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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam'"' (Enalapril) tablets 5 mg 
flPOllYK"I": 3HaMD11 ('3HaJ1anp1111), Ta6JJeTKl1 5 Mr 
Market / Pi.rnoK : Russia / Poccm1 

Batch No./ 
: B2600857 

Batch Quantity / 2400000 tabs / 
CepnH .N'2 PaJMep cepnn 

: 
2400000 Ta6JJeTOK 

Analytical Report No. / Date of Analysis / 
31-03-2026 AHaJJHTH'leCKHH OT'leT : 2002FP26000700 

.l],aTa auaJJHJa 
: 

Date of Manufacture/ 
12-03-2026 

Date of Expiry / 
28-02-2029 

.lJ,aTa npoHJBOtlCTBa 
: 

rot{eH tlO 
: 

Mfg. License No./ 
MA number: / HoMep 

TipoHJBO)).CTBeHHaH : 63/RR/AP/96/F/R : JITI-.N'2(006292)-(Pr-RU) 
JlHUeHJHH .N'!! 

PY 

Analysis performed according ND No/ AHaJ1nJ npose)).eH no H)l .N'2: JITI-.N'2(006292)-(Pr-RU)-190724 

Pae:e 1 of 6 / CTp. 1 HJ 6 
Test I TI0Ka1aTeJ11> Result/ Pe1yJ11>TaT1>1 Specification/ HopMa 

1 Description/ OnncaHne White round, flat, beveled edged 
tablets with "EMT" debossed on one 
side and number "5" and a break line 
on the other side. Cross Cut 
Description: White core./ 

White to off-white, round, flat, beveled 
edged tablets with "EMT" debossed on 
one side and number "5" and a break line 
on the other side. Cross Cut Description: 
White to off white core. I 

6eJ1h1e, KpyrnhIe, nnocKHe Ta6neTK11 6enh1e Hn11 n04Tl1 6enhle, Kpyrnhle, 
co CKOWeHHhlMH KpallMl1, c nnOCKl1e Ta6neTKl1 co CKOWeHHhlMH 
THCHeHHeM "EMT" Ha O.llHOH KpallMH, c THCHeHHeM "EMT" Ha O.llHOH 
CTOpOHe 11 LIH<ppoH "5" 11 CTOpOHe H L(H<ppoH "5", H 
pa3.lleJJHTeJJhHOH pHCKOH Ha npyroH 
cTopoHe. Ha nonepe4HOM pa3pe3e 
ll.llpo 6enoro L(BeTa. 

paJnenHTenhHOH p11cKOH Ha npyroii 
CTopoHe. Ha nonepe4HOM pa3pe3e sinpo 
6enoro HJJH no4TH 6enoro L(BeTa. 

2 Identification/ 1-beHTnlf>uKaUHH 

2a HPLC I B3)KX 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. / BpeMll standard solution (section "Assay"). / 
ynep)l{HBaHHll OCHOBHOro nlifKa Ha 
xpoMaTorpaMMe HCnhITyeMoro 
paCTBOpa COOTBeTCTByeT speMeHH 
ynep>KHBaHHll flHKa 3HaJJanpHJJa Ha 
xpoMaTorpaMMe crnHnapTHoro 
pacTBopa. 

BpeMll ynep)l{HBaHHll OCHOBHOro nHKa Ha 
xpoMaTorpaMMe wcnbITyeMoro pacTBopa 
.llOJl>KHO COOTBeTCTBOBaTh speMeH11 
ynep)l{11BaH11ll n11Ka 3HaJ1anp11na Ha 
xpoMaTorpaMMe CTaH.llapTHOro pacTBopa 
(pa3tleJJ «Kon114ecTBeHHoe 
onpeneneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'laHue: IlponyKT COOTBeTcTByeT Tpe6osaHlifllM H.U 1aKJ110'leHne: O.lJ,OliPEHO 

Prepared by / Checked by / TTposepeHo: Checked by (AQA) I Approved by: Quality 
IlotJ:rOTOBJJeHo: A. Susmitha- Quality IlposepeHo (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality Ono6peHo: O6ecne4em,1e 

Team Member CV' A """"fl!,'"'' Membo, 
Ka4eCTBalOTBeTCTBeHHOe Jll11.(0: 

L&f- P. Srikanth- Qual i ty Assurance-
Team Member (5-2 

IDate / JI.am: 31-03-2026 IIDate /JI.am: 31-03-2026 I Date / JI.am: 3)-03-2026 IDate / JI.am: <} \ ---o,3- &"' ~ 



•·· Dr. Reddy's ~1t• 
CERTIFICATE OF ANALYSIS 

CEPTl1<1>11KAT AHAJil13A 

Product: Enam00 (Enalapril) tablets 5 mg 
IlpoAytcr: 3HaM® (3Hananp1111), Ta6neTKJ,f 5 Mr 
Market/ PhlHOK : Russia / Poccm, 

Batch No./ 
: B2600857 

Batch Quantity / 
CepuH N2 Pa1Mep cepuu 

Analytical Report No./ 
: 2002FP26000700 

Date of Analysis / 
AHaJJHTH'leCKHii OT'leT .Ll:aTa auaJJu1a 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
.Ll:aTa DDOH3B0JlCTBa 

: 
foAeH JlO 

Mfg. License No. / 
MA number: / HoMep 

Il pOH3B0JlCTBeHH3H : 63/RR/AP/96/F/R 
PY 

JJHQeH3HH N2 

2400000 tabs / 
: 

2400000 m6JleTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AuaJJH3 nposeAeH no H.Ll: N2: JIIl-N2(006292)-(Pf-RU)-190724 

2b TLC ITCX 

3 

4 

5 

Uniformity of dosage units / 
O,unopOAHOCTb ,ll03Hp0B3HHblX 
e,llHHHQ 

Dissolution/ Pacrnopeuue 

Impurities/ IlpuMecu 

Enalaprilat / 3HananpJ,tnaT 

Paj!e 2 of6 / CTp. 2 Hl 6 
Complies / CoorneTcrnyeT The principal spot in the chromatogram of 

the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. / OcHOBHOe m1THO Ha 
xpoMaTorpaMMe J,1CITb1TyeMoro pacTBopa 
JlOJl)!(HO COOTBeTCTBOBaTb OCHOBHOMY 
m!THY Ha xpoMaTorpaMMe CTaH.a:apTHOrO 
paCTBOpa. 

3.9 I 3,9 The Acceptance Value (AV) should be 
less than or equal to 15.0. / OoKa3aTenb 
npJ,teMneMocrn (AV) .a:on)!(eH 6b1Tb He 
6onee 15,0. 

Unit-1 / Ta6n.-l 

Unit-2 / Ta6n.-2 

Unit-3 / Ta611.-3 

Unit-4 / Ta6n.-4 

Unit-5 / Ta611.-5 

Unit-6 / Ta6n.-6 

102% Not less than 80 % (Q) of 
----+-----1 C7.0H?RN?.O,·C4H4O4 (Enalapril maleate) 

104% of the label claim in 30 min. / He MeHee 
- - --+-----1 80 % (Q) OT HOMHHaJibHOro co.a:ep)!(aHml 100% 

100% 
----+-----1 C20H2sN2Os·C4H4O4 (3Hananp1111a 

ManeaT) qepe3 30 MJ,IH. 

99% 

100% 

Not detected/ He o6Hapy)!(eHa 

Enalapril diketopiperazine I Not detected/ He o6Hapy)!(eHa 

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

Not more than 2.5 % / He 6onee 2,5 % 
3Hananp11na .a:11KeTon11nepa311H 

Total impurities 
np11Meceil 

CyMMa 
Not detected I He o6Hapy)!(eHa Not more than 3.0 % / He 6onee 3,0 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'faH11e: ITpo.11yKT coorneTcrnyeT Tpe6osaHH»M HA 3aKJH0'leH11e: O.Ll:O6PEHO 

1::=::::===========::::;-;::============;-;===========: 
Prepared by / 
no.a:roTosneHo: 
D. Latha - Quality control­
Team Member 

~ Q _/) 
'-'°'(/ 

IDate / ):lam: 31-03-2026 

Checked by/ OposepeHo: 
A. Susmitha- Quality 
control- Team Member 

Checked by (AQA) / 
ITposepetto (AOK): 
S. Meera Saheb - Quality 

A suranelteam Membe, 

:===========: 
IIDate /Aam: 31-03-2026 I Date /Aam: j 1-03-2026 

Approved by: Quality 
Assurance/ Aulhorized person / 
On.o6peHo: O6ecne•reHJ,fe 
K3'-leCTBa!OreeTCTBeHH0e n11uo: 
P. Srikanth- Quali~ s urance­
Team Member ~ 

I Date / ):lam: 



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

CEPTM <l>MKAT AHA.JIM3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo/1.yIIT: 3HaM® (3ttananp1rn), Ta6JieTKl1 5 Mr 
Market / Pbrnoic : Russia / Poccm, 

Batch No./ 
: B2600857 

Batch Quantity / 
CepuH N2 PuMep cepuu 
Analytical Report No./ Date of Analysis / 
AuaJIHTH'lecicuii 0T'leT : 2002FP26000700 

.11:aTa auanu3a 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
.11:aTa IlP0H3B0/l.CTBa 

: 
ro/].eH /).0 

Mfg. License No./ 
MA number: / HoMep IlpOH3B0/).CTBeuuaH : 63/RR/AP/96/F/R 

JIHQeH3HH N2 PY 

2400000 tabs / 
: 

2400000 m6JieTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AuaJIH3 npose)).eu no H.11: N2: JIIl-N2(006292)-(Pr-RU)-190724 
Pag-e 3 of 6 / CTp. 3 u1 6 

6 Assay I Konu'leCTBeuuoe 5.05 mg I 5,05 Mr From 4.5 mg to 5.5mg of 
onpe)).eJieuue 

(100.9% / 100,9%) 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 4,5 Mr AO 5,5 Mr 
C20H2sN2Os·C4H4Q4 ( :rnananp1rna 
MaJieaT) s Ta6JieTKe (OT 90,0 % AO 
110,0% OT HOMWHaJibHOro 
COAep)KaHml). 

7 Water/ Bo.!la 0.7% I 0.7% Not more than 6.0 %. / He 6oJiee 
6,0 %. 

8 Microbiological purity* / Muicpo6uonoru'lecicaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count / O6mee T.JWCJIO a3po6ttb1x He 6oJiee 103 KOE/r. 
M11KpoopraHl13MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6mee T.JHCJIO He 6oJiee 102 KOE/r. 
,!lp0)K)KeBblX 11 nJieCHeBbIX 
rp1160B 

c) Escherichia Coli Not Applicable Shall be absent in 1 gram. / 
OTCYTCTBHe s 1 r. 

9 Subdivision of tablets / Complies / CoorneTcrnyeT The tablets comply with the test, if not 
O)).HOp0/1.HOCTh Mace npu more than 1 individual mass is outside the 
)).eJieHHH Ta6JieTOK 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 I 
IlpHMe•rnuue: TTpO.!lYKT COOTBeTCTByeT Tpe6osaHHHM H.[( 3aKJIIO'leuue: O.11:OliPEHO 

Prepared by / Checked by/ TTposepetto: Checked by (AQA) / Approved by: Quality 
no.a.r0Toane1-10: A. Susmitha- Quality npoaepe1-10 (AOK): Assurance/Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality O.a.o6peHO: O6ecneT.Jett11e 

Team Member 

~ 
A suranci am Membe, KaT.JeCTaa/OTaeTCTBeHHOe JI11uo: 

r 9 J) -
P. Srikanth- Quali ty Assurance-

"""("{ Team Member f 0 
'Dare/ .[(am: 31-03-2026 IDate /,aam: 31-03-2026 I Dace ID.an: .3'1-03-2026 Date / .[(am: ~ I "';!,... 'J,o 2- ) 



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

CEPTll«l>llKAT AHAJIIl3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo./lyKT: 3ttaM® (3ttananpwn), m6neTK11 5 Mr 
Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
: B2600857 

Batch Quantity / 2400000 tabs I 
CepnH .N°! Pa1Mep cepuu 

: 
2400000 m6JleTOK 

Analytical Report No. / Date of Analysis / 
31-03-2026 AnannTnqecicuii oTqey : 2002FP26000700 

,lJ:aTa ananu1a 
: 

Date of Manufacture/ 
12-03-2026 

Date of Expiry / 
28-02-2029 

,lJ:aTa DPOHJBO./lCTBa 
: 

fo.!leH LlO 
: 

Mfg. License No./ 
MA number: / HoMep 

IlpOHJBO./lCTBeHHaH : 63/RR/AP/96/F/R : JIIl-.N°!(006292)-(Pf -RU) 

JJHUeHJHH .N'! 
PY 

Analysis performed according ND No I AnaJJHJ npoBe.!leH no HJJ: .N°!: JIIl-.N°!(006292)-(Pf-RU)-190724 

10 Package/ Onucanue 
ynaKOBICH 

10 tablets in blister of three-layer foil 

Page 4 of 6 / CTJ>. 4 HJ 6 
125 % of the average mass. I Ta6neTK11 
COOTBeTCTBYIOT Tpe6oBaHHllM, ecn11 He 
6onee 1 e.!ll1HH4Hall Macca OTKJlOHlleTCll 
3a npenenbr 85 % - 115 % OT cpe.!lHeil 
MaCCbl. Ta6neTKl1 He COOTBeTCTBYIOT 
Tpe6osaH11llM, ecn11 6onee '-leM 1 
11H./ll1B11.!lYaJibHall Macca OTKJlOHlleTCll OT 
1T11x npe.!lenos 11n11, ecn11 1 
l1HJll1B11.!lYaJlbHall Macca OTKJlOHlleTCll 3a 
npe.!leJlbI 75 % - 125 % OT cpe.!lHeM 
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 coatmg on the 
2 blisters and patient information sealing side. 
leaflet in a carton pack. / 2 blisters and patient information leaflet in 
Tio 10 m6neTOK B 6n11cTepe 113 a carton pack. 
Tpexcnoilttoil qionbm Tablets 5 mg. 10 mg. 20 mg 
(OITA/ An/TIBX) 11 aJI10MHH11esoi1 10 tablets in blister of three-layer foil 
qionbm c TepMocsap11saeMbIM (OPA/Al/PVC) foil and Aluminum foil 
JlaKOBblM noKpblTHeM 
3anettaTblBaeMOM CTOpoHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

no 2 6Jll1CTepa BMeCTe c Jll1CTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6J1emKu 2,5 Mc 

BKJla,1lblllleM 8 nattKy KapTOHHylO. 

no 10 Ta6neTOK B 6Jll1CTepe 113 
TpexcnoMHOM qionbrn (OITA/ An/TIBX) 11 
aJIIOMl1Hl1eBOM qJOJlbrH C 
TepMOCBap11BaeMblM naKOBblM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpuMe'-!anue: TTpo.!lyKT cooTBeTcTByeT Tpe6osaHl1llM H,l]. 3atcJJIO'lenue: O,lJ:OliPEHO 

Prepared by / Checked by I TTposepeHo: Checked by (AQA) / Approved by: Quality 
TTo.!lrOTOBJleHo: A. Susmitha- Quality nposepetto (AOK): A surance/ Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality OJlo6petto: O6ecnetteH11e 
Team Member 

4---
Assurancei m Member Ka'!eCTea/OTBeTCTeeHHOe Jl11UO'. 

l-&r--- P. Srikanth- Qua11o·t A urance-

\ Team Member 

IDate/,[(am: 31-03-2026 IIDate / ,[(am: 31-03-2026 I Date /,[(am: 31 ~03-2026 I Date / ,[(am: <j ' ~'J..... rt.., )..b I 



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

CEPTU<I>UKAT AHAJIU3A 

Product: Enam® (Enalapril) tablets 5 mg 
Tipo.nyKT: 3ttaM® (3ttananp1rn), m6neTK11 5 Mr 

Market/ PhlHOK : Russia / Poccm1 

Batch No./ 
: B2600857 

Batch Quantity / 
Cepust .N'2 PaJMep cepuu 

Analytical Report No. / Date of Analysis / 
AH3JlUTU'leCKUU OT'leT : 2002FP26000700 

,llaTa ananuJa 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
.llaTa npOU3B0.[lCTBa 

: 
ro.[leH .[lO 

Mfg. License No. / 
MA number: / HoMep 

flpOU3B0.[lCTBeHHaSI : 63/RR/AP/96/F/R 

JlUQeHJUSI .N'2 
PY 

2400000 tabs I 
: 

2400000 m6neTOK 

: 31 -03-2026 

: 28-02-2029 

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

Analysis performed according ND No I AnanuJ npose.[leH no H.ll .N'2: JIIT-.N'2(006292)-(Pr-RU)-190724 

Pa2e 5 of 6 / CTp. 5 01 6 
TIOKpbITl1eM Ha 3ane4aTbIBaeMOH 
CTopoHe. 
no 2 6n11cTepa BMeCTe c Jll1CTKOM­
BKJla.[lblWeM B na4KY KapTOHHyJO. 
Ta6.11em K11 5 M2, JO .112. 20 .1-12 

no 10 Ta6JJeTOK B 6JJl1CTepe 113 
TpexcnoAHOH q>OJJbrH (OnA/An/nBX) 11 

8JllOMl1Hl1eBOH qlOJlbrH C 
TepMOCBap11saeMbIM JJaKOBbIM 
TIOKpbITl1eM Ha 3ane4aTbIBaeMOH 
CTOpOHe. 
no 2, 5, 6, 10 6J111CTepoB BMeCTe c 
Jll1CTKOM -B KJla,UblllleM 
KapTOHHyJO. 

B na4KY 

* -Performed by lhe manufat:lun::r al rdt:ase perio<lit:ally: every 20-th batch or at least once a year. The parameter may be absent 

from the Company's certificate of analysis. I 

* npoBOJ:111TCH np0113B0,Ul1TeJJeM np11 BbITIYCKe nep110/:ll14eCKl1: ,UJIH Ka)K,UOH 20-oA cep1111 11Jll1 

He MeHee 1 pa3a B ro.[I. noKa3aTeJlb MO)KeT 6bITb He BKJIJ04eH B cepT11qll1KaT aHaJ1113a qi11pMbl. 

API name/ nanMenosanue A<l>C: Enalapril Maleate / 3Hananp11na MaJJeaT 

INN/ MHH: Enalapril / 3Hananp11n 

API manufacturer batch number / AERH017316 
HoMep cepuu npouJBO/lHTeJISI A<l>C: 

FP Manufacturer API Batch number / FBSA00498 
HoMep cepuu cy6cTaHUUH np0U3B0.UHTeJISI r JI<I>: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHue: npoAyKT COOTBeTCTByeT Tpe6osaHl1lIM H)J; 3ai.:mo'fenue: O,llOliPEHO 

Prepared by / Checked by / nposepeHo: Checked by (AQA) / Approved by: Quality 
TToAroTOBJJeHo: A . Susmitha- Quality TTpoeepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality OJJ:o6petto: O6ecne4ett11e 

Team Member 

~ 
A ssunmo~ osm Mombe, Ka4eCTBal0TeeTCTBeHHOe n11uo: 

t-b- P. Srikanth- Quality Assurance-
Team Member t:) 

Date fnam: 31-03-2026 IDate / )];am: 31-03-2026 I Date / )];am: 31-03-2026 joate / )];am: (JJ ~ j ,- '1,,0 ')k 
I 



,. 

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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
TTpo,llyIIT: 3HaM® (3Ha.J1anp1rn), m6JJeTKl1 5 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No./ 
: B2600857 

Batch Quantity / 2400000 tabs / 
CepuH .N"2 Pa3Mep cepuu 

: 
2400000 m6JJeTOK 

Analytical Report No./ Date of Analysis / 
AuaJJHTHlfeCKHH OTlfeT : 2002FP26000700 

DaTa auaJJHJa 
: 31-03-2026 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
28-02-2029 

Ll:aTa IlPOH3B0,/lCTBa 
: 

ro,/leH ,/lO 
: 

Mfg. License No./ 
MA number: / HoMep 

TTpOH3B0,/lCTBeHHaH : 63/RR/ AP/96/F/R : JIIT-.N"2(006292)-(Pr-RU) 
JJHQeH3HH .N°2 

PY 

Analysis performed according ND No / AuaJJH3 npose.lleH no H.Ll .N"2: JITT-.N"2(006292)-(Pr-RU)-190724 

Page 6 of 6 / CTp. 6 01 6 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
TTpoH3BO./lHTeJJb A<l>C, cTpaua: ,U-p Pe.!Ul11'c Jla6opaTOpHC JlT,/l., 11H.llHH 

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,llpec, JJHQeH3HH .llJJH Malkajgiri District - 500090, Telangana State, India (license 

TTpOH3B0,/lCTBeHHaH UJJOIQa,/lKa / TTJJOIQa,llKa KOHTpOJJH No 63/RR/ AP/96/F/R) I TTpoH3BO./lCTBeHHoe no,llpa1)leneH11e-

l".alfeCTBa / TTJJOIQa,/lKa BbmycKa II, Y•rncTKH NQ 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6aqynann11 
811nna,u)K, J;a4ynann11 MaH)laJI, Me,u4a.JI ManaKamKr11p11 

)],HCTpHKT - 500090, wmT TeJiaHraHa, 11H/lHH (J111u:eH3HH NQ 
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/023~6 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»./ 

3aKJJIOlfeHHe O COOTBeTCTBHH: «HaCTOH1Ql1M H IlO,UTBep)K)la!O, 4TO npHBe,UeHHaH Bblllle HH!pOpMaUHH HBJlHeTCH 
)lOCTOBepHOH 11 T04HOH. 3Ta cepHH npO/lYKU1111 npOH3Be)leHa (BKJJI04aH ynaKOBKY (MapKHpOBKY) 11 KOHTpOJJb 
Ka4eCTBa) Ha Bb1WeyKa3aHHOH np0113BO)lCTBeHHOH IlJJOIQa)lKe (nJJOIQa)lKax) B IlOJJHOM COOTBeTCTBHl1 C Tpe6osaHHHMH 
TTpaBHJJ Ha)lJJe)l(aIQeH npOH3BO/lCTBeHHOH npaKTHKl1 Espa3HHCKOro 3KOHOMH4eCKOro COI03a 
(NQGMP/EAEU/RU/02346-2025 OT 25 cettrn6p» 2025) 11 Tpe6osaHHHMH KOHTpOJJH Ka4ecTBa neKapcTBeHHb1x 
cpe)lCTB, a TaK)Ke B COOTBeTCTBHH co cneu11cp11Kal.\HHMH, CO)lep)Ka1QHMl1CH B perHCTpaUHOHHOM )lOCbe CTpaHbl­
HMnOpTepa. 3anHCH no np0113BO)lCTBY, ynaKOBKe 11 aHaJlH3Y nposepeHbl, 11 yCTaHOBJleHO HX COOTBeTCTBHe 
Tpe6osaH11HM TTpaBHJJ Ha,UJJe)KaIQeH np0113BO)lCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COI03a». 
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