
CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIIBA 

Product: Enam® (Enalapril) tablets 20 mg 
TTpo,1y1IT: 3HaM® (3Hananp~111). Ta6JJeTKH 20 Mr 

Market / PLrnOK : Russia I Poccm1 

Batch No./ 
: B2601472 

Batch Quantity I 
CepnH N2 PaJMep cepnn 

Analytical Report No./ 
Date of Analysis / 

AHaJIHTH'feCKHH OT'feT : 2002FP26001128 
,l],aTa aHaJIUJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
,l],aTa npoHJB0,lCTBa ro,1eH ,10 

Mfg. License No./ 
MA number: / HoMep 

TTpOH3B0,lCTBeHH3H : 63/RR/AP/96/F/R 

JIHUeHJHH .N'2 
PY 

1800000 tabs / 
: 

1800000 Ta6JJeTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed accordin2 ND No/ AnaJinJ npose,1en no H,ll, .N'2: JITT-.N'2(006292)-(Pr-RU)-190724 
Pa2e 1 of6 / CTp, 1 HJ 6 

.N'2 Test/ TT0KaJaTeJ1b Result/ PeJyJibT3Tbt Specification/ HopMa 

1 Description/ Onncaune 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. / 
White to off white core./ 

6eJJble, Kpyrnble, ITJIOCKHe Ta6JJeTKH 
6eJJbie 11Jll1 IT04Tl1 6eJ1b1e, KpyrJJble, 
ITJIOCKl1e Ta6JJeTKl1 co CKOWeHHblMl1 

co CKOlIJeHHblMH Kpal!Ml1, C 
Kpal!Ml1, c Tl1CHeH11eM "EMT" Ha OJlHOH 

Tl1CHeHl1eM "EMT" Ha O)lHOH 
UH(ppoi,1: "20" 

CTOp0He 11 UH(ppoi,1: "20" 11 
CTopoHe 11 11 

paJ,nemneJibHOH p11CKOH Jlpyroi,1: 
pa3,nen11TeJ1bHOH p11CKOH Ha apyroi,1: 

Ha 
cTopoHe. Ha nonepe4HOM pa3pe3e llapo 

CTopoHe. 
6enoro 11n11 n04Tl1 6enoro useTa. 

Ha nonepe4HOM pa3pe3e l!Jlpo 6enoro 
UBeTa. 

2 Identification/ lbeuTn$nKaUHH 

2a HPLC I B3)[{X 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 BpeMJI standard solution (section "Assay"). I 
y aep)I<11saH11J1 OCHOBHOfO ITl1Ka Ha BpeMJI yaep)lmBaHHJI OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11cnbITyeMoro xpoMaTorpaMMe 11cnbnyeMoro pacrsopa 
pacTBopa COOTBeTCTByeT speMeH11 )lOJl)KHO COOTBeTCTBOBaTb BpeMeHl1 
y aep)K11BaH11J1 n11Ka 3Hananp11na Ha y aep)K11BaH11J1 ITHKa 3Hananp11na Ha 
xpoMaTorpaMMe CTaHaapTHOro xpoMaTorpaMMe cTaH,napTHoro pacTBopa 
pacTBopa. (paJaen «KOJJl14eCTBeHHOe 

onpeaeneH11e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me'faune: npolJ,yKT cooTBeTcTByeT-rpe6osaHWtM H.U laKJIIO'feHne: O,l],O6PEHO 

Prepared by/ Checked by/ TiposepeHo: Checked by (AQA) / Approved by: Quality 
Tion.roToaneHo: D. Latha- Quality control- npoaepeHo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - O.no6peHo: O6ecne4eH11e 

control- Section Head 

Lf4---
Quality A ~ ranee- T am Ka4eCTBaiOTBeTCTBeHHOe Jl11UO: 

~A,,,--- Member S. Haneef- Qualityl ssurance-
Team Member _ 

joate / L(arn: 22-05-2026 IIDate / L(arn: 22-05-2026 I I Date/ L(arn: 22-05-2026 IIDate / L(arn: ~ ---0s - 'µ)~ ~ I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlpOJlYK'T: 3HaMIIO (3 Hananp1111), Ta6neTKl1 20 Mr 

Market / PLIHOK : Russia I Poccm1 

Batch No./ 
: B2601472 Batch Quantity / 

CepnH N2 Pa1Mep cepnn 

Analytical Report No./ 
Date of Analysis / 

AHaJIHTH'feCKHH OT'feT : 2002FP26001128 
,LJ:aTa auaJinJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
,LJ:aTa npOHJBOJlCTBa fo.ueH JlO 

Mfg. License No./ 
MA number: / HoMep 

IlpOHJBO)lCTBeHHaH : 63/RRI AP/96/FIR 
JIHUeHJHH ,N"g 

PY 

1800000 tabs I 
: 1800000 Ta6neTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No/ AnaJIHJ npoBe.uen no H,LJ: .N"2: JIU-.N"2(006292)-(Pf-RU)-190724 

Pa2e 2 of 6 / CTp. 2 u1 6 
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 TUITHO Ha 
xpoMaTorpaMMe 11CflbITyeMoro paCTBOpa 
.uomKHO COOTBeTCTBOBaTb OCHOBHOMY 
flllTHY Ha xpoMaTorpaMMe CTaH,uapTHOro 
pacTBopa. 

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

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

Unit-3 / Ta6n.-3 101 % 80 % (Q) OT HOMl1HaJJbHOro co.uep)l(aHMll 
C20H2sN2Os·C4H4O4 (3Hanarrp11na 

Unit-4 I Ta6n.-4 102 % ManeaT) t:tepe3 30 MMH. 

Unit-5 / Ta6n.-5 103% 

Unit-6 / Ta6n.-6 101% 

4 Uniformity of dosage units / 3.8 I 3,8 The Acceptance Value (AV) should be 
O.unopO.UHOCTL Jl03Hp0B3HHLIX less than or equal to 15.0. / [loKa3aTenb 
e)lHHHU rrp11eMneMOCTl1 (AV) .uomKeH 6bITb He 

6onee 15,0. 

5 Impurities/ npnMecn 

Enalaprilat / 3HanarrpHnaT Not detected I He o6Hapy)l(eHa Not more than 1.5 % / I le 6onee 1,5 % 

Enalapril diketopiperazine I Not detected / He o6Hapy)l(eHa 
Not more than 2.5 % I He 6onee 2,5 % 

3Hanarrp11na .u11Kernrr11rrepa311H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'faHne: Tipo.uyKT COOTBeTCTByeT Tpe6osaHHllM H)l laKJIIO'fenne: O.LJ:O.6PEHO 

Prepared by / Checked by / TiposepeHo: Checked by (AQA) / Approved by: Quality 
Tio.uroTosneHo: D. Latha- Quality control- TTposepeH0 (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - O.uo6peHo: O6ecrret:teH11e 

control- Section Head Quality Assurance- Team Kat:tecTsa!OTBeTCTBeHHOe n11uo: 

~ r-- ~ Member ~ S. Haneef- Quality x ~urance-
Team Member ___, 

joate / .Uarn: 22-05-2026 lloate /LJ:arn: 22-05-2026 IIDate /LJ:arn: 22-05-2026 Jloate /LlaTa: is ~as- --io~ 



CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlpoJ:lyKT: 3ttaM® (3ttananp1rn), Ta6neTKH 20 Mr 

Market / PLrnoic : Russia / Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 
CepuH N2 Pa1Mep cepHH 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP26001128 
)laTa auaJIH33 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
)laTa npOH3B0)lCTB3 fo)leH J:lO 

Mfg. License No. I 
MA number: / HoMep 

IlpOH3B0J:lCTBeHH3H : 63/RR/AP/96/F/R 
nnueu1nH N2 

PY 

1800000 tabs / 
: 

1800000 Ta6JleTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No I Auanu1 npoBeJ:leH no H)l N2: JIIT-N2(006292)-(Pf-RU)-190724 

Total impurities I CyMMa Not detected / He o6ttapy)Ketta 
npHMecei:i 

6 Assay I KOJIH'leCTBeHHOe 19.9 mg I 19,9 Mr 
onpe)leneune 

(99.6% 99,6%) 

7 Water/ Bo)la 0.6 %/ 0,6% 

8 Microbiological purity*/ Mnicpo6nonoruqecicaH 'IHCTOTa* 

a) Total Aerobic Microbial Less than 10 CFU/g. / 
Count / O61.I.1ee 1.!Hcno a3po6tthrx Mettee IO KOE/r. 
MHKpoopraHH3MOB 

b) Total Combined Yeast and Less than IO CFU/g. / 
moulds count I O61.I.1ee 'IHCJJo Mettee 10 KOE/r . 
.upo)K)KeBbIX J,f nnectteBhrx 
rpH60B 

c) Escherichia Coli Absent in 1 gram / 
OTCYTCTBYCT B 1 r 

9 Subdivision of tablets / Complies / CooTBeTcTByeT 
O)lHOpO.UHOCTb Mace npn 
.ueneHHH Ta6JieTOK 

Remarks : The Product confirms to ND/ 
npuMe'laHHe: flpo.uyKT COOTBeTcTByeT Tpe6oBaHHllM HJJ: 

Prepared by / 
flOD.rOTO BJleHO'. 

Checked by I flposepetto: Checked by (AQA) / 
TTposepetto (AOK): 

Page 3 of 6 / CTp. 3 H3 6 

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

From 18.0 mg to 22.0 mg of 
C20H2gN2Os·C4H4Q4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 18,0 Mr )lO 22,0 Mr 
C20H2gN2Us·C4H4U4 (~ttananpHna 
ManeaT) B Ta6JJeTKe (OT 90,0 % )lO 
110,0 % OT HOMHHaJJbHOro co.uep)KaHml). 

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. 

Shall be absent in 1 gram. / 
OTcyTcTaHc a 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 

Conclusion : APPROVED / 
3aKJIIO'leHue: O)lO6PEHO 

8 . Satyanarayana - Quality 
contro l- Section Head 

~ 

D. Latha- Quality control­
Team Member Ahamadullah Mohammad -

Q ual ity A urance- Team 

Member Jd~ 

Approved by: Quality 
Assurance/ Authorized person / 
O1Io6petto: O6ecne1.!ett11e 
Ka•1eCTBa/OTBeTCTBeHHOe JlHUO: 
S. Haneef- Quality u~ nce-
Team Member 

Date IJJ:arn: 22-05-2026 IDate /,lJ,aTa: -2-05-2026 llnate !)lam: 22-05-2026 



CERTIFICATE OF ANALYSIS 
CEPTH<l>:UKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlPO/lYKT: 3HaM® (3Hananp1u1), Ta6neTKH 20 Mr 

Market/ PLrnorc : Russia / Poccm1 

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

Cepm1 .N"2 Pa1Mep cepuu 
: 1800000 Ta6JleTOK 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP26001128 
.LJ:aTa auaJIHJa 

: 21-05-2026 

Date of Manufacture / 
: 20-04-2026 Date of Expiry / 31-03-2029 

.ll:aTa npOH3B0/lCTBa ro)leH /lO 
: 

Mfg. License No./ 
MA number: / HoMep 

fl pOH3B0/lCTBeHH3H : 63/RR/AP/96/F/R : JITT-.N'2(006292)-(Pr-RU) 
JlHU.eH3HH .N'2 PY 

Analysis performed according ND No/ AnaJIH3 npose)len no H.LJ: .N'2: JITT-.N'2(006292)-(Pr-RU)-190724 

10 Package/ Onucanue 
ynaKOBKH 

10 tablets in blister of three-layer foil 
(OPA/AI/PVC) foil and Aluminum 
foil with heat seal lacquer coating on 
the sealing side. 
2 blisters and patient information 
leaflet in a carton pack. / 

Page 4 of 6 / CTp. 4 HJ 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. / Ta6neTKH 
COOTBeTCTBYIOT Tpe6osaHMJIM, eCJJJ,! He 
6onee 1 e)lMHH4Hal! Macca OTKJlOHJ!eTCJI 
3a npe.!IeJJbI 85 % - 115 % OT cpe.!IHeH 
MUCCbl. Ta6neTirn IIC CO0TDCTCTDYIOT 
Tpe6osaH11J1M, ecn11 6onee 4eM 1 
MH.!IHBH.!IYaflbHal! Macca OTKJlOHJ!eTCJI OT 
3THX npe.!IeJlOB HJlH, eCJJH 1 
MH.!IHBH.!IYaflbHal! Macca OTKJlOHJ!eTCJI 3a 
npe.!IeJlbl 75 % - 125 % OT cpe.!IHeH 
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 

no 10 Ta6neTOK B 6JJHCTepe 1-13 
TpeXCJlOHHOH QJOJJbrH 
(OITA/ An/ITBX) H an10M11H11esoii 10 tablets in blister of three-layer foil 

n :pMocRap1-1RaeMhIM (OP A/ Al/PVC) foil and Aluminum foil rp011hnf 

JlaKOBblM noKpblTHeM 
3ane4aTb!BaeMOH CTOpoHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

no 2 6n11cTepa BMeCTe C Jll1CTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta611emKu 2,5 MZ 

BKJla.!Ib!WeM B na4KY KapTOHHy!O. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe11anne: npo.!IyKT coorneTcrnyeT Tpe6osaHHl!M H.D. 3aKJ11011enue: O.LJ:OliPEHO 

Prepared by / Checked by / ITposepeHo: Checked by (AQA) / Approved by: Quality 
ITo.!IroTosneHo: D. Latha- Quali ty control- ITposepeHO (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - O.!Io6peHo: O6ecne4eH11e 

control- Section Head Quality As urance- Team Ka4eCTBa!OTBeTCTBeHHOe n11uo : 

~~ uJ4-- Member ~ S. Haneef- Quality r_urance-
Team Member __., 

Date /.lJ.arn: 22-05-2026 joate f.D.arn : 22-05-2026 IIDate /.lJ.aTa: 22-05-2026 I Date /)].am: ;z3---0.S---~-D.2-tj 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIHJA 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo,llyicr: 3HaM® (3Hananp1111), Ta611eTK11 20 Mr 

Market/ PLrnoK : Russia / Poccmi 

Batch No./ 
: B2601472 

Batch Quantity / 1800000 tabs / 

CeouH .N'! Pa1Mep cepuu 
: 

1800000 Ta6JleTOK 

Analytical Report No. / 
Date of Analysis / 

AuaJIHTHlfeCKHH OTlfeT : 2002FP26001128 
.LJ:aTa auaJin1a 

: 21-05-2026 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
31-03-2029 

.LJ:aTa TIPOH3B0./lCTBa ro,lleH ./lO 
: 

Mfg. License No./ 
MA number: / HoMep 

Il pOH3B0./lCTBeHHaH : 63/RR/AP/96/F/R : JIIl-.N'2(006292)-(Pr-RU) 
JIHUeH3HH .N'! 

PY 

Analysis performed according ND No I AuaJinl npose,lleH no H.LJ: .N'2: JIIl-.N'2(006292)-(Pr-RU)-190724 

Paee 5 of 6 I CTp. 5 01 6 
no 10 rn611eToK s 61111cTepe 113 
Tpexc11oi1ttoi1 q>OllbrH (OTTA/An/ ITBX) 11 
a.JllOMl1H11eBOH qJOJlbrH C 
TepM0CBap11saeMbIM JlaKOBbIM 
noKpbITl1eM Ha 3aTie'-IaTbIBaeMOH 
CTOpOHe. 
no 2 61111cTepa BMeCTe C J111CTKOM­
BKJ1a,llbIWeM B na'-IKY KapTOHHYIO, 
Ta6J1emK11 5 _11z, / 0 .11z. 20 .11z 

TTo 10 rn611eToK s 61111cTepe 111 
Tpexcnoi1Hoi1 qionbrn (OTTA/ An/ ITBX) 11 
a.JllOMl1H11eBOH qJOJlbrH C 
TepMOCBap11saeMblM JlaKOBbIM 
TIOKpbITl1eM Ha 1anel.faTbIBaeMOH 
CTOpOHe. 
TTo 2, 5, 6, 10 61111cTepos BMecTe c 
J111CTKOM-BKJ1a.[lb[WeM 

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./ 

* TTpoBO.U11TCll np0113B0.[ll1TeJ1eM np11 BbITIYCKe nep110.lll1LfeCKl1: .llJlll Ka)l(.[lOH 20-oi1 cep1111 111111 

He Mettee I pa3a B ro.u. TToKa3aTeJ1b MO)l(eT 6bITb He BKJllO'-leH B cepT11qJl1KaT aHa11111a q>11pMbl. 

API name/ uanMeuosauue A<l>C: Enalapril Maleate / 3ttananp1111a ManeaT 

INN/ MHH: Enalapril / 3ttananp1111 

API manufacturer batch number / AETH000276 
HoMep cepuu npouJBO.llHTeJIH A<l>C: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMelfaune: TTpo.uyKT coorneTcrnyeT Tpe6osaHl1lIM H,Q 3aicmoqeuue: O.LJ:OliPEHO 

Prepared by / Checked by / nposepetto: C hecked by (AQA) / Approved by: Quality 
TTO.llfOT0SJletto: D. L atha- Qual i ty control- TTposepeMo (AOK): Assurance/ Authorized person / 
B. Satyanarayana - Qual i ty Team M ember A hamadullah Mohammad - O.uo6petto: O6ecnel.fett11e 

control- Section Head 

L&t--
Qual ity Assurance- Team Ka'-leCTBa!OTSeTCTBeHHOe 1111uo: 

~ Member~ S. H aneef- Quality tssurance-
Team Member _ 

loate /,Qarn: 22-05-2026 II Date /D.a-ra: 22-05-2026 lloate /)lam: 22-05-2026 lloate / ,Uarn: ;iJ --0s--1o ~ I 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
llpo,uyKT: 3HaM® (3Ha.rrarrp1111), Ta6JieTKH 20 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: B2601472 

Batch Quantity / 
CepnH .N"! PaJMep cepnn 

Analytical Report No./ 
Date of Analysis / 

AuaJIHTH'leCKHH OT'leT : 2002FP26001128 
.IJ:aTa auaJIHJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
.Ll:aTa IlPOH3B0)lCTBa ro.ueu )lO 

Mfg. License No./ 
MA number: / HoMep 

II pOH3B0.UCTBeHHaH : 63/RR/AP/96/F/R 

JIHQeH3HH .N"! 
PY 

1800000 tabs / 
: 

1800000 Ta6JieTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No/ AuaJIH3 npose.ueu no H.LI: .N"!: Jlll-.N"!(006292)-(Pr-RU)-190724 

Pa2e 6 of6 / CTp. 6 u3 6 

FP Manufacturer API Batch number I FBTA00059 

HoMep cepHH cy6cTaHQHH npOH3B0.UHTeJIH r Jl<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 

llpOH3BO.UHTeJib A<l>C, CTpaua: ,U-p Pe.11L1.1-1'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 

HanMeuosaune, a.upec, JIHQeHJHH .UJIH MalkaJgm 1J1stnct - :,UUUYU, lelangana ~tate, lndia lhcense 

llpOH3B0.UCTBeHH3H IlJIO[Q3)lK3 / IIJIO[Q3)lKa KOHTpOJIH No 63/RR/ AP/96/F/R) I TTpoH3BO,llCTBeHHoe rro.upa3,ueneH1-1e-

Ka'leCTBa / IIJIO[Qa)lKa BbIUYCKa II, Y4aCTKH N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, f;ayyrraJIJIH 
B1-1nna.u)I(, 6aYyrrann1-1 Matt,uan, Me,uYan ManaKa.U)l(rHpH 

JJ:HcTpHKT - 500090, WTaT TenattraHa, I1H.UHll (J11-1ueH3Hll 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»./ 
3aKJIIO'leHHe O COOTBeTCTBHH! «HacTOlllUHM ll ITO.UTBep)l(.uaio, 4TO rrp1-1se.uettHal1 Bb!We HHqJOpMaUHll llBJilleTCll 
.UOCTOBepHOH H T04HOH. 3Ta cepHll rrpo.uyKUHH rrpOH3Be,UeHa (BKJ1I04all yrraKOBKY (MapKHpOBKY) H KOHTpOJib 
KaYeCTBa) Ha BbUIIeyKa3aHHOH rrpOH3BO.UCTBeHHOH ITJIOIUa.UKe (rrnoma.uKax) B ITOJIHOM COOTBeTCTBHH C Tpe6osaHHllMH 
TTpaBHJI Ha,UJie)l(alUeH rrpOH3BO.UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH4eCKOfO COI03a 
(N2GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pll 2025) 1-1 Tpe6osattHllMH KOHTponll KaYecTBa neKapcTBeHHblX 
cpe,UCTB, a TaK)l(e B COOTBeTCTBHH co crreuHqJHKaUHllMH, co.uep)l(alUHMHCll B perHCTpaUHOHHOM .UOCbe CTpaHbl­
HMITOpTepa. 3arrHCH ITO rrpOH3BO)lCTBY, ynaKOBKe H attaJIH3Y rrposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe 
Tpe6osaHHllM TTpaBHJI Ha,UJie)l(alUeH rrpOH3BO.UCTBeHHOH rrpaKTHKH Espa3HHCKoro 3KOHOMH4eCKOro COI03a». 

I Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
llpnMe'laune: TTpo.uyKT cooTBeTcTsyeT Tpe6osaHHllM H,U 3aKJIIO'lettne: O.IJ:O6PEHO 
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