
Dr~ Reddy's ~f • 
CERTIFICATE OF ANALYSIS 

CEPTII <l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlpOJlYKr: 3HaM® (3Ha.narrp1rn), m6JieTKl1 20 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: B2601472 

Batch Quantity / 
CepuH .N'2 PaJMep cepuu 

Analytical Report No./ 
Date of Analysis / 

AuaJJHTH<feCKHH OT<feT : 2002FP26001128 
.LJ:aTa anaJJnJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
.LJ:aTa npOH3B0JlCTBa roJleH JlO 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0JlCTBeHHaH : 63/RR/AP/96/F/R 

JIHUeH3HH .N'! 
PY 

1800000 tabs / 
: 

1800000 m6JieTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No / AuaJJH3 npoBeJleH no Hll .N'2: JIU-.N'2(006292)-(Pr -RU)-190724 

Page 1 of 6 I CTp. 1 HJ 6 
.N'! Test/ IloKaJaTeJJb Result I PeJyJJbTaTbI 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. / 
White to off white core. I 

EeJible, KpyrJible, TIJIOCKl1e Ta6JieTKl1 
EeJibie 11Jil1 ITO'ITl1 6eJib1e, KpyrJible, 
ITJIOCKl1e Ta6JieTKl1 co CKOWeHHblMl1 

co CKOWeHHbIMl1 KpaSIMl1, C 
KpasiM11, c T11cHeH11eM "EMT" ua O.L\HOH 

Tl1CHeH11eM "EMT" Ha O.[\HOH 

umppoii "20" 
CTOpOHe 11 umppotl "20" 11 

CTOpOHe 11 11 
pa3.L(eJI11TeJibHOH p11CKOH .L\pyrotl 

pa3.L(eJil1TeJibHOH p11CKOH Ha .L\pyrotl 
Ha 

CTOpOHe. Ha rrorrepe'!HOM pa3pe3e SI.L\pO 
CTOpOHe. 

6eJioro 11JI11 no'!Tl1 6eJioro useTa. 

Ha rrorrepe'!HOM pa3pe3e SI.L\po 6eJioro 
UBeTa. 

2 Identification/ lbeuTnlt,nKaunH 

2a HPLC/B3)KJ( 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 BpeMsi standard solution (section "Assay"). I 
y .L(ep)K11BaHl1SI OCHOBHOro ITH Ka Ha BpeMSI y.L\ep)K11BaHl1SI OCHOBHOro Ill1Ka Ha 

xpoMaTorpaMMe 11CilblTyeMoro xpoMaTorpaMMe 11crrbITyeMoro pacTBopa 

paCTBOpa COOTBeTCTByeT BpeMeHl1 ,L\OJI)KHO COOTBeTCTBOBaTb speMeH11 
y .L(ep)K11BaHl1SI n11Ka :rnanarrp11Jia Ha y .L(ep)K11BaHl1SI n11Ka :rna.nanp11Jia Ha 

xpoMaTorpaMMe CTaH.L(apTHOro xpoMaTorpaMMe CTaH.L(apTHOro paCTBOpa 

pacTBopa. (paJ.L\eJI «KOJil1'!eCTBeHHOe 

onpe.L\eJieH11e» ). 

!
Remarks : The Product confirms to ND/ 
IlpuMe<tauue: Ilpo.L\yKT cooTBeTcTByeT Tpe6osaHHSIM H,ll I

IConclusion: APPROVED/ 
3aic.1110<1euue: O)lO6PEHO 

Prepared by/ Checked by/ IlposepeHo: Checked by (AQA) / Approved by: Quality 

ITo.oroTOBJleHo: D. Latha- Quality control- ITposepeHo (AOK): Assurance/ Authorized person / 

B. Satyanarayana - Quality Team Member A hamadullah Mohammad - O.oo6petto: O6ecrre'!eH11e 
control- Section Head 

~ 
Q uality Assurance- Team Ka'leCTBa!OTBeTCTBeHHOe JI11UO: 

~r-- Member~ S. Haneef- Qual i \ Assurance-
Team Member _ 

!Dare /)lam: 22-05-2026 IIDate /,llam: 22-05-2026 II Date /,llam: 22-05-2026 IIDate /)lam: 2J--O y ~ 1h I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo.11yKT: 3ttaM® (3mUianp1rn), rn6neTKH 20 Mr 

Market / PbrnoK : Russia / Pocc11J1 

Batch No./ 
: B2601472 

Batch Quantity / 
Cepna .N"2 PaJMep cepnn 

Analytical Report No. / 
Date of Analysis / 

AnaJ1HTH'lecKnii oT'leT : 2002FP26001128 
.l(aTa anaJJH3a 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
.L{aTa np0H3B0,llCTBa ro.11en .110 

Mfg. License No./ 
MA number: / HoMep 

fl p0HJB0,llCTBeHHaH : 63/RR/AP/96/F/R 
JlHUeHJHH .N"2 

PY 

1800000 tabs / 
: } 800000 Ta6JieTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed according ND No/ AnaJ1nJ npose.11en no H.L{ .N"2: JIIl-.N"2(006292)-(Pf-RU)-190724 

Page 2 of 6 I CTp. 2 Hl 6 
2b TLC I TCX Complies I CooTBeTcrnyeT The principal spot in the chromatogram of 

the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I Octtosttoe IlJITHO Ha 
xpoMaTorpaMMe HCilbITyeMoro paCTBOpa 
,110Jl)KH0 COOTBeTCTBOBaTb OCHOBHOMY 
IlJITHY Ha xpoMaTorpaMMe CTaH)lapTHOro 
pacrnopa. 

3 Dissolution / PaCTsopenne 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 HOMHHaJibHOro co.uep)KaHHJI 
C20H2sN2Os·C4H4Q4 (:rnananp11na 

Unit-4 / Ta6n.-4 102 % MaJieaT) '-lepeJ 30 MHH. 

Unit-5 / Ta6n.-5 103% 

Unit-6 I Ta6n.-6 101% 

4 Uniformity of dosage units / 3.8 / 3 8 The Acceptance Value (AV) should be 
O.anopO.llROCTb .ll0311pOBaHHblX less than or equal to 15.0. / IToKa3aTeJib 
C.llllHHU npHeMJieMOCTH (AV) JlOJI)KeH 6bITb He 

6onee 15,0. 

5 Impurities/ IlpnMecu 

Enalaprilat/ 3Hananp11naT Not detected / He o6napy)KeHa Not more than 1.5 % / He 6onee 1,5 % 

Enalapril diketopiperazine I Not detected/ He o6Hapy)KeHa Not more than 2.5 % / He 6onee 2,5 % 
3Hananp11na JlHKeTon11nepa3HH 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: ITpo.llyKT cooTBeTCTsyeT Tpe6osaHHJIM HLl laKJlJO'leHne: O.L{O6PEHO 

Prepared by I Checked by/ ITposepeHo: Checked by (AQA) I Approved by: Quality 
flo,llrOTOBJieHo: D. Latha- Quality control- ITpoaepeHo {AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - Ono6peHo: O6ecne'-leH11e 
control- Section Head Quality A. urance- Team Ka'-leCTsa/OTBeTCTBeHHOe JIHl..(O: q ~ ¼?-- Member ~ S. Haneef- Quality, t ssurance-

Team Member 

I Date /Llarn: 22-05-2026 I Date /Llarn: 22-05-2026 IDate /LlaTa: 22-05-2026 I Date /L{aTa: ~.3 ~ ..-io 2{, 



CERTIFICATE OF ANALYSIS 
CEPT:U<l>:UKAT AHAJI:U3A 

Product: Enam® (Enalapril) tablets 20 mg 
TTpo.llyKT: 3ttaM® (3ttananp1rn), rn6neTK11 20 Mr 

Market/ Pbluoi.: : Russia / Poccm, 

Batch No./ 
: B2601472 

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

Date of Analysis / AuaJ1uTnqeci.:un oTqeT : 2002FP26001128 
,l(aTa auaJ1H3a 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
)laTa npOH3B0.llCTBa ro,lleH ,llO 
Mfg. License No. / 

MA number: / HoMep 
TTpOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
J1Hueu3ua N!! 

PY 

1800000 tabs / 
: 

1800000 Ta6JieTOK 

: 21-05-2026 

: 31-03-2029 

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

Analvsis performed accordinl! ND No/ AuaJ1H3 nposenu no Hll N!!: JITT-N!!(006292)-(Pr-RU)-190724 

Total impurities I CyMMa Not detected I tte o6ttapy)l(etta 
np11Mece11 

6 Assay I KoJ1uqecTseuuoe 19.9 mg I 19,9 Mr 
onpe,lleJ1euue 

(99.6% 99,6%) 

7 Water/ Bo.Ila 0.6 % 10,6% 

8 Microbiological purity*/ Mui.:po6noJ1oruqeci.:aa quCToTa* 

a) Total Aerobic Microbial Less than 10 CFU/g. / 
Count / O6mee q11cno 8.3po6ttbIX Mettee 10 KOE/r. 
M11KpoopraHl13M0B 

b) Total Combined Yeast and Less than 10 CFU/ g. / 
moulds count / O6mee q11cno Mettee 10 KOE/r. 
JJ.p0iK)l(eBbIX 11 nnectteBbIX 
rp116os 

c) Escherichia Coli Absent in 1 gram I 
OTcyTcTByeT B 1 r 

9 Subdivision of tablets / Complies/ CooTBeTcTByeT 
O.llHOpO,llHOCTb Mace npu 
,lleJleHHH Ta6J1eTOK 

Remarks : The Product confirms to ND/ 
TTpuMeqauue: TTponyKT cooTBeTCTByeT Tpe6osatt11l!M H,U 

Prepared by / 
no.nrOTOBJTeHo: 

Checked by I npoaepetto: Checked by (AQA) I 
TTposepetto (AOK): 

Page 3 of 6 I CTp. 3 H3 6 

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

From 18.0 mg to 22.0 mg of 
C20H2sN2Os·C4H4Q4 (Enalapril 
maleate) pertablet(90.0 % to 110.0 % 
of the label claim)./ 
Or 18,0 Mr /1.0 22,0 Mr 
C20H2sN2Os·C4~Q4 (:rnananp1rna 
ManeaT) B rn6neTKe (OT 90,0 % .ll0 
110,0 % OT H0M11ttaJibtt0ro conep)l(amu,). 

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. I 
OrcyTCTBl1e s 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 / 
Jai.:moqeuue: OllO6PEHO 

Approved by: Quality 

B. Satyanarayana - Quality 
control- Section Head 

D. Latha- Quality control­
Team Member Ahamadullah Mohammad -

Quality Assurance- Team 

Member ~ 

As uranc Authorized person / 
O.n.o6peHo: O6ecneqett11e 
Ka4eCTBalOTBeTCTBeHttOe Jl11U0: 
S. Haneef- Quality urance-
Team Member 

::==========::::: 
joate / .[{aTa: 22-05-2026. lloate / .[larn: 22-05-2026 Date /.[{arn : 22-05-2026 lloate /llarn: ;,_3 .---0s ...--IP th 



CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets 20 mg 
Ilpo.£IyKT: 3ttaM® (3ttananp1rn), m6neTK11 20 Mr 

Market/ Pb1Hoic : Russia / Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 
Cepun N2 PaJMep cepuu 
Analytical Report No./ 

Date of Analysis / 
AHaJIHTH'-leCKHH OT'leT : 2002FP26001128 

,UaTa aaaJJuJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
.llaTa npOH3B0.£1CTBa fo.11ea .110 
Mfg. License No./ 

MA number: / HoMep 
IT pOH3B0.£1CTBeHHaH : 63/RR/AP/96/F/R 
JIHUeH3HH .N'2 

PY 

1800000 tabs / 
: 1800000 Ta6JTeTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed accordine: ND No / AnaJJH3 noose.11en no H.ll N2: JIIT-N2(006292)-(Pf-RU)-190724 
Pa2e 4 of 6 I CTp. 4 HJ 6 

10 Package/ Onucanue 
ynaKOBKH 

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 Tpe6oBaHl1lIM, eCJTl1 He 
OOJJee 1 e.1111Hl1"1Hi\ll Macca 0Tl<"HOHSleTC!I 
3a npe.11.enh1 85 % - 115 % OT cpe.11.tteli 
MaCCbl. Ta6JTeTKl1 He COOTBeTCTBYIOT 
Tpe6osaH11HM, ecm, 6onee YeM 1 
11H.11.11B11.UYaJTbHall Macca OTKJTOHlleTCll OT 
3Tl1X npe.11.eJTOB 11Jll1, eCJTl1 1 
11H.£111B11.11.YaJibHall Macca OTKJTOHlleTCll 3a 
npe.11.enhI 75 % - 125 % OT cpe.11.tteli 
MaCChl. 

10 tablets in blister of three-layer foil 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 Ta6neTOK B 6n11cTepe 113 a carton pack. 
Tpexcnoi1Holi ¢onhrn Tahlets 5 mg. 10 mg. 20 mg 
(OnA/An/TIBX) 11 anioM11H11esoi1 10 tablets in blister of three-layer foil 
q>OJThrH c TepMOCBap11saeMhIM (OPA/Al/PVC) foil and Aluminum foil 
JTaKOBbIM noKpblT11eM 
3anet:faTbIBaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

no 2 6JTl1CTepa BMeCTe c Jll1CTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6nemKu 2,5 M 2 

BKJTa.11.hIWeM B naYKY KapTOHHylO. 

Remarks : The Product confirms to ND/ Conclusion : APPRO ED / 
ITpuMe'l3HHe: npo.nyKT COOTBeTcTByeT Tpe6oBaHl1lIM HLI, 3arrn ioqenae: O.ll.O6PEHO 

Prepared by / Checked by / nposepetto: Checked by (AQA) / Approved by: Quality 
noa roTosneHo: D. Latha- Quality control- TTpoeepeHO {AOK): Assurance/ Authorized person / 
B. Satyanarayana - Quality Team Member Ahamadullah Mohammad - Ono6peHo: O6ecneYeHHe 

control- Section Head Qual ity Assurance- Team Kat:feCTBa/OTseTCTBeHHOe n11uo: 

c-1~ w-- Member ~ S. Haneef- Quality, f ~urance-
Team Member 

lnate /LI.am: 22-05-2026 Date /LI.am: 22-05-2026 IDate /JJ..a-ra : 22-05-2026 I Ina te , ,[{am: :}.J--0~-ioi.{i 
I 



CERTIFICATE OF ANALYSIS 
CEPTlf <I» lfKA T AHAJilf3A 

Product: Enam® (Enalapril) tablets 20 mg 
IlpO/lYKT: 3HaM® (3Ha.narrp1rn), Ta6neTKH 20 Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ 
: B2601472 

Batch Quantity / 
CepuH .N"2 Pa1Mep cepuu 
Analytical Report No./ 

Date of Analysis / 
AuaJIHTH'leCKHH OT'leT : 2002FP26001128 

,LJ.aTa auaJiuJa 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
,LJ.aTa npOHJBO,llCTBa ro,lleH ,llO 

Mfg. License No. / 
MA number: / HoMep 

IlpoUJBO/lCTBeHHaH : 63/RR/AP/96/F/R 
JIHl{eHJHH _N"g 

PY 

1800000 tabs / 
: 

1800000 Ta6JleTOK 

: 21-05-2026 

: 31-03-2029 

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

Analysis performed accordine: ND No I AuaJIHJ npooe,lleH no H.LJ. .N"2: JIII-.N"2(006292)-(Pr-RU)-190724 

Page 5 of 6 I CTp. 5 HJ 6 
TTo 10 rn6neTOK B 6m1cTepe 113 
Tpexcnoi1ttoi1 cjlonhrn (OTTA/ An/TTBX) 11 
aJIIOM11Hl1eBOH cjlOJlbfl1 C 
TepMOCBap11saeMblM JlaKOBblM 
rroKpblT11eM Ha 3arre'laTb(BaeMOH 
OT0pOlli!, 
no 2 6Jll1CTepa BMeCTe c Jll1CTKOM­
BKJla,1lb!WeM B rra'!KY KapTOHHylO. 
Ta611em1<u 5 .H2 . I O ,112 . 20 .112 

TTo 10 Ta6JleTOK B 6Jll1CTepe 113 
Tpexcnoi1Hoi1 cjlonhrn (OTIA/An/TTBX) 11 
aJIIOM11Hl1eBOH cjlOJihfl1 C 
TepMOCBap11saeMblM JlaKOBhlM 
IlOKpb!Tl1eM Ha 3arre'!aTbIBaeMOH 
CTOpOHe. 
no 2, 5, 6, 10 6Jil1CTepoB BMeCTe c 
JlHCTKOM-BKJla,llblWeM 
KapTOHHyJO. 

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,llHTCll rrp0113B0.1ll1TeJleM rrp11 BhmycKe rrep110.1ll14eCKI1: ,llJlll Ka)K,llOH 20-oi1 cep1111 11Jll1 

He MeHee 1 pa3a B ro.u. flOKa3aTeJlb MO)l(eT 6b!Th He BKJlJO'!eH B cepT11cjl11KaT atta.n113a cjl11pMbl. 

API name/ uanMeuooaune A<I>C: Enalapril Maleate / 3ttananp11na ManeaT 

INN/ MHH: Enalapril / 3Ha.narrp1111 

API manufacturer batch number / AETH000276 
HoMep cepun npoHJBO/lHTeJIH A<I>C: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'!aHue: flpo.uyKT COOTBeTCTByeT Tpe60BaHI1llM H,[.{ 3aKJIIO'!euue: O,LJ.OliPEHO 

Prepared by / Checked by / flposepetto: Checked by (AQA) / Approved by: Quality 
flo.nroTOBJTeHo: D. L atha- Qual ity control- TTposepeHo (AOK): Assurance/ Authorized person / 
B . Satyanarayana - Quality Team M ember Ahamadullah Mohammad - O.llo6petto: O6ecrre4em1e 

control- Section Head 

~ 
Quality Assurance- Team Ka'!eCTBalOTBeTCTBeHHOe JTHUO: 

Crr ,--- Member~ S. Haneef- Quality,</: urance-
Team Member 

!Date /,[{am: 22-05-2026 IIDate I L{arn: 22-05-2026 llnate /,[{am: 22-05-2026 I I Date / ,Uarn: ~ ---0.) .--).,02-{, I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIHJA 

Product: Enam® (Enalapril) tablets 20 mg 
IlpoJiyKT: 3HaM®(3Hananp1,rn), Ta6JTeTKH 20 Mr 

Market / PhlHOK : Russia I Poccm, 

Batch No./ 
: B2601472 

Batch Quantity / 1800000 tabs / 
Cepua N2 Pa1Mep cepuu 

: 
1800000 Ta6JTeTOK 

Analytical Report No. / 
Date of Analysis / 

AHaJJHTH'feCKHH OT'feT : 2002FP26001 l28 
)],aTa anaJ1u1a 

: 21-05-2026 

Date of Manufacture / 
: 20-04-2026 

Date of Expiry / 
31-03-2029 

)].aTa UPOHlBOJICTBa roJieH JIO 
: 

Mfg. License No. / 
MA number: / HoMep 

Ilpou1BOJICTBennaa : 63/RR/AP/96/F/R : JITT-N2(006292)-(Pr-RU) 
JJHUeHJHH N2 

PY 

Analysis performed according ND No/ AnaJJHl nposeJieH no H)]. N2: JITT-N2(006292)-(Pr-RU)-190724 
Pa2e 6 of 6 I CTp. 6 Hl 6 

FP Manufacturer API Batch number / FBTA00059 
HoMep cepuu cy6cTaHUHH npOH3B0JIHTeJ1H r Jl(J>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlponJBOJIHTeJJh A<l>C, cTpana: )l-p Pe.1LU11'c Jla6opaTOpHC JlT.!l., l1H.!ll1ll 

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, B achupally Manda!, Medchal 

HauMenosanue, aJipec, JJHUeHJHH JIJJH Malkajgiri District - 500090, Telangana State, India (license 

TT pOH3B0JICTBeHH3H DJ101U3JIKa / fiJJOIU3JIK3 KOHTp0JIH No 63/RR/ AP/96/F/R) I TipoH3BOLtCTBettHoe noapa3i:teneHHe-

Ka'feCTBa / IlJJOIU3LtKa Bhmycica II, Y'laCTKH }fa 42p, 43, 44p, 45p, 46p, 53 , 54 H 83, oa'lynaJTJTH 
81,rnnamK, oa'lynanJTH MaH.uan, Me.u'laJT ManaKaLt)!(rHpH 

.Ll,HCTpHKT - 500090, WTaT TeJTaHratta, l1HLtHll (J1HUeH3Hll 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 Grv!P requirements of the Eurasian Economic Union (No. Grv!P/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»./ 
3aKJJIO'feHHe O COOTBeTCTBHH: «HaCTOllUJ.HM ll TIOLtTBep)!(LtalO, 'lTO np11se.ueHHal1 BbIWe HH<popMaUHll llBJTlleTCll 
LlOCTOBepHOH H TO'lHOH. 3Ta cepHll npo.uyKUHH npOH3Bei:teHa (BKJTIO'lall ynaKOBKY (MapKHpOBKY) 11 KOHTpOJTb 
Ka'leCTBa) Ha BblUieyKa3aHHOH npOH3B0LlCTBeHHOM nnow.ai:tKe (nnow.aaKax) B TIOJTHOM COOTBeTCTBHH C Tpe6osaHHllMH 
TipaBHJT Ha.UJTe)!(aw.eii npOHJBOLtCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH'leCKOro COI03a 
(N2GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pll 2025) H Tpe6osaHHllMH KOHTpOJTll Ka'lecTBa neKapcTBeHHblX 
cpeLtCTB, a TaK)!(e B COOTBeTCTBHH co cneumpHKaUHllMH, coaep)KaUJ.HMHCll B perHCTpauHOHHOM .!lOCbe CTpaHbl­
HMnOpTepa. 3anHCH no npOH3B0.!lCTBY, ynaKOBKe H attaJTH3Y nposepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe 
Tpe6osaHHllM TipaBHJl Hai:tJJe)!(aw.eii npOH3B0.!lCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH'leCKOro COI03a». 
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