
CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlpoJJ;ytIT: 3HaM® (3Ha.J1anp1-rn), m6neTKl1 20 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
: B2601472 

Batch Quantity / 
CepuH .N"2 Pa3Mep cepuu 
Analytical Report No./ 

Date of Analysis / 
AuaJJHTw1ecKuii OPleT : 2002FP26001128 

.LJ:aTa anaJJH3a 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
,UaTa npOH3B0JJ;CTBa roJJ;eH )lO 
Mfg. License No./ 

MA number: / HoMep 
IlpOH3B0J);CTBeHHaH : 63/RR/AP/96/F/R 
JJHI.(eH3HH .N°! 

PY 

1800000 tabs / 
: 

1800000 m6JieTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No / AuaJJu3 npoBe)leH no H.U .N"2: .JIIl-.N"2(006292)-(Pr-RU)-190724 
Page 1 of 6 / CTp. 1 H3 6 

.N"2 Test I IloKaJaTeJJb Result I PeJyJJbTaThI 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 "20" and a break line one side and number "20" and a break line 
on the other side. on the other side. Cross Cut Description: 

Cross Cut Description: White core. I 
White to off white core. / 

oeJible, KpyrJibJe, nJIOCKl1e Ta6JieTKl1 
oeJible 11JIH 004Tl1 6eJib1e, KpyrJible, 
nJIOCKl1e Ta6JieTKl1 co CKOWeHHblMH 

co CKOWeHHblMl1 Kpa.11Ml1, C Kpa.11M11, c T11cHeH11eM "EMT" Ha onHott 
Tl1CHeHHeM "EMT" Ha 0,llHOH 

umppoi1 "20" 
CTOpOHe 11 umppoi1 "20" 11 

CTOpOHe 11 l1 
pa3nen11TeJibHOH pHCKOH npyroi1 

pa3,lleJJHTeJJhHOH p11CKOH Ha npyroti 
Ha 

cTopoHe. Ha nonepe4HOM pa3pe3e .11npo 
CTOpOHe. 6enoro 11n11 no4Tl1 6enoro ueeTa. 
Ha nonepe4HOM pa3pe3e .11npo 6enoro 
UBeTa. 

2 Identification/ 1-l)leuTmt>uKaIJ:HH 

2a HPLC/83)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. I BpeM.11 standard solution (section "Assay"). I 
y nep)l<11BaH11.11 OCHOBHOro n11Ka Ha BpeM.11 ynep)l<11BaHl1.ll OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11cnh1TyeMoro xpoMaTorpaMMe 11CObITyeMoro paCTBOpa 
paCTBOpa COOTBeTCTByeT epeMeHw ,llOJl)KHO COOTBeTCTBOBaTb epeMeHH 
y nep)KHBatt11.11 n11Ka :rnananpwna Ha ynep)K11Batt11.11 nwKa 3Ha.J1anp11na Ha 
xpoMaTorpaMMe cTaHnapTHoro xpoMaTorpaMMe cTaHnapTHoro pacTeopa 
pacTBopa. (pa3nen «KOJJl14eCTBeHHOe 

onpeneneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MeYanue: npo11yKT cool'BeTCTByeT Tpe6oaau►1.11 M H,LJ, 3aKmO'lenue: O,UOliPEHO 

Prepared by I Checked by/ ITpoeepetto: Checked by (AQA) / Approved by: Quality 
noJlrOTOBJleHO'. D. Latha- Quality control- npoeepeHO (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - Ono6peHo: O6ecneYeHwe 

contro l- Section Head Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe JIHU,O: 

~ .,-- ~ Member ~~ S. Haneef- Quality2 ssurance-
Team Member 

Date /.LJ,am: 22-05-2026 lnate / )],am: 22-05-2026 IIDate /)],aTa: 22-05-2026 11 Date / )],am: ~)~OS- - 'U)l-t; 
I 



CERTIFICATE OF ANALYSIS 
CEPTlfcl>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets 20 mg 
TTpo.11ytcr: 3HaM® (3Ha.rranp1-rn), Ta6neTKH 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 
CepnH N2 Pa1Mep cepuu 

Analytical Report No. / 
Date of Analysis / 

AHaJJHTH'leCKHH 0T'leT : 2002FP26001128 
.llaTa aHaJ1u1a 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
.llaTa DJ)0H3B0.llCTBa ro.11eH .110 
Mfg. License No./ 

MA number: / HoMep 
TT p0H3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
JJHQeHJHH N2 

PY 

1800000 tabs / 
: 1800000 Ta6JleTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed accordin2 ND No/ AttaJJHl nooBe.11eH no H.ll N2: JITT-N2(006292)-(Pr-RU)-190724 

Page 2 of 6 / CTp. 2 Hl 6 
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 OcHosHoe Ill!THO Ha 
xpoMaTorpaMMe 11cnbnyeMoro pacTsopa 
.110Jl)KH0 COOTBeTCTBOBaTb OCHOBHOMY 
Ill!THY Ha xpoMaTorpaMMe CTaHnapTHOro 
pacTBopa. 

3 Dissolution / PacTsopettue Unit-I / Ta6n.-l 103% Not less than 80 % (Q) of 

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

Unit-3 I Ta6n.-3 101 % 80 % (Q) OT HOMHHa.JlbHOfO conep)KaHHll 
C20H2sN2Os·C4H4Q4 (3Ha.rranp11na 

Unit-4 I Ta6n.-4 102 % Ma.rreaT) '1epe3 30 MHH. 

Unit-5 I Ta6n.-5 103% 

Unit-6 / Ta6n.-6 101% 

4 Uniformity of dosage units / 3.8 / 3,8 The Acceptance Value (AV) should be 
O.llHOpOJlHOCTb .1103Hp0BaHHblX less than or equal to 15.0. / TToKaJaTeJib 
e.1IHHHU npHeMJieMOCTH (AV) )lOJI)KeH 6bITb He 

6onee 15,0. 

5 Impurities / TTpuMecu 

Enalaprilat / 3Ha.rranp1,fJlaT Not detected I He o6Hapy)KeHa Nol mort: Lhan 1.5 % / Ht: Gwtt:t: 1,5 % 

Enalapril di ketopi perazi ne I Not detected / He o6Hapy)KeHa 
Not more than 2.5 % / He 6onee 2,5 % 

3Ha.rranp11na n11KeTon11nepa111H 

'Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe'lattue: TTponyKT cooTBeTcTByeT Tpe6osaHHllM H,D, 3aKJJIO'lettue: O.llO6PEHO 

Prepared by / Checked by / TTposepeHo: Checked by (AQA) / Approved by: Quality 
n onroToeneHo: D. Latha- Quality control- TTpoeepeHO (AOK): A urance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - Ono6peHo: O6ecne'leH11e 

control- Section Head Qua lity Assurance- Team Ka'-leCTBa!OTBeTCTBeHHOe JlHUO: 

~ ~ ~ Member~ S. Haneef- Qual it i A- urance-
Team Member 

I Date /)],arn: 22-05-2026 IIDate / ,D,arn: 22-05-2026 IIDate /,D,arn: 22-05-2026 IIDate /)],arn: ~---0_5"- "l..ol.-k, I 



CERTIFICATE OF ANALYSIS 
CEPTllcJ>IIKA T AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
Tipo/lyKT: 3ttaM® (3Hananp1rn), Ta6neTKH 20 Mr 

Market / PLrnoK : Russia I Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 
CepnH .N"2 Pa1Mep cepnu 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH"leCKHH OT"leT : 2002FP26001128 
.lJ:aTa auaJiu1a 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
LlaTa npoH3BO/lCTBa ro/leH /lO 

Mfg. License No. / 
MA number: / HoMep 

fl pOH3BO/lCTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH .N°2 

PY 

1800000 tabs / 
: 

1800000 Ta6JTeTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed accordine: ND No/ AnaJIH3 npose/leH no HLl .N"2: JITI-.N"2(006292)-(Pr-RU)-190724 

Page 3 of 6 I CTp. 3 Hl 6 
Total impurities I CyMMa Not detected I He o6Hapy)l(eHa 

Not more than 3.0 % / He 6onee 3,0 % 
np11Mecei1: 

6 Assay I KoJiuqecTseu uoe 19.9 mg I 19,9 Mr From 18.0 mg to 22.0 mg of 
onpe/leJieuue 

(99.6% 99,6%) 
C20H2sN2Os·C4fiiO4 (Enalapril 
maleate)pertablet{90.0 %to 110.0 % 
of the label claim)./ 
OT 18,0 Mr no 22,0 Mr 
C20H2sN2Os·C4H4O4 (3Hananp11na 
Ma.near) B Tao11eT1<e (OT 90,0 % 110 
110,0 % OT HOMHHaJJbHOro co.uep)l(aHml) . 

7 Water / Bol{a 0.6 % / 0,6% Not more than 6.0 %. / He 6onee 
6,0 %. 

8 Microbiological purity*/ MuKpo6uoJioruqecKaH "IHCTOTa* 

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 103 CFU/g. / 
Count I O6111ee 4HCJTO a3po6HbIX MeHee 10 KOE/r . He 6onee 103 KOE/r. 
MHKpoopraHH3MOB 

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 102 CFU/g. / 
moulds count / O6111ee 1u1cno MeHee 10 KOE/r. He 6onee 102 KOE/r. 
.UpO)l()l(eBblX H nnecHeBblX 
rpH60B 

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram. / 
OTcyTcTByeT B 1 r OTcyTCTBHe B l r. 

9 Subdivision of tablets / Complies / CooTBeTcTByeT The tablets comply with the test, if not 
Ol{HOpO/lHOCTb Mace npu more than 1 individual mass is outside the 
i{eJieHHH Ta6JieTOK limits of85 % to 115 % of the average of 

mass. The tablets fail to comply with the 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipuMeqauue: TTpo.uyKT cooTBeTcTByeT Tpe6osaHHHM H.U 3aKJIIOqeuue: O.lJ:OliPEHO 

Prepared by / Checked by/ TTpoBepeHo: Checked by (AQA) / Approved by: Quality 
flon roTonneHo: D. Latha- Quality control- TTpoBepeHo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - O.uo6peHo: O6ecne'leH11e 

control- Section Head Quality Assurance- Team Ka"!eCTBalOTBeTCTBeHHOe n11uo: 

~ ~ ~ Member ~ S. Haneef- Quality A surance-
Team Member ! -. 

!Date /llaTa: 22-0--2026 lloate /L{aTa: 22-05-2026 l!oate / )lam: 22-05-2026 lloate / )lam: ~ --0> ~ 1-0 U, I 



CERTIFICATE OF ANALYSIS 
CEPTM<l>MKA T AHAJIM3A 

Product: Enam® (Enalapril) tablets 20 mg 
npoLlyK'f: 3HaM® (3Hananp1rn), Ta6JieTKH 20 Mr 

Market / PbrnOK : Russia / Poccm, 

Batch No./ 
: B2601472 Batch Quantity / 1800000 tabs / 

CepnH .N"2 PaJMep cepnn 
: 1800000 Ta6JieTOK 

Analytical Report No./ 
Date of Analysis / 

AHaJlHTH'leCKHH OT'leT : 2002FP26001128 
,UaTa aHaJlH33 

: 21-05-2026 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 31-03-2029 
)laTa DPOH3B0LlCTBa roLleH LlO 

: 

Mfg. License No. / 
MA number: / HoMep 

n pOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R : JITT-.N"2(006292)-(Pr-RU) 
JlHUeHJHH .N"2 

PY 

Analysis performed accordin!! ND No/ AnaJ1HJ nposeJleH no HLI .N"2: JITT-.NH006292)-(Pr-RU)-190724 

10 Package/ Onncanne 
ynaKOBKH 

10 tablets in blister of three-layer foil 

Page 4 of 6 / CTp. 4 H3 6 
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 Ta6JieTKH 
COOTBeTCTBYIOT Tpe6osaHHHM, ecm{ He 
6oJiee 1 e)lHHH4HaH Macca OTKJIOHHeTCH 
Ja npe,ueJihI 85 % - 115 % OT cpe,uHeii 
MaCChl. Ta6JieTKH He COOTBeTCTBYIOT 
TpC60DllIIIHIM, OOJIII 6onee 'IeM 1 
HH.UHBH,UyaJibHaH Macca OTKJIOHHeTCH OT 
3THX npe,ueJIOB HJIH, eCJIH 1 
HH.UHBH,UyaJibHaH Macca OTKJIOHHeTCH Ja 
npe,ueJibl 75 % - 125 % OT cpe.uHeH 
MaCCbl. 

Tablets 2. 5 mg 
(OPA/Al/PVC) foil and Aluminum 10 tablets in blister of three-layer foil 
foil with heat seal lacquer coating on (OPA/Al/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 
no 10 Ta6JieTOK B 6n11cTepe 113 a carton pack. 
TpexcJIOMHOM cj>OJihrH Tablets 5 mg, IO mg. 20 mg 
(OTTA/An/nBX) 11 aJJIOMHHHeBoH 10 tablets in blister of three-layer foil 
cpoJibrH c TepMocsap11saeMbIM (OP A/ Al/PVC) foil and Aluminum foil 
JiaKOBblM noKpb!THeM 
3ane4aTbIBaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

no 2 6JIHCTepa BMeCTe c JIHCTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / 
Ta6nemKu 2,5 JWZ 

BKJia,Ub!WeM B na4KY KapTOHHylO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lanue: Tipo,uyKT COOTBeTcTByeT Tpe6oBaHHHM HLI, 3aKJUoqeuue: O,UOliPEHO 

Prepared by / Checked by I TiposepeHo: Checked by (AQA) / Approved by: Quality 
TTo.uroTosneHo: D. Latha- Quality control- TTposepeHo (AOK): Assurance/ Authorized person / 
8. Satyanarayana - Quality Team Member Ahamadullah Mohammad - O.uo6peHo: O6ecne4eH11e 
control- Section Head 

~ 
Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe JIHUO: 

<:!-4 ~ Member ~ S. Haneef- Quality~Assurance-
Team Member 

IDale /Ll,ara: 22-05-2026 IIDate /.[laTa: 22-05-2026 IIDate /)larn: 22-05-2026 I Date /Ll,arn: ~ --0 _r -1-0 ).,6 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
Opo.uyKT: 3ttaM® (3ttananpm1), Ta6neTK11 20 Mr 

Market/ PbrnOK : Russia I Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 1800000 tabs / 

CepuHN2 Pa1Mep cepuu 
: 

1800000 Ta6JleTOK 

Analytical Report No. / 
Date of Analysis / 

AnaJJuTuqecKuii oTqeT : 2002FP26001128 
.UaTa anaJ1u1a 

: 21-05-2026 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
31-03-2029 

.UaTa DPOH3B0.UCTBa ro.uen .uo 
: 

Mfg. License No. / 
MA number: / HoMep 

0 pOH3B0.1lCTBeHHaH : 63/RR/AP/96/F/R 
PY 

: JIO-N2(006292)-(Pr-RU) 
JJHUeHlHH .N'2 
Analysis performed accordin2 ND No/ Ananu1 npose.uen no H.U N2: JIO-N2(006292)-(Pr-RU)-190724 

Page 5 of 6 / CTp. 5 u1 6 
flo 10 Ta6JJeTOK B 6JrncTepe 113 
TpexcnoHHOH qionbrn (Of1A/An/ f1BX) 11 
aJIIOMl,fHl,feBOH QlOJJbfl,f C 
TepMOCBapl,fBaeM blM JJaKOBblM 
noKpblTl1eM Ha 3ane1-JaTbIBaeMOH 
CTOpOHe. 
ITo 2 6JJl,fCTepa BMeCTe c Jll,fCTKOM­
BKJJa.UblllleM B na'l:KY KapTOHHyIO. 
Ta6,w 1111w 5 .11~ . IO ,11~. 20 .11~ 

flo 10 Ta6JJeTOK B 6JJl,fCTepe 113 
TpexcnoHHOH qionbrn {OITA/ An/ITBX) 11 
aJIIOMl,fHl,feBOH Q)OJlbfH C 
TepMOCBapl,fBaeMblM JJaKOBblM 
noKpb!Tl,feM Ha 3ane'l:aTbIBaeMOH 
CTOpOHe. 
ITo 2, 5, 6, 10 6JJl,fCTepoB BMeCTe c 
Jll1CTKOM-BKJla.1lblllleM 
KapTOHHylO. 

B na'l:KY 

* - 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. / 

* f1poBOJll,fTCSI np0"3B0,D.11TeJJeM np11 BbmycKe nepl,f0,1ll1'{eCKl1: llJISI Ka)K,1l0H 20-oH cepl,fl,f 11Jll1 

He MeHee 1 pa3a e fOJl . floKa3aTeJJb MO)KeT 6bITb He BKJIIO'{eH e cepT11Ql11KaT aHaJJH3a ¢11pMbl. 

API name/ nauMenosanue A<l>C: Enalapril Malcatc / 3ttananpHna ManeaT 

INN/ MHH: Enalapril / 3HaJianpl,fJJ 

API manufacturer batch number / AETH000276 

HoMep cepuu npou1B0.1lHTeJIH A<l>C: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Op11Meqanue: ITpollyKT cooTBeTCTByeT Tpe6oeaH11stM H,ll 3aKJHO'teHJ1e: O.U06PEHO 

Prepared by I Checked by I ITpoeepetto: Checked by (AQA) I A pproved by: Quality 
f10.D. fOTOBJleHO: D. Latha- Quality control- npooepeHo (AOK): A urance/ A uthorized person / 
B. Satyanarayana - Quality Team Member A hamadullah Mohammad- O.no6peHo: O6ecne'l:ett11e 

control- Section Head 

~ 
Qual iLy A urance- Team Ka4eCTBa/OTBeTCTBeHHOe Jll,fUO: 

~~ Member ~ S. Haneef- Quality, t ss. urance-
Team Member 

!Date /,llarn: 22-05-2026 IIDate f.Uarn: 22-05-2026 llDate /,llarn: 22-05-2026 IIDate /,llarn: ~ --0s-----w ~ I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
TTpo,llyKT: 3HaM® (3Hananp1rn), Ta6neTKH 20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: B260I472 

Batch Quantity / 1800000 tabs / 
CepuH N2 Pa3Mep cepnu 

: 
1800000 Ta6JieTOK 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP26001128 
.L(aTa auaJiu3a 

: 21-05-2026 

Date of Manufacture / 
20-04-2026 

Date of Expiry / 
31-03-2029 

.L(aTa UPOH3B0/lCTBa 
: 

ro)leH /lO 
: 

Mfg. License No. / 
MA number: / HoMep 

TT pOH3B0/lCTBeHHaH : 63/RR/AP/96/F/R : JITT-N2(006292)-(Pr-RU) 
JIHUeH3HH N2 

PY 

Analvsis performed accordin2: ND No/ AuaJIH3 npose)leH no H.L( N2: JITT-N2(006292)-(Pr-RU)-190724 

Pa2e 6 of6 / CTp. 6 HJ 6 
FP Manufacturer API Batch number / FBTA00059 
HoMep cepnu cy6cTau1.1nu npOH3BO/lHTeJIH r Jl<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
TTpou3BO/lHTeJih A<l>C, CTpaua: ,U-p Pe)]JlH' c Jla6opaTOpHC JlT.u., l1H.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 

HanMeHOBauue, a)lpec, JIHQeH3HH /lJIH Malkajgiri District - 500090, Telangana State, India (license 

TTpOH3B0/lCTBeHHaH DJIOIQa)lKa / TTJIOIQa)lKa KOHTpOJIH No 63/RR/AP/96/F/R) I IlpoH3BO/lCTBeHHoe no.upa.J.ueneHHe-

Ka'leCTBa / TTJIOIQa)lKa Bhmycica II, Y'-laCTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea'-lynaJIJIH 
BHnna.u)K, Ea'-lyna.nnH Matt.!l<IJJ, Me.u'-lan ManaKa.U)KrHpH 

,UHCTpHKT - 500090, WTaT TenattraHa, l1H.1lHll (JlHUeH3Hll 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 GNIJ> 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: «HacTOlllUHM ll nO,llTBep)K)lalO, '-ITO np,,rne.ueHHall BbIWe HH!pOpMaUHll llBJllleTCll 
.llOCTOBepHOH H TO'-IHOH. 3Ta cepHll npo.uyKUHH npOH3Be.UeHa (BKJIIO'-lall ynaKOBKY (MapKHpOBKY) H KOHTpOJib 
Ka'-lecrna) Ha Bb1WeyKa3aHHOH npOH3B0.UCTBeHHOH nnoma.uKe (nnoma.uKax) B noJTHOM COOTBeTCTBHH C Tpe6oBaHHllMH 
IlpaBHJI Ha,llJie)Kamei1 npOH3BO.UCTBeHHOH npaKTHKH Espa3HHCK0f0 3KOHOMH4eCKOro COI03a 
(N2GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pH 2025) H Tpe6osaHHllMH KOHTpOJTH KaYecTsa neKapCTseHHblX 
cpe.UCTB, a TaK)Ke B COOTBeTCTBHH co cneuH!pHKaUHSIMH, co.uep)Ka!UHMHCSI B perncTpaUHOHHOM ,llOCbe CTpaHbl­
HMnOpTepa. 3anHCH no npOH3B0.UCTBy, ynaKOBKe H aHaJIH3Y npoeepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6osaHHSIM IlpaBHJl Ha,llJle)Ka!UeH npOH3B0.UCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
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