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

CEPTH<l>HKA T AHAJIII3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo.Ll,yKT: 3HaM®(3mU1anp1rn), Ta6JieTKH 5 Mr 
Market / PblHOK : Russia / Poccm1 

Batch No./ 
: B2503819 

Batch Quantity / 2400000 tabs / 
CepuH .N"! PaJMep cepuu 

: 
2400000 Ta6JieTOK 

Analytical Report No. / Date of Analysis / 
14-01-2026 AuaJIHTH'leCKHii OT'leT : 2002FP26000049 

,ll;aTa auaJIH3a 
: 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
30-11-2028 

,ll;aTa DPOH3B0JJ:CTBa 
: 

ro.Ll,eHJJ:O 
: 

Mfg. License No./ 
MA number: / HoMep 

IlpoHJBOJJ:CTBeuuaH : 63/RR/ AP/96/F/R : JIII-.N"!(006292)-(Pr-RU) 
JIUQeH3HH .N"! 

PY 

Analysis performed accordine: ND No/ AnaJIH3 npoBe.11:eu no H)l .N"!: JIII-.N"!(006292)-(Pr-RU)-190724 

Page 1 of6 / Crp. 1 HJ 6 
.N"! Test/ IIoKaJaTeJii. Result/ PeJyJii.TaTbl Specification/ HopMa 

1 Description / Onucanue 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 "5" and a break line one side and number "5" and a break line 
on the other side. Cross Cut on the other side. Cross Cut Description: 
Description: White core. / White to off white core. / 

Iiem,,e, Kpyrnbie, IlJlOCKHe Ta6JieTKH IieJibie HJIH IlO'ITli 6eJibie, KpyrJibie, 
co CKOilleHHb!Mli KpID!Mli, c IlJIOCKHe Ta6JieTKH co CKOilleHHb!Mli 
U'll.,Ht::Hl-lt::J\11 "EtvlT" Hd U,l.l.r!UH 1'_l-lllJIMfl, 1., HJl.,rt(,rHJ(,lYI "ErvlT" HA 0.Ll,HOPJ 
CTopoHe H umppoii "5" Ii CTopoHe Ii umppoii "5", H 
pa3.Ll,eJIHTeJibHOH piiCKOH Ha .D.pyroii pa3.Ll,eJIHTeJibHOH piiCKOH Ha .D.pyroii 
CTopoHe. Ha nonepe'IHOM pa3pe3e CTopoHe. Ha nonepe'IHOM pa3pe3e R.ll.PO 
R.D.po 6eJioro ueeTa. 6eJioro HJIH no'ITH 6eJioro ueeTa. 

2 Identification / ~eHTil4'nKaUHH 

2a HPLC I B3)K){ 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. / BpeMR standard solution (section "Assay"). / 
y,n;ep)l<HBaHHR OCHOBHOro IlHKa Ha BpeMR y.11:ep)l(HBaHID! OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe HCilbITyeMoro 
paCTBOpa COOTBeTCTeyeT epeMeHH 
y.D.ep)l(HBamrn nHKa 3HaJianpHJia Ha 
xpm,mTorpuMMC 
pacTBopa. 

CTUII.Ll.UpTimro 

xpoMaTorpaMMe HCilbITyeMoro paCTeopa 
AOJI)l(HO COOTBeTCTBOBaTb epeMeHH 
y.Ll,ep)l(HBaHHR IlHKa 3HaJianpHJia Ha 
JCpOMUTOrpUl',IMe CTUil.!J:UPTIIOrO paCTDOpa 
(pa3,n;eJI «KOJIH'leCTBeHHOe 
onpe,neJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laune: IlpOJzyKT CO0TBeTCTByeT rpe6oeaHIDIM H.ll: 3aKJIIO'feuue: O,ll;OEPEHO 

Prepared by / Checked by / TTpoeepeHo: Checked by (AQA) / Approved by: Quality 
flo.ll,rOTOBJleHo: A. Susmitha- Quality flpoeepeHo (AOK): Assurance/ Authorized person / 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality O.Ao6peHo: O6ecnetfeHHe 

control- Section Head 

Cg-
Assu,a::t?Torun Mombcr Ka'-leCTea/OTeeTCTBeHHOe JIHQ0: 

~ S. Haneef- Quality't ssurance-
Team Member __,, 

!Date /,UaTa: /·1-Cll -'ll!M IIDate /,UaTa: /1-0 / .;2.N6 lloate /,UaTa: \ - .--o l ~ \..... b I Date /,UaTa: / cl ---6 I ~ 



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

CEPTH«l>HKA T AHAJIB3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo)lyKT: 3HaM® (3HaJiaIIDI11I), Ta6JieTKH 5 Mr 
Market/ PbIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503819 

Batch Quantity/ 
CepnH .N2 Pa1Mep cepnn 

Analytical Report No./ 
AuaJJHTnqecKnii oTqeT : 2002FP26000049 

Date of Analysis / 
,Il;aTa auaJJnla 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
.lJ:aTa DPOH3B0JlCTBa 

: 
I'o)leH .!lO 

Mfg. License No./ 
MA number: / HoMep 

flpOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 
J1HU:eH3HH .N'! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

: JIIl-.N'2(006292)-(PI'-RU) 

Analysis performed accordin2: ND No/ AuaJJH3 npoee)leu no H)l .N'2: JIIl-.N'2(006292)-(Pr -RU)-190724 

Pa2e 2 of 6 / CTp. 2 u3 6 
2b TLC/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 IUITHO Ha 
xpoMaTorpaMMe ucn1,nyeMoro pacTBOpa 
JlOIDKHO COOTBeTCTBOBaTb OCHOBHOMY 
IUITHY Ha xpoMaTorpaMMe CTaH,r:i;aPTHOro 
paCTBOpa. 

3 Uniformity of dosage units / 4.2 I 4,2 The Acceptance Value (AV) should be 
O)lHOpOJlHOCTb Jl03HpOBaHHbIX less than or equal to 15.0. / II0Ka1aTeJI1, 
e)lHHHU: npueMJieMOCTH (AV) ,[(OJI)KeH 6MTb He 

6oJiee 15,0. 

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

Unit-2 / Ta6JI.-2 103% 
C20H2sN2Os·C4Ii;O4 (Enalapril maleate) 
of the label claim in 30 min. I He MeHee 

Unit-3 / Ta6JI.-3 101% 80 % (Q) OT HOMHHaJibHOro CO,[(ep)KaHIDI 
C20H2sN2Os·C4li;O4 (3HaJianpuJia 

Unit-4 / Ta6JI.-4 101% MaJieaT) 11epe1 30 MHH. 

Unit-5 / Ta6JI.-5 99% 

Unit-6 / Ta6JI.-6 101 % 

5 Impurities / IlpnMecn 

Enalaprilat / 3HananpuJiaT Not detected I He o6Hapy)KeHa Not more than 1.5 % / He 6oJiee 1,5 % 

Enalapril diketopiperazine I Not detected / He o6HapJ)KeHa 
Not more than 2.5 % / He 6oJiee 2,5 % 

3HananpuJia ,[(HKeTOilHilepa3HH 

Total impurities I CyMMa 
Not detected / He o6Hapy)KeHa Not more than 3.0 % / He 6oJiee 3,0 % 

npuMeceii 

!
:Remarks : The Product confirms to ND/ 
IlpuMeqaune: IlpOJlYKT coOTBeTCTBYeT TJ)e6oBaHIDIM H,[( I

IConclusion : APPROVED/ 
3aK.mo-qeene: O.lJ:OliPEHO 

Prepared by / Checked by/ IIpoBepeHo: Checked by (AQA) / Approved by: Quality 
IIo;a.roTOBJieHo: A. Susmitha- Quality IlpoeepeHo (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality O,!lo6petto: O6ecne11eHue 

control- Section Head 

4---
Assurance-:~ Member Ka\fec-rna/Orse-rCTBeHttOe JIHU:O: 

~-=--
S. Haneef-

1

ia1ity Assurance-
Team Memb f0 - 6 / ,.-<?_p'U::, 

loate /,[(aTa: f7--(} /.-/,{J)/6 llnate /,[(am:i :=, -0/-~D) 6 llnate/,[(am: \q-~\-1,,oYb I Date /,[(am: (>I/ 



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

CEPTH«l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,ll;yKT: 3HaM® (3Hananpm1), Ta6JieTKH 5 Mr 
Market/ PhIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503819 

Batch Quantity / 
CepnH .N2 Pa3Mep cepuu 

Analytical Report No./ Date of Analysis / 
AuaJIHTnqecKuii oTqeT : 2002FP26000049 

,JJ:aTa auaJIH3a 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
)laTa npOH3B0,ll;CTBa 

: 
ro,l);eH ,ll;O 

Mfg. License No. / 
MA number: / HoMep 

flpOH3B0,ll;CTBeHHaH : 63/RR/AP/96/F/R 
JIHU:eH3HH .N°! 

PY 

2400000 tabs I 
: 2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordin2 ND No/ AuaJIH3 npouet1:eu no HJl .N2: Jlll-.N2(006292)-(Pr-RU)-190724 

Paee 3 of6 / CTp. 3 u1 6 
6 Assay I KoJiuqecTBeuuoe 5.00 mg/ 5,00 Mr From 4.5mg to 5.5mg of 

onpel{eJieuue 
(99.9% I 99,9%) 

C20H2sN20s•C4Ri04 (Enalapril 
maleate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 4,5 Mr ,[(O 5,5 Mr 
C20H2sN20s•C4Ri04 (3uananp1ma 
ManeaT) B Ta6JieTKe (OT 90,0 % ,[(O 
110,0% OT HOMHHaJII,HOro 
co.n;ep)l(aHIDI). 

7 ,vatc.r / Dol{A 0.9 %/ 0.9 % Not morc than G.O %. / Ile 6oncc 
6,0%. 

8 Microbiological purity*/ MnKpo6uoJioruqecKaH qucrnrn* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I 06mee q0cJio a3po6H1,1x He 6oJiee 103 KOE/r. 
MHKpOOpraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / 06mee q0cJio He 6oJiee 102 KOE/r. 
.n;po)l()l(eBbIX If IIJiecHeBbIX 
rpH60B 

c) Escherichia Coli Not Applicable Shall be absent in 1 gram. I 
OTC)'TCTBHe B 1 r. 

9 Subdivision of tablets/ Complies / CooTBeTCTBYeT The tablets comply with the test, if not 
O,ll;HOpOtJ:HOCTb Mace npu more than 1 individual mass is outside the 
,ll;eJICIIHH Ta6JieTOIC 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'lauue: Ilpo.n;yKT COOTBeTCTByeT Tpe6oBaHIDIM H)]; 3a1C111-0'1ee.11e: O)1,OEPEHO 

Prepared by/ Checked by / IJpoeepeHo: Checked by (AQA) / Approved by: Quality 
Tlo.n;rOTOBJleHo: A. Susmi.tha- Quality Opoeepeuo (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality 0JJ.o15peHo: 06ecneqeHHe 
control- Section Head 

ct--
Assurance- Tea~ Member Ka'leCTsa!OTBeTCTBeHHOe JIHIJ,O: 

'<3<:=' ) S. Haneef- Qualii~ ssurance-

' 
Team Member 

lnate /'JJ,au.: 11--!/.-'llt'M IIDate /,[(aTa: / i -Cf -~1!>2 o IIDate /,[(aTa: l:+~1-k¼ lloate /,[(aTa: t~--01-tcU I 



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

CEPTII<l>IIKA T AHAJIB3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo.ay1cr: 3HaM® (3Han:anp1rn), Ta6JieTKH 5 Mr 
Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503819 

Batch Quantity / 2400000 tabs / 
Cepu11.N"2 Pa3Mep cepnu 

: 2400000 Ta6JieTOK 
Analytical Report No. / Date of Analysis / 14-01-2026 AuaJIHTH'lecKnii oT'leT : 2002FP26000049 

,ll;aTa auaJiu3a 
: 

Date of Manufacture / 
15-12-2025 

Date of Expiry/ 30-11-2028 
,ll;aTa np0H3B0,!lCTBa 

: 
ro.aeu .11;0 

: 

Mfg. License No./ 
MA number: / HoMep 

IlpoH3B0.ll;CTBeHHaH : 63/RR/AP/96/F/R : JIII-.N"2(006292)-(Pr-RU) 
JIH~eH3HH .N"! 

PY 

Analysis performed accordine: ND No/ AnaJIH3 npose.11;eu no II)], .N"2: JIII-.N"2(006292)-<Pr-RU)-190724 

10 Package / Onucauue 
ynaKOBKH 

Pae;e 4 of6 I Crp. 4 Hl 6 
125 % of the average mass. / Ta6JieTKH 
COOTBeTCTB)'K)T Ype6oBaHIDIM, ecm1 He 
6onee 1 e,uHHH'IHruI Macca OTKJ10ID1eTcJ1 
3a npe,uem,1 85 % - 115 % OT cpe,uueu 
MaCCbl. Ta6JieTKH He COOTBeTCTB)'K)T 
Ype6oBaHIDIM, ecm1 6onee qeM 1 
IIH.11.IIBll.!l)'aJibHall Macca OTKJIOIDleTCJI OT 
3THX npe,uenoB 11n11, ecn11 I 
IIH,UIIBll.!l)'aJibHaJI Macca OTKJIOID!eTCJI 3a 
U1Jc,1J.1:.;JJbl 75 % • 125 % OT CpC,!UfCH 

MaCCbl. 

IO tablets in blister of three-layer foil Tablets 2.5 mg 
(OPA/AI/PVC) foil and Aluminum 10 tablets in blister of three-layer foil 
foil with heat seal lacquer coating on (OPA/AI/PVC) foil and Aluminum foil 
the sealing side. with heat seal lacquer coating on the 
2 blisters and patient information sealing side. 
leaflet in a carton pack. / 2 blisters and patient information leaflet in 
Ilo IO Ta6JieTOK B 6J111CTepe H3 a carton pack. 
Tpexcno0Ho0 qionbrn Tablets 5 mg. 10 mg. 20 mg 
(OIIA/An/IIBX) 11 an:10M11H11eao0 IO tablets in blister of three-layer foil 
qionbrn c TepMocaap11aaeMbIM (OPA/Al/PVC) foil and Aluminum foil 
JiaKOBbIM IIOKpbITl!eM 
3aneqaTbIBaeM00 CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

Ilo 2 6JIHCTepa BMeCTe c JIIICTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / 
Ta6J1emKu 2.5 Mc 

BKJia.D.bIIIIeM B naqKy KapTOHffYIO. 

Ilo IO Ta6neToK B 6n11CTepe H3 
Tpexcno0Ho0 qionbrn (OIIA/An/IIBX) u 
aJIIOMIIHHeBOli qJOJibrH C 
TepMOCBapHBaeMbIM JiaKOBblM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
lipHMeqauue: Ilpo,uyKT COOTBeTCTByeT -rpe6oBaHl!JIM HJJ: 3aKmoqeuue: O,ll;OliPEHO 

Prepared by / Checked by / IlpoBepeuo: Checked by (AQA) / Approved by: Quality 
Ilo,Aroroeneuo: A. Susmitha- Quality IlpoBepeuo (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality 0,uo6peHo: 06ecneqeu11e 

control- Section Head Assurance- Te Member KaqecTBa/0TBeTCTBeHHOe nm-10: 

~ 4- ~i S. Haneef- Qualii, Assurance-
Team Member _ 

loate /)J;aTa: 17-tJJ-U u 11Date f.ll:ara: I .:r -Df-Ptaf I lnate / )J;ara: \ q.,.,_,\ -'\...o ),.-,C, I Date f.ll:arn: I ci .--o I c--'tP'l .{, 



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

CEPTHct>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo.QyKT: 3HaM®(3Hananpm1), Ta6nenrn 5 Mr 
Market/ P1>rnoK : Russia/ PoccIDI 

Batch No./ 
: B2503819 

Batch Quantity / 
CepuH N! Pa3Mep cepuu 

Analytical Report No. / 
AuaJIHTH'lectcuii OT'leT : 2002FP26000049 

Date of Analysis / 
,U:aTa auaJiu3a 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
,U:aTa npOH3B0,QCTBa 

: 
ro,QeH )J;O 

Mfg. License No. / 
MA number: / HoMep 

IlpoH3BO)J;CTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH N! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analvsis performed according ND No/ AuaJIH3 np0Be.11;eu no H.1l .N"!: JIII-N!(006292)-(Pr-RU)-190724 
Paee 5 of 6 / CTp. 5 03 6 

IlOKphITHeM Ha 3ane11aTh1BaeMoii 
CTopoue. 
Ilo 2 6JIHCTepa BMeCTe c JIHCTKOM­
BKJia)J;hIIIIeM B na'IKY KapTOHffYlO. 
Ta611emKU 5 MZ. 10 .MZ. 20 MZ 

Ilo 10 Ta6JieTOK B 6JIHCTepe H3 
TPexcnoiiHoii q>OJihrH (OilA/ An/IIBX) H 
aJllOMHHHeBoii q>OJihrH C 
TepMOCBapHBaeMhlM JiaKOBhlM 
IlOKphITHeM Ha 3aneqaTh1BaeMoii 
CTOpOHe. 
Ilo 2, 5, 6, 10 6nHcrepoa BMecre c 
JIHCTKOM-BKJia)J;hIIIIeM 
KapTOHHylQ. 

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. / 

* IlpoBO)J;HTCji npOH3B0)J;HTeJieM npH BhmycKe nepHO,L\H'leCKH: )J;Jiji Ka)K)J;OH 20-oii cepHH HJIH 

He Meuee 1 pa3a s ro,n:. IlOKa3aTeJih MO)KeT 6hITh He BKJilO'leH s cepTHq>HKaT auanma q>HpMhl. 

API name/ uauMenoBauue A«l>C: Enalapril Maleate / 3HananpHna ManeaT 

INN/MHH: Enalapril / 3HananpHn 

API manufacturer batch number/ AERH016174 
HoMep cepuu npou3BOJl:HTeJIH A«PC: 

FP Manufacturer API Batch number/ FBSA00484 
HoMep cepuu cy6cTaHUHH npOH3B0)J;HTeJIH rJI(I): 

Remarks ; The Product confirms to ND/ Conclusion : APPROVED/ 
Upm,,etJaeHe: Ilpo.nyiq- cooTeero-rsye-r -rpe6osaHHJIM HJ{ 3atcmoqeuue: O,U:OliPEHO 

Prepared by / Checked by / IIposepeHo: Checked by (AQA) I Approved by: Quality 
Ilo,n:roTOBJieHo: A . Susmitha- Quality IlpoeepeHo (AOK): Assurance/ Authorized person / 
M . Brahmaji - Quality control-Team Member S. Meera Saheb - Quality OD.o6peHo: O6ecneqeH11e 
control- Section Head cg__ A ssurance- Team Member KalJec-raa/OTBeTCTBeHHOe JIHUO: 

= ~ S. Haneef- QuaJ itt~ Assurance-
~(, Team Member 

IDate/,n:aTa: l 1- t?l-~ Mi loate /.L(aTa: /.-1 {)( ,J)O) 6. l loate /Jl.aTa: ] S)--o\ -¼ µ lloate /)l,aTa: t q .AT I -- 'L ti) 2.-b I 



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

CEPTH<t>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo));yKT: 3ttaM®(3tta.rianpm1), -ra6neTKH 5 Mr 

Market / PblHOK : Russia I PoccID! 

Batch No./ 
: B2503819 

Batch Quantity / 
CepuH .N"2 Pa3Mep cepHH 

Analytical Report No. / 
AuaJIHTH'leCKHH OT'leT : 2002FP26000049 

Date of Analysis / 
,ll;aTa auaJIHJa 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
.l(aTa DPOH3B0,IJ;CTB8 

: 
ro,l);eH,IJ;O 

Mfg. License No. / 
MA number: / HoMep 

fipOH3B0,l);CTBeHHaSI : 63/RR/AP/96/F/R 
PY 

JIKQeHJHH .N"2 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 14-01-2026 

: 30-11-2028 

: JIIl-.N2(006292)-(Pr-RU) 

Analysis performed accordine ND No I AuaJJnJ npose,1J;eu no H,ll; N2: JIIl-.M(006292)-(Pr-RID-190724 

Pa2e 6 of6 / CTo. 6 u1 6 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpoHJBO,IJ;HTeJib A<l>C, CTpaua: Jl-p PeMH'c Jla6opaTOpHc JlT,n., lfH,nID! 

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 

HauMeuosauue, a)J;pec, JIHQeHJHH ));JIB Malkajgiri District - 500090, Telangana State, India (license 

IlpoH3B0,l);CTBeHHaH DJIOUJ.3,IJ;Ka / IlJJOUJ.a,l);Ka KOHTpOJIH No 63/RR/AP/96/F/R) I IlpoH3BO.D;CTBeHHOe no,npaJ,neneHHe-

Ka'leCTBa / IlJIOUJ.a,IJ;Ka BbmycKa II, Y'laCTKH N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea'lyna.rinH 
BHJina.IJ;)K, Ea'lynannH Matt,na.rI, Me,n'la.rI Ma.riaKa,n'll<rnpH 

)lHCTJ)HKT- 500090, m-raT Tenauratta, HHAH.ll (Jim:~eH3IDI N!! 
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»./ 

3aKJIIO'leHHe O COOTBeTCTBHH: «HacTO.llll(HM JI no,nTBep)K)].aJO, 'ITO _npHBe,neuttal! Bblllle HHlpOpMaU.IDI l!BJllleTCll 
,D;OCTOBepHOH u TOqHOH. 3Ta cepID! npo,nyKUHH npoHJBe,netta (BKJIIOqal! ynaKOBKY (MapKHpOBKy) H KOHTPOJib 
KaqeCTBa) Ha BbUUeyKaJaHHOH npm-13B0,D;CTBeHHOH nnoma,nKe (nnoma,nKax) B noJIHOM COOTBeTCTBHH C TPe6oBaHH.llMH 
IlpaBHJI Ha,nJie)Kamett npOH3B0,D;CTBeHHOH npaKTHKH EBpaJHHCKoro 3KOHOMH'leCKOro COI03a 
(N!!GMP/EAEU/RU/02346-2025 OT 25 cettrn6pl! 2025) 11 Tpe60BaHID1MH KOHTpon.ll KaqecTBa neKapcTBeHHhIX 
cpe,ncTB, a TaK)Ke B COOTBeTCTBHH co cneu.mpHKa[J.ID!MH, co,nep)KamHMHC.ll B perHCTpaU.HOHHOM ,D;OCbe CTPaHbl­
HMnOpTepa. 3anHCH no npOH3B0,D;CTBy, ynaKOBKe H aHa.rIH3Y npoBepeHbI, H yCTaHOBJieHO HX COOTBeTCTBHe 
Tpe6oBaHIDIM IlpaBHJI ua,nne)Kamei1 npoH3B0,D;CTBeHHOi1 npaKTHKH EBpaJHHCKOro 3KOH0MHqecKoro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: Ilpo.a;yKT COOTBeTCTByeT Tpe6oaaHID!M H.[( 3aKJIIO'lenue: O)l;OliPEHO 
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