOTBeTCTBOBaTI, OCHOBHOMY 
IDITHY Ha xpoMaTorpaMMe CTaH,!1.apTHOro 
pacTBopa. 

3 Uniformity of dosage units / 6.5 I 6,5 The Acceptance Value (AV) should be 
O.uuopo,uuocTb ,uoJupoBaHnblX less than or equal to 15.0. / IloKaJaTeJib 
e,UHHHU: npHeMJJeMOCTH (AV) .UOJiiKeH 6bITb ue 

6onee 15,0. 

4 Dissolution / PacTBopeuue Unit-I/ Ta6JI.-l 98% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 100% 
C20H2sN2Os·C4H4Q4 (Enalapril maleate) 
of the label claim in 30 min. I He Mettee 

Unit-3 I Ta6n.-3 100% 80 % (Q) OT HOMHHaJibHOro co.uepiKaHIDf 
C20H2sN2Os·C4H4Q4 (:manarrpHITa 

Unit-4 I Ta6n.-4 99% ManeaT) 'lepeJ 30 MHH. 

Unit-5 I Ta6JI.-5 99% 

Unit-6 I Ta6JI.-6 101% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo.uyKT cooTBeTcTByeT TPe60BaHIDrM H,D; 3aKJJJO'lenue: O,ll;OliPEHO 

Prepared by / Checked by/ Ilpoaepeuo: Checked by (AQA) / Approved by: Quality 
Ilo,n;roToBJietto: A. Susmitha- Quality TTpoBepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Siva Sankaiu Kummari - O.n;o6petto: O6ecrre1J.ett11e 
Team Member Quality A:r;ssurance- Team Ka'leCTBa!OTBeTCTBeHHOe JIHIJ:O: 

- ~ a Member S. Haneef- QualityJ ssurance-
' Team Member 

!Date /,D;arn: O':j- 1)'2-_,1...P"vf, llnate /,D;arn: ei +-OJ.-.-M.l-b lloate /,D;ara:o1--0.lt -:.Oft~ I Date /,D;ara: r 0-.--0 J ~"°~1, 



CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
Ilpo,u:yicr: 3HaM® (3mUiaIIPHJI), Ta6JieTKH IO Mr 

Market / PhlHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity/ 
Cepusi .N'!! Pa3Mep cepuu 
Analytical Report No./ 

Date of Analysis / 
AuaJJHTH'leCKHii OT'leT : 2002FP26000203 

,IJ:aTa auanu3a 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
.l(aTa npOH3B0,U:CTBa ro,u:eu ,u:o 
Mfg. License No. / 

MA number: / HoMep IlpOH3B0,U:CTBeuuaH : 63/RR/AP/96/F/R 
JJHQeH3HSI .N'!! PY 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed accordine: ND No/ Auanu3 npoBe,u:eu no H.l( .N'!!: JIIl-.N'!!(006292)-(Pr-RU)-190724 
Paee 3 of7 / CTp. 3 HJ 7 

5 Impurities / IlpuMecu 

Enalaprilat / 3uananpHJiaT 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 % 

3HananpHJia ,U:HKeTOmmepaJHH 
Not detected/ He o6Hapy)KeHa 

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

npMMeceii 

6 Assay I KonuqecTBeuuoe 9.9 mg I 9,9 Mr From 9.0mg to 11.0mg of 
onpe,u:eneuue 

(99.4% I 99,4%) 
C20H2sN2Os·C4lI.iO4 (Enalapril 
maleate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 9,0 Mr ,u:o 11,0 Mr 
C20H2sN2Os·C4lI.iO4 ( 3HananpHJia 
MaJieaT) B Ta6neTKe (OT 90,0% .no 
110,0 % OT HOMHHaJihHOro co,nepx<amui:). 

7 Water/Bo,u:a 0.7%/0,7% Not more than 6.0 %. / He 6onee 6,0 %. 

8 Microbiological purity*/ MuKpo6uonoruqecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6rn;ee 'IHCJIO a3po6HhIX He 6onee 103 KOE/r. 
MmcpoopraHM3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6rn;ee 'IHCJIO He 6onee 102 KOE/r. 
J:{pO)K)KeBhIX H IIJiecHeBhIX 
rpH60B 

I.
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Met:Jam1e: Tipo,nyKT cooTBeTcTByeT -rpe6oBaHlU[M HA 3aKJI1o'leHDe: O)1.OliPEHO 

Prepared by / Checked by/ TipoBepeHo: Checked by (AQA) / Approved by: Quality 
IloJITOTOBJieHo: A. Susmitha- Quality Tipo·aepeHO (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Sjva Sankaru Kummari - O,no6peHo: O6ecrreqeHHe 

Team Member Quality A_

1
ssuran.ce-Team Ka'leCTBa!OTBeTCTBeHHOe JIHIJ,0: 

~ ~ Member S. Haneef- Qualityrt :ssurance-
Team Member 

Date /,l(aTa: O ::r--ov )Pt' loate /,l(aTa: 0 ~ --f> ,___Z,C) ).__G I I Date /,l(aTa: rr-r-0 J.---:t.o 'l}o lloate /,l(aTa: t O ~CJ 1---t.d},,b I 



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

CEPTH<I>IIKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Jlpo.r.yKT: 3HaM® (3Ha.rranp1rn), Ta6JieTKH 10 Mr 

Market/ PblHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity/ 
Cepus1 .N!! PaJMep cepuu 
Analytical Report No. / 

Date of Analysis / 
AHaJlUTU'leCKHii OT'leT : 2002FP26000203 ,ll;aTa aHaJlUJa 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
)laTa npOHJBOACTBa ro.z:.en AO 
Mfg. License No./ 

MA number: / HoMep 
IlpoHJBOACTBeHHaH : 63/RR/AP/96/F/R 
JlUl(eHJHH .N'!! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

: JIIl-.N!!(006292)-(Pr-RU) 

Analysis performed accordinl! ND No I AnaJ1uJ nposei:.en no H)l .N!!: JIIl-.N!!(006292)-(Pr-RU)-190724 

9 

c) Escherichia Coli 

Subdivision of tablets / 
O.z:.nopo.r.nocTb Mace npu 
AMeHHH Ta0JleTOK 

Package / On0cauue 
ynaKOBKH 

Remarks: The Product confirms to ND/ 

Not Applicable 

Complies I 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. / 
Ilo 10 Ta6JieTOK B 6JIHCTepe H3 
TPexcnoUHou $onhrH 
(OIIA/ An/IIBX) H amoMHHHeBoH 

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

OTCYTCTBHe 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 
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 
CUU'l'litl'l'C'l'liYl-0'1' 1pe(.ioHailliJI.M, eCJUi He 

6onee 1 e,n:HI-IWIHaH Macca OTKJIOIDleTCH 
Ja npe.n:em.1 85 % - 115 % OT cpe.n:Heu 
MaCChl. Ta6neTKH He COOTBeTCTByJOT 
TPe6oBaHIDIM, ecnu 6onee tJeM 1 
HHAHBH,D;yaJihHaH Macca OTKJIOIDieTCH OT 
3THX npe,n:eJIOB HJIH, eCJIH 1 
HH.D:HBH,D;yaJihH3H Macca OTKJIOIDieTCH 33 
npe,n:eJihl 7 5 % - 125 % OT cpe,n:HeH 
M3CChl. 

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. JO mg, 20 mg 

Conclusion : APPROVED / 
llpuMe•1au11e: Ilpo.n:yKT cooTBeTCTByeT TPe6oBaHIDIM H)]; 3aKJ11oqeu11e: O,ll;OEPEHO 

1:=====:::::::::::====,;==::::::::;:===:=====,;::::=========::; 
Prepared by/ Checked by/ Ilpoaepeuo: Checked by (AQA) / Approved by: Quality 
ITo,n:roTOBJieHo: A. Susmitha- Quality ITpoBepeHo (AOK): Assurance/Authorized person I 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - O,n:o6peHo: O6ecrretJeHHe 

Team Member Quality~ s urance- Team KatJecTBa/OTBeTcTBeHHOe JIHl(O: 
I Q ri ~ Member S. Haneef- Quality {>.ssurance-
~ '-fr---. ;.j Team Member A 

:===========~:==========::::::============ 
joate /,l(arn: r, -;,-.-02--µ,~loate /)];am: ~::f--C .2..-g,e,->---6 lloate /)];am: 01~0: ~~o.U, I Date /)];am: LO -:-a:)__ - 'ioll::, 



CERTIFICATE OF ANALYSIS 
CEPTH«l>HKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,11.yKT: 3HaM® (3HanarrpID1), Ta6JieTKH 10 Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity / 
Cepm1 .N'!! PaJMep cepuu 

Analytical Report No. / 
Date of Analysis / 

AuaJ1HTU'lecrcun oT'leT : 2002FP26000203 
)];aTa 3H3JIH3a 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
,llaTa np0U3B0,1J.CTBa ro,11.eu ,11.0 

Mfg. License No. / 
MA number: / HoMep 

IlpouJoo,11.cToeuuaB : 63/RR/AP/96/F/R 
JIH1-eH3UB .N"!! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed accordine; ND No I AuaJIH3 npooe,11.eu no H)]; .N'!!: JITI-.N'!!(006292)-(Pr-RU)-190724 

Pa2:e 5 of 7 / CTp. 5 R3 7 
qiom,rn 
JiaKOBI,IM 

C TepMocoapHBaeMhIM 10 tablets in blister of three-layer foil 
IlOKpbITHeM 

JaneqaTbIBaeMOH CTOpoHe. 
Ha (OPA/Al/PVC) foil and Alwninum foil 

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

BKJia)J,I,rmeM B naqKy KapTOHH)'IO. 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6nemKu 2,5 M Z 

Ilo 10 Ta6JieTOK B 6JIHCTepe H3 
TPeXCJIOHHOH qioni,rn (OIIA/An/IIBX) H 
aJIIOMHHHeBOH q>OJihrH C 
TepMOCBapHBaeMI,IM JiaKOBI,IM 
IlOKpI,ITHeM Ha JaneqaTI,IBaeMott 
CTOpOHe. 
Ilo 2 6JmcTepa BMeCTe c JIHCTKOM­
BKJia)J,I,IIDeM B rraqKy KapTOHH)'IO. 
Ta6nemKu 5 M Z, /0 MZ. 20 .MZ 

Ilo 10 Ta6JieTOK o 6JIHCTepe H3 
TPexcnoHHott qioni,rn (OIIA/An/IIBX) H 
aJIIOMHHHeBott q>OJII,rH C 
TepMOCBapHBaeMI,IM 
IIOKpbITHeM Ha 
CTOpOHe. 

JiaKOBI,IM 
3arreqaThrnaeMoii: 

Ilo 2, 5, 6, 10 6JIHCTepoB BMeCTe c 
JIHCTKOM-BKJia)J,I,IIDeM B naqKy 
KapTOHH)'JO. 

* -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 I 
IlpuMeqaHue: Ilpo.nyKT cooTBeTCTByeT TPe6oeaHIDIM H,ll; 3arcmoqeuue: O)1;0:liPEHO 

Prepared by / Checked by / IlpoeepeHo: Checked by (AQA) I Approved by: Quality 
IloJJ.roTOBJieHo: A . Susmitha- Quality Ilposepeuo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - OJJ.o6peso: O6ecrreqeuwe 

Team Member Quality :AsL surance- Team KaqeCTBa!OTBeTCTBeHHOe JIHQO: 

~ ~ M ember S. Haneef- Quality1, ssurance-
Team Member 

IDate /,ll;arn: 07--o r....-').P~ 11Date /,ll;arn: 0:f -0::2- -.so 2-G lloate !ll,arn: ()1-o~ - ~o~l:, I loate marn: ! Q.----0 2,-i-d-J; I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
IIPO.!IYKr: 3HaM® (3m1.JianpHJI), m6neTKM 10 Mr 

Market / PhIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity / 2400000 tabs / 
CepnH.N°!! PaJMep cepuu 

: 2400000 Ta6neTOK 
Analytical Report No./ 

Date of Analysis / 
AuaJiuTuqecKuu oTqeT : 2002FP26000203 

,ll;aTa auaJiuJa 
: 06-02-2026 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 31-12-2028 
)laTa DP0HJB0.!ICTBa ro.!leH .!10 

: 

Mfg. License No./ 
MA number: / HoMep 

IIpOHJBO.!ICTBeuuaH : 63/RR/AP/96/F/R : .JIII-.N'~(006292)-(Pr-RU) 
JIHUeHJHH .N'~ 

PY 

Analysis performed accordin~ ND No/ AuaJiuJ npoeeJJ.eH no H1l .N'~: .JIII-.N'~(006292)-(Pr-RU)-190724 
Page 6 of7 / CTp. 6 Hl 7 

* IIpoBOJJ.MTCH IIpOM3B0.!lHTeneM IIpM BbIDYCKe nepMO.!lWieCKM: .!lllH Ka)l{.!lOH 20-oil: cepHM HJIH 
He MeHee 1 pa3a a fO.!l, IloKaJaTenb MO)l{eT 6MTI, He BKJII01IeH a cepTmpHKaT auanma q>HpMbl. 

API name/ uauMeuoeauue A(l>C: Enalapril Maleate / 3HanarrpHJia ManeaT 

INN/MHH: Enalapril / 3HanarrpHJI 

API manufacturer batch number/ AERH017316 
HoMep cepuu nponJB0.!IHTeJIH A(l>C: 

FP Manufacturer API Batch number/ FBSA00498 
HoMcp ccpnn cyocTauunn npoHJB0JJ.HTCJIH r JI(!>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IIponJBOJJ.UTeJih A(l>C, CTpaua: )];-p PeMH'c Jla6oparnp11c JlT.!l., MH.!lllil 

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 
HanMeuoeauue, a.!lpec, JIHQeHJHH .!IJIH Malkajgiri District - 500090, Telangana State, India (license 
IIpOHJBO.!lCTBeHHaH DJI0IUaJJ.Ka / IIJiorn:aJJ.Ka K0HTp0JIH No 63/RR/AP/96/F/R) I IIpoM3BO.!lCTBeHHoe IIO.!lPaJ.!leneHHe-
KaqecTea / IIJiorn:a.!IKa BhmycKa II, Y1IaCTKM .M! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, Ea1IYIIannH 

BMnna.!l)I{, Ea1Iynann11 MaH.!lan, Me.!l1Ian ManaKa.!l)l{fHpH 
)];HCTJ)MKT- 500090, IIITaT TenaHraHa, MH.!lllil (Jim1eHJIDI .M! 

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 I 
IlpnMeqauue: IIpo.!lYKT cooTBeTcTByeT TJ)e6oaaHllilM H,!1; 3a1m1oqeu11e: O,ll;OJiPEHO 

Prepared by / Checked by/ IIpoaepeHo: Checked by (AQA) / Approved by: Quality 
ITo)l;rOTOBJleHo: A. Susmitha- Quality Ilpoaepeuo (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - O,a:o6peHo: O6ecrre1IeH11e 
Team Member Quality Assurance- Team Ka'leCTBa!OTBeTCTBeHH.oe nm10: 
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Dr. Raddy's ~f • CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHA.JIH3A 

Product: Enam® (Enalapril) tablets IO mg 
IIpo.lJ.yKT: 3HaM® (3Hanarrmrn), Ta6JieTKH IO Mr 

Market/ PhIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity / 
CepuH .N"!! Pa3Mep cepuu 

Analytical Report No. / 
Date of Analysis / 

Aua.JIHTnqecKuii oTqeT : 2002FP26000203 
.LJ:aTa aua.JIH3a 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
.LJ:aTa DPOH3B0)J.CTBa ro)J.eH)J.O 

Mfg. License No./ 
MA number: / HoMep 

JipOH3B0,lJ.CTBeHHaH : 63/RR/AP/96/F/R 

nuueuJHH N!! 
PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed accordine: ND No/ Aua.JIH3 npose)J.eH no H,ll N!!: .JIII-N!!(006292)-(Pr-RU)-190724 

Page 7 of7 / CTp. 7 HJ 7 
3aK.Jiroqeuue O COOTBeTCTBHH: «HaCTOHIIJ;HM H IT0)J.TBep)[{)J.aIO, 'ITO rrpHBe)J.eHHaH BbIIIIe HHCpOpMarurn: HBJIHeTCH 
)J.OCTOBepnoil: H T0'IHOH. 3Ta cepHH rrp0.lJ.YKr(HH rrpOH3Be,n:ena (BKJIIO'laH yrraK0BKY (MapKHpOBKY) H K0HTP0JII, 
KatJecTBa) Ha BbIIIIeymnaHHoil: rrpOH3B0,[(CTBeHHOH ITJIOIIJ;a,[(Ke (ITJioru;a,[(Kax) B II0JIH0M C00TBeTCTBHH C TPe6oBaHHHMH 
IlpaBirn Ha,[(Jie)[{aru;eii rrpOH3B0,[(CTBeHHOH npaKTHKH EBpa3HHCKOro 3K0HOMHtJeCKoro C0I03a 
(N!!GMP/EAEU/RU/02346-2025 OT 25 ceHTH6pH 2025) H TPe6oBaHIDIMH K0ffTPOJIH KatJecTBa JieKapcTBeHHbIX 
cpe,[(CTB, a TaK)[{e B C00TBeTCTBHH co crreumpHKaQIDIMH, CO,[(ep)KaIIJ;HMHCH B perHCTPaQHOHH0M ,[(0Cbe CTPaHbI­

HMIIOpTepa. 3aIIHCH 110 rrp0H3B0,[(CTBY, yrraK0BKe H aHaJIH3Y rrpoBepeHbI, H ycTaH0BJieH0 HX C00TBeTCTBHe 
TPe6oBaHIDIM IlpaBHJI Ha,[(Jle)Karu;eii rrpOH3B0)J.CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHtJeCKOro COI03a». 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
UpnMeqaHue: Ilpo.n:yKT cooTBeTcTByeT TPe6oBaHIDIM H.IJ: 3aKJuoqeuue: O.LJ:OJiPEHO 
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~ ~ M ember ~ S. Haneef- Qualii1 .Assurance-
_u Team Member 
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