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

CEPTHWIIKATAHAJilI3A 

Product: Enam® (Enalapril) tablets 10 mg 
IIpo,llyKT: 3HaM® (3Ha.rranpMJI ), Ta6JieTKH 10 Mr 

Market / PhlHOK : Russia / PoccIDI 

Batch No./ : B2600354 Batch Quantity / 2400000 tabs I 
CepuH.N"!! PaJMep cepuu 

: 2400000 Ta6JieTOK 
Analytical Report No./ 

Date of Analysis / 
AuaJrnTnqecKHH oTqeT : 2002FP26000203 )I:aTa aua.rtHJa 

: 06-02-2026 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 31-12-2028 
)I:aTa DPOH3B0,/lCTBa ro,lleH ,/lO 

: 

Mfg. License No./ 
MA number: / HoMep 

1JpOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
PY 

: JIII-.N"!!(006292)-(Pr-RU) 
JIHUeH3HB .N"!! 
Analysis performed accordin2 ND No/ AuaJIHJ npoBe,lleH no H.ll: .N"!!: JIII-.N"!!(006292)-(Pr-Rm-190724 

Pa2e 1 of7 / CTp. l 03 7 
.N"!! Test / IIoKaJaTeJIL Result/ PeJyJILTaThl Specification / HopMa 

1 Description / Onucauue White round, flat, beveled edged White to off-white, round, flat, beveled 
tablets with "EMT" debossed on one edged tablets with "EMT" debossed on 
side and number "1 0" and a break line one side and number "1 0" and a break line 
on the other side. 

Cross Cut Description: White core. / 

Eem.1e, Kpyrm.ie, IDIOCKHe ra6JieTKH 
co CKOIDeHHhIMH Kpa»MH, C 
THC:Hf.Hfff.M "F.MT" Hf! OTTHOM 

CTOpOHe H umt>pott "10" H 
pa3.neJIHTeJihHOH pHCKOH Ha ,llpyrott 
crnpoHe. 

Ha rronepeqHoM pa3pe3e ».npo 6enoro 
IIBeTa. 

on the other side. Cross Cut Description: 
White to off white core. / 

EeJibie HJIH IIO'ITH 6em.1e, KpyrJible, 
IDIOCKHe ra6JieTKH co CKOIIIeHHbIMH 
Kpa»MH, c THCHeHHeM "EMT" Ha o.nHott 
CT0poHe H J..U14lpoU "10", H 

pa3.neJIHTeJihHOH pHCKOH Ha ,llpyrofi 
crnpoHe. Ha rrorrepe'IHOM pa3pe3e R,llpO 
6enoro IDIH IIO'ITH 6enoro IIBeTa. 

2 Identification / HJ:.euTmlmKaIIHB 

2a HPLC I B3JKX 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,1ornaHID1 OCHOBHOro TIHKa Ha BpeMR y.nep,KHBaHIDI OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe HCIIhiryeMoro xpoMaTorpaMMe HCIIhITYeMoro pacTBopa 
paCTBOpa COOTBeTCTByeT BpeMeHH 
y.nep,KHBaHIDI IIHKa :ma.rranpIDia Ha 
xpoMarnrpaMMe 
pacTBopa. 

CTaH.napTHOro 

,/lOJI,KHO COOTBeTCTBOBaTb BpeMeHH 
y.nep,KHBaHIDI IIHKa :ma.rranpIDia Ha 
xpoMaTorpaMMe cTaH.napTHOro pacTBopa 
(pa3.nen «KonmecTBeHHoe 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe<J:aHne: IIpo.u,yKT cooTBeTcTByeT TPe6oBaHIDIM H,n: 3aKJIIO'Ieuue: O)I:OliPEHO 

Prepared by / Checked by I IlpoBepeHo: Checked by (AQA) / Approved by: Quality 
Ilo.nroT0Bnel:lo: A. Susmitha- Quality IlpoBepeHo (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - O.no6peHo: O6ecrre<J:eHne 
Team Member 

CB--, 
Quality Assr rance- Team Ka'IeCTBa!OTBeTCTBeHHOe JIHIIO: 

lfst__ Member ~ S. Haneef- Quali· v ssurance-
Team Member 

I Date !,[J;ara: 0 7 .-o ~ 11Date /JJ:ara: (!) "4-09-- 9 fl'.)...6 1 Date l,n:ara: 01..-b ~--~ ~,J, Date /,n:ara: ! 0 ,-eJL_ • ..t~ 



CERTIFICATE OF ANALYSIS 
CEPTH<l>lll(AT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
JlpOJlYKT: 3HaM® (3mUianmrn), Ta6JieTKH IO Mr 

Market/ PblHOK : Russia / PoccIDJ: 

Batch No./ 
: B2600354 

Batch Quantity/ 
Cepusr X!! PaJMeo ceonn 
Analytical Report No. / 

Date of Analysis / 
AuannTnqecKnii oTqeT : 2002FP26000203 

.ll:aTa auaJIH33 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
)laTa DPOHJBOJlCTBa roJleH JlO 

Mfg. License No. / 
MA number: / HoMep 

IlponJBOJlCTBeuuasr : 63/RR/AP/96/F/R 
nuueuJusr X!! 

PY 

2400000 tabs / 
: 2400000 Ta6neTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed accordinl! ND No/ AuaJIH3 npone.D:eH no H,n: X!!: JIII-.N'!!(006292)-{Pr-RU)-190724 
Pa2e 2 of7 / CTp. 2 H3 7 

onpe.D:eneIDJe» ). 

2b TLCITCX Complies I CooTBeTcTBye-r The principal spot in the chromatogram of 
the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I OcuoaHoe IDITHO Ha 
xpoMarnrpaMMe ucm,1ryeMoro pacTBopa 
JlOJDKHO COOTBeTCTBOBaTI, OCHOBHOMY 
IDITtty Ha xpoMaTorpaMMe CTafft{apTHOfO 
pacTBopa. 

3 Uniformity of dosage units / b.:, I b,:, lhe Acceptance Value (AV) should be 
O.D:HOpOJlHOCTb .Z.03Hp0B3HHblX less than or equal to 15.0. / IloKaJaTem, 
e.D:HHHU. npueMJieMOCTH (AV) JlOJI:>KeH 6MTh ue 

6onee 15,0. 

4 Dissolution / PacTeopenue Unit-I/ Ta6n.-1 98% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 100% 
C20H2sN2Os·C4JiiO4 (Enalapril maleate) 
of the label claim in 30 min. / He MeHee 

Unit-3 I Ta6n.-3 100% 80 % (Q) OT HOMHHaJII,HOfO CO.D:ep)I(aHIDJ: 

Unit-4 / Ta6n.-4 
C20H2sN2Os·C4H4Q4 (3HananpHJia 

99% ManeaT) 'Iepe3 30 MHH. 

Unit-5 I Ta6n.-5 99% 

Unit-6 I Ta6n.-6 101% 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp1rMe'fa1me: fipOJIYIIT cootBercuyer i-pe6oaaHH.i!.M H,Zl; 3aKmo'fenne: O.L{O:liPEHO 

Prepared by / Checked by/ IlpoaepeHo: Checked by (AQA) / Approved by: Quality 
TToJJ,roToaneHo: A. Susmitha- Quality ITposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - OJlo6peHo: O6ecne'leHHe 
Team Member Quality At urance-Tearo Kaqecraa/OTBeTCTBeHH0e JIHU.O: 

lSbr-- ~ Member S. Haneef- QualityJ ssurance-
Team Member _ 

I Date /,n:aTa: t, ::}--0 ')_..---i.O~ I Date /,n:aTa: 6 +-tJ !l - 9e> )... ? lloate /,n:aTa: O1....o~J.f)J__ (:, lloate /,Zl;ara: l c, ,,-0 L.-io~ I 
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• •·· Dr.Reddy's ~;• 
CERTIFICi, TE OF ANALYSIS 

CEPTH<l>MKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 10 mg 
IIPO.llYKT: 3HaM® (3Harranpirn), Ta6neTKH 10 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity/ 
CepnH .N"!! PaJMep cepnu 
Analytical Report No. I 

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

.ll:aTa auaJJH3a 

Date of Manufacture/ 
: 20-01-2026 

Date of Expiry / 
.IlaTa UPOH3B0.llCTBa fo.ueH JlO 
Mfg. License No./ 

MA number: / HoMep 
11pOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 
JJHUeH3HH .N"!! 

PY 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed according ND No/ AHaJJH3 npoee.ueu no II,[{ .N"!!: JIII-.N"!!(006292)-(Pr-RU)-190724 

5 

6 

7 

Impurities / IIpnMecu 

Enalaprilat / 3uarranpIDiaT 

Enalapril diketopiperazine / 
3HarranpIIBa JlHKeTOnHnepaJHH 

Total impurities / CyMMa 
npHMecei1: 

Assay / KoJJH'leCTBeHnoe 
onpe.ueneuue 

Water I Bo.ua 

Not detected/ He o6uap)')KeHa 

Not detected/ He o6Hapy)l(eHa 

Not detected / He o6Hapy)l(eHa 

9.9 mg I 9,9 Mr 

(99.4% I 99,4%) 

0.7%/0,7% 

8 Microbiological purity*/ Muicpo6uonoru'lecicaH 'IHCTOTa* 

a) Total Aerobic Microbial 
Count I O6ru;ee '!Hcno a3p06HbIX 
MHKpOOpraHHJMOB 

b) Total Combined Yeast and 
moulds count / O6ru:ee. '!Meno 
,npmroKeBhTX H nnecHeBbTX 
rpu6oa 

Not Applicable 

Not Applicable 

'

Remarks : The Product confinns to ND/ 
IIpuMe'lanue: Ilpo.uyKT cooTBeTCTByeT TPe6oaaHIDIM H.ZJ: 

Prepared by / Checked by / IlpoaepeHo: Checked by (AQA) / 
IlOJI.:fOTOBJieHO: A. Susmitha- Quality Ilponepee o (AOK): 

Pa2e 3 of 7 / CTp. 3 HJ 7 

Not more than 1.5 % / He 6onee 1,5 % 

Not more than 2.5 % / He 6onee 2,5 % 

Not more than 3.0 % / He 6onee 3,0 % 

From 9.0 mg to 11.0 mg of 
C20H2sN2Os·C4}4O4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 9,0 Mr .uo 11,0 Mr 
C20H2sN2Os·C4}4O4 (:marranpIIBa 
MaJieaT) a Ta6JieTKe (oT 90,0 % .llO 
110,0 % OT HOMHHaJibHOro co.uep)l(aHIDI). 

Not more than 6.0 %. / He 6onee 6,0 %. 

Not more than 103 CFU/g. / 
He 6onee 103 KOE/r. 

Not more than 102 CFU/g. / 
He 6onee 102 KOE/r. 

Conclusion : APPROVED / 
3a1e.ruo'fen11e: O)lOJiPEHO 

Approved by: Quality 
Assurance/ Authorized person / 

D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - O.no6peHo: O6ecrre1IeHne 
Team Member Quality Assurance- Team Kal{ectaa/OTaeTCTBemtoe nuuo: 

Ysf-- ~ Member_l_ S. Haneef- Qualityy ; ssurance-., 
Team Member -I Date t,n:aTa: r,7'1'?---:l-Pv<,llnate /,ZJ;aTa:b 1:--o ~ u, ').-,6 lloate t,n:arn: Oc~c<..-..2..0il.b I Date /,ll;aTa: l D ,--aJ)__.~o 2-(, 



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

CEPTII <l>IIKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
Ilpo.nyKT: 3HaM® (3murnrm:irn), Ta6JieTKH IO Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

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

Date of Analysis/ 
AH3JJHTHqecKHU oTqeT : 2002FP26000203 

.ll:aTa auaJIH3a 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
llaTa npoH3BO.IJ.CTBa ro.u.eu .no 
Mfg. License No./ 

MA number: / HoMep 
flpOH3B0)1.CTBeHHaH : 63/RR/AP/96/F/R 
J1HU,eH3HH .N'!! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analvsis performed accordin2 ND No/ AuaJIH3 nooBe!leu no HIT .N"2: JIIl-.N"2(006292)-(Pr-RU)-190724 

9 

c) Escherichia Coli 

Subdivision of tablets/ 
O.nuopo.nuocTb Mace npu 
.neJieHHH Ta6JieTOK 

Package / Onucauue 
ynaKOBKH 

Remarks : The Product confirms to ND/ 

Not Applicable 

Complies / CoorneTcrnyeT 

IO 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 IO Ta6JieTOK B 6nHcTepe H3 
lpeXCJIOHHOH q>OJibrH 
(OIIA/AJI/IIBX) H amoMHHHeBoii 

Pae:e 4 of7 / CTp. 4 m 7 
Shall be absent in 1 gram. I 

OTcyTcrnue B I 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. / Ta6neTKH 
COOTBeTCTBYJOT lpe6oBaHIDIM, eCJIH He 
6onee I e,U:HHM:qHa1I Macca OTKJIOIDieTCH 
3a npe,u:em,1 85 % - 115 % OT cpe,n:Heii 
MaCChl. Ta6JieTKH He COOTBeTCTBYJOT 
lpe6oBaHHHM, ecJIH 6onee <IeM I 
HH,U:HBH,!(yaJibHaH Macca OTKJIOIDieTCH OT 
3THX npe,n:eJIOB HJIH, eCJIH 1 
HH,U:HBH,!(yaJibHaH Macca OTKJIOIDieTCH 3a 
npe,u:en1,1 75 % - 125 % OT cpe,n:Heii 
MaCCbl. 

Tablets 2.5 mg 
IO 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 

Conclusion : APPROVED I 
llpuMe'iauue: IIpo,n:yKT coorneTCTByeT -rpe6osaHRl£M H.ll: 3aKJimtJeune: O)(0:6PEHO 
:=::::=======::::::::::==~===========::::::;-;=========== 
Prepared by/ Checked by/ IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
Tio.n.roToBneHo: A. Susmitha- Quality IIpoBepeHo (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- control- Team Member Siva Sankaru Kummari - OJJ.o6peHo: O6ecrreqem1e 

Team Member (n) Quality As~urance- Team Ka'ieCTsa/OTBeTCTBeHHOe nm10: 

1 (7 ,., ~ Member ( II S. Haneef- Qualityrfi.ssurance-
~ ~l-.1 Team Member .X 

l~====~ i;f:::::====!::::========== :::=====~ :a::::::::::::::::::==~I 
Date /,D;aTa: o,;yo 2---'V'Vb lnate /,D;aTa: ~ ~ i)2-- !2-0')...6 lloate /,D;aTa: O'"(~ ~~:t>cth I Date /,D;aTa: to :-a ,,Q_.--ic '2.-{;, 



' •·· Or. Re.ddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH (()HKA T AHA.JIH3A 

Product: Enam® (Enalapril) tablets IO mg 
IlpoJJ:yKT: 3HaM® (3Harranp1rn), Ta6JieTKM IO Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity/ 
Cepust .N'! PaJMep cepuu 

Analytical Report No./ 
Date of Analysis / 

AuaJIMTuqecKHH oTqeT : 2002FP26000203 
.ll:aTa auaJima 

Date of Manufacture / 
: 20-01-2026 

Date of Expiry / 
.ll:aTa npOH3B0llCTBa ro));eH));O 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
JIHU:eH3HSI .N'! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed according ND No/ AnaJIH3 npoBeneu no HJ{ .N'!: .JIII-.N'!(006292)-(Pr-RU)-190724 
Pa2e 5 of7 / CTp. 5 u1 7 

q>OJibrM 
JiaKOBbIM 

C TepMOCBapMBaeMhIM IO tablets in blister of three-layer foil 
IIOKpbITMeM 

JarreqaTbIBaeMOM CTOpOHe. 
Ha (OPA/Al/PVC) foil and Aluminum foil 

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

BKJia.lJ:I,IIIIeM B rraqKy KapTOHH)'lO. 2, 5, 6, IO blisters and patient information 
leaflet in a carton pack. / 
Ta6J1emKu 2,5 Mz 
Ilo 10 Ta6JieTOK B 6JIMCTepe M3 
-rpeXCJIOMHOM q>OJibm (OIIA/A.JI/IIBX) M 
amoMMHMeBOM (pOJibrM C 
'l'epMOl:liapill!at:MhlM JtaKOHhlM 

IIOKpbITMeM Ha JarreqaTI>rnaeMoii: 
CTOpOHe. 
Ilo 2 6JIMCTepa BMeCTe c JIMCTKOM­
BKJia.lJ:I,IIIIeM B rra1Iey KapTOHttyIO. 
Ta6J1emKU 5 M?, 10 M i?, 20 M Z 

Ilo IO Ta6JieToK B 6JIMCTepe m 
-rpexCJIOMHOM q>OJibm (OIIA/ AJI!IIBX) M 
amoMMHMeBOM q>OJibrM C 
TepMOCBapMBaeMbIM JiaKOBbIM 
IIOKpbITMeM Ha 3arre1IaTI>IBaeMoii: 
CTOpOHe. 
Ilo 2, 5, 6, IO 6JIMCTepoB BMecrn c 
JIMCTKOM-BKJia));bIIIIeM 
KapTOHHVIO. 

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/ I Conclusion : APPROVED / 
IlpHMeqauue: IlpO.IJYKT COOTBeTCTByeT Tpe6oBaHIDIM H.ll: 3aKJiroqeuue: O.ll:OliPEHO 

Prepared by / Checked by I IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
Ilo.QroToeneso: A Susmitha- Quality IlpoeepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control - Team Member Siva Sankaru Kummari - O,11;06peHo: O6ecrreqem1e 
Team Member cg_ Quality Assurance- Team Ka1IecTBa/OTBeTCTBeHHOe JIMQO: 

~ MemberL S. Haneef- Quality$. ssurance-
Team Member __ 

I Date /JJ.,a-ra: V1'.:Q ?- ,....).-0~1 I Date /Jl,aTa: 04--0 ,2. - P-O J-G I Date !}];am: '() 7.--0 <(.~ ~ loate /,[(am: 

-= 

I [ 0 r(J 2- ---t.al,.,,6 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJill3A 

Product: Enam® (Enalapril) tablets 10 mg 
Ilpo,!1,yKT: 3HaM® (3Hanarrm,m), rn6JieTKII 10 Mr 

Market/ PblHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 Batch Quantity / 

CepuH .N"!! Pa3Mep cepuu 
Analytical Report No. / 

Date of Analysis / 
AuaJIHTHqeCKHii oTqeT : 2002FP26000203 

,l1;aTa auaJIH3a 

Date of Manufacture / 
: 20-01-2026 Date of Expiry / 

.ll:aTa DPOH3B0.LJ:CTBa ro.LJ:eH.LJ:O 
Mfg. License No. / 

MA number: / HoMep 
IlpOH3B0.LJ:CTBeHH3SI : 63/RR/AP/96/F/R 
JIHU:eHJHSI .N"!! 

PY 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed according ND No/ AuaJIHJ npoBe.LJ:eH no H,z:i: .N"!!: JIII-.N"!!(006292)-(Pr-Rm-190724 
Page 6 of7 / CTp. 6 u1 7 

* IlpoBO.LJ:HTCH IIpOH3BO.LJ:HTeJieM rrpH BhIIIYCKe nepHO.LJ:fflleCKH: JJ:JIH Ka)K.LJ:OM 20-ow cepHH HJIH 
He MeHee 1 pa:m B ro.LJ:. IIOKa3aTeJih MO)KeT 6hITh He Bl(ITIOqeH B cepTmpHKaT aHaJIH3a qmpMbl. 

API name/ naHMenoeauue A«l>C: Enalapril Maleate / 3HanarrpHJia ManeaT 

INN/MHH: Enalapril / 3HanarrpHJI 

API manufacturer batch number/ AERH017316 
HoMep cepuu npoHJBO.LJ:HTeJISI A«l>C: 

FP Manufacturer API Batch number/ FBSA00498 
HoMep cepuu cy6cTaHU:HH 11pOH3B0.LJ:HTeJISI rJI«I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3BO.LJ:HTeJib A«l>C, cTpaua: ,lJ;-p PeMH'c Jia6oparnpHc JlT.LJ:., MH,!:\IDI 

Name, address, authorization No for FP manufacturing Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46p, 
site I Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal 
HauMeHOBauue, a,!1,pec, JIHU:eH3HSI ,[l,JISI Malkajgiri District - 500090, Telangana State, India (license 
IlpOH3B0.LJ:CTBeHHaSI IIJIOW:a.LJ:Ka / IIJIOW:a.LJ:Ka KOHTpOJISI No 63/RR/AP/96/F/R) I IlpoHJBO.LJ:CTBeHHoe rro.LJ:pa3,!1,eJieHHe-
KaqecTBa / Ilriom;a,[l,Ka BbIDYCKa II, YqacTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, EaqyrranJIH 

BHJIJia.LJ:)K, EaqynanJIH MaH,[l,an, Me.LJ:qan ManaKa.LJ:)KrHpH 
,lJ;HCTpHKT- 500090, rnTaT TeJiaHraHa, MH.LJ:IDI (JIHn: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 (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 confrrms to ND/ Conclusion : APPROVED/ 
IlpHMe•rnuue: Ilpo.u;yKT cooTBeTCTByeT -rpe6oBaBIV!M HA 3aKJHOlfemte: O,l1;06PEHO 

Prepared by I Checked by I IlpoBepeHo: Checked by (AQA) I Approved by: Quality 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets IO mg 
Ilponyicr: 3HaM® (3Hanarrmrn), rn6neTKH IO Mr 

Market / PhIHOK : Russia / PoccIDI 

Batch No./ 
: B2600354 

Batch Quantity / 
CepHH .N'!! PaJMep cepuH 

Analytical Report No. / 
Date of Analysis / 

AuaJIUTU'leCKHH OT'leT : 2002FP26000203 
,l1;aTa auaJiuJa 

Date of Manufacture/ 
: 20-01-2026 

Date of Expiry / 
,l1;aTa DPOH3B0JlCTBa ro)leH JlO 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3B0JlCTBeHHaSI : 63/RR/AP/96/F/R 
PY 

JIHUeHJHSI .N'!! 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 06-02-2026 

: 31-12-2028 

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

Analysis performed according ND No/ AuaJIHJ npoeeneu no HJl .N'!!: JIIl-.N'!!(006292)-(Pr-RU)-190724 

Page 7 of 7 / CTp. 7 H3 7 
3aKJIIO'leuue O COOTBeTCTBHH: «HacTOHII(HM H D0)lTBep}K,U:aIO, 'ITO npHBe,U:eHHaH BI,Iille HHq>OpMaIIIDI HBJUieTCH 

JJ:OCTOBepH0H H TO'IJ:H0H. 3Ta cepIDI Dp0)zyKIIHH Dp0HJBe,n:eHa (BKJIIOqaH yrraK0BKY (MapKHpOBKY) H K0HTP0JII, 
Kaqecrna) Ha BI,ImeyKaJaHHOH Dp0HJBO,U:CTBeHHOH IIJI0II(a,U:Ke (IIJIOII(a,U:Kax) B II0JIH0M C00TBeTCTBHH C TPe6oBaHIDIMH 
IlpaBHJI Ha,U:Jie}Kall(eM Dp0HJB0,U:CTBeHHOM npaKTHKH EBpa3HMCKOro 3K0H0MH'leCK0ro C0IOJa 
(N!1GMP/EAEU/RU/02346-2025 OT 25 ceHTH6pH 2025) H TPe6oBaHHHMH K0HTP0IDI KalfCCTBa JICKapcTBeHHbIX 
cpe,n:cTB, a TaK}Ke B C00TBeTCTBHH co crreIIHq>HKaIIHHMH, co;:i:ep}Kall(HMHCH B perHCTPaIIH0HH0M ,U:0CI,e CTPaHbI­
HMII0pTepa. 3arrHCH 110 Dp0H3B0,U:CTBY, yrraK0BKe H aHaJIH3Y npoBepeHbI, H ycTaH0BJieH0 HX C00TBeTCTBHe 
TPe6oBaHIDIM IlpaBHJI HaAJie}Kall(eM Dp0HJB0,U:CTBeHH0M npaKTHKH EBpaJHMCK0ro 3K0H0MH'leCK0ro C0IOJa». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanHe: Ilpo,nyITT coorne-rcrnye-r -rpe6oaaHT-lJlM HJ]; 3aKJJIO'lCHHe: O,l1;O1iPEHO 
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