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

CEPTH<I>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
flpo.uyKT: 3HaM® (3Harranpi-rn), m6neTKl1 5 Mr 
Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: B2600856 

Batch Quantity / 
CepuH .N"2 Pa1Mep cepuu 
Analytical Report No./ Date of Analysis / 
AnaJJHTH'fecicuii OT'feT : 2002FP26000699 

L(aTa ananma 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
.l{aTa npOHJBOACTBa 

: 
roL{eH AO 

Mfg. License No./ 
MA number: / HoMep 

IlpOHJBOACTBeHHaH : 63/RR/AP/96/F/R 
JlHQeHJHH .N"2 

PY 

2400000 tabs I 
: 

2400000 m6JJeTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed accordin2 ND No/ Ananu1 npose.ueu no H.ll .N"2: JJTI-N2(006292)-(Pf-RU)-190724 

Pa2e 1 of6 / CTP. 1 HJ 6 
Test I IloKaJaTeJJb Result/ Pe1ynbTaTbt Specification/ HopMa 

Description/ Onucanue 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 

6eJJhle, KpyrJJbie, ITJIOCKHe Ta6JJeTKJ,f oeJJbie J,!Jll1 nO'-ITl1 6eJJbie, KpyrJJhie, 
co CKOWeHHblMl1 Kpal!MH, c ITJIOCKHe Ta6JJeTKl1 co CKOWeHHblMl1 
THCHeH11eM "EMT" Ha OAHOH Kpal!Ml1, c Tl1CHeH11eM "EMT" Ha O.UHOH 
CTOpOHe 11 umppoi1 "5" J,f CTOpOHe 11 umppoi1 "5", J,f 
pa3L{eJ111TeJ1bHOH p11CKOH Ha Apyroi1 pa3.UeJ111TeJ1bHOH p11CKOH Ha .upyroi1 
CTopoHe. Ha nonepe'-IHOM pa3pe3e cTopoHe. Ha nonepe'-IHOM pa3pe3e ll.Upo 
ll.Upo 6enoro useTa. 6enoro HJJH ITO'-ITl1 6enoro useTa. 

2 Identification/ 1-benTml>nicaunH 

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. I BpeMll standard solution (section "Assay"). / 
ynep)KHBaHHll OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe 11CflblTYeMoro 
paCTBOpa COOTBeTCTByeT speMeHl1 
yAep)l(HBaHHll flHKa 3HaJJarrpHJJa Ha 
xpoMaTorpaM Me CTaHAapTHoro 
paCTBOpa. 

BpeMll yAep)KHBaHHll OCHOBHOro ITl1Ka Ha 
xpoMaTorpaMMe 11crrh1TyeMoro pacTBopa 
JlOJl)KHO COOTBeTCTBOBaTb speMeHH 
yAep)KHBaHl1ll fll1Ka 3HarranpHJJa Ha 
xpoMaTorpaMMe cmHnapTHoro pacTsopa 
(pa3.UeJJ «KOJJHl.feCTBeHHOe 
onpeneneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfaHue: TTponyKT cooTBeTCTeye-r Tpe6oeaHl111M HD, 3aKJJIO'feHHe: O.llO6PEHO 

Prepared by / Checked by / ITpoeepetto: Checked by (AQA) / Approved by: Quality 
O0.UfOTOBJJeHO: A. Susmitha- Quality TTposepeHo (AOK): As urance/ Authorized person / 
D . Latha - Quality control- control- Team Member S. Meera Saheb - Quality OJlo6petto: O6ecnel.feHHe 
Team Member a--- As, ,,.n, eam Membec KaYecTea/OTeeTCTBeHHoe m1uo: 

t L, P. Rama Rao- Qua1{_i Assurance-

~ Team Member 

IDate I )],am: 31-03-2026 IIDate /)],aTa: 31-03-2026 I Date I )laTa\ 31-03-2026 I Date I )],am: >; ,O;,~U)l.,~ I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo!lyKT: 3HaM® (3ttananp1-rn), m6neTKH 5 Mr 
Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: B2600856 Batch Quantity / 

Cep1rn N2 PaJMep cepuu 
Analytical Report No. / Date of Analysis / 
AHaJIHTH'leCKHH OT'leT : 2002FP26000699 

)laTa aHaJIHJa 

Date of Manufacture / 
12-03-2026 Date of Expiry / 

)laTa npoHJBO!lCTBa 
: 

rol{eH JlO 
Mfg. License No./ 

MA number: / HoMep 
IlpoHJBOJlCTBeHHaH : 63/RR/AP/96/F/R 
JIHQeHJHH N2 

PY 

2400000 tabs / 
: 2400000 m6JJeTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No / AHaJiuJ npose!leH no H)l N2: JIU-N2(006292)-(Pr-RU)-190724 

Page 2 of 6 I CTp. 2 H3 6 
2b TLC ITCX Complies / CoorneTcrnyeT The principal spot in the chromatogram of 

the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I OcHOBHoe llilTHO Ha 
xpoMaTorpaMMe HCCTbITYeMoro paCTBOpa 
,UOJl)KHO COOTBeTCTBOBaTb OCHOBHOMY 
CT.SITHY Ha xpoMaTorpaMMe CTaH.uapTHOro 
pacrnopa. 

3 Uniformity uf duuugc unilu / 5.0 / 5,0 Tho Aoooplunoo Vuluo (AV) uhould bu 
O!lHOpO!lHOCTb Jl03HpOBaHHblX less than or equal to 15.0. / IloKaJaTeJJb 
el{HHHQ np11eMJ1eMOCTl1 (AV) ,llOJl)KeH 6b[Tb He 

6onee 15,0. 

4 Dissolution/ PaCTBopeHue Unit-I / Ta6n.-l 101% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 99% 
C20H2sN2Os·C4H4O4 (Enalapril maleate) 
of the label claim in 30 min. / He Mettee 

Unit-3 / Ta6n.-3 99% 80 % (Q) OT HOMHHaJlbHOro CO!lep)KaHH.SI 
C20H2sN2Os·C4H4Q4 (:3ttananpwna 

Unit-4 / Ta6n.-4 97% ManeaT) 4epe3 30 MHH. 

Unit-5 I Ta6n.-5 102% 

Unit-6 / Ta6n.-6 100% 

5 Impurities / IlpuMecu 

Enalaprilat / 3ttananp11naT Not detected/ He o6ttapy)Ketta Not more than 1.5 % I He 6onee 1,5 % 

Enalapril diketopiperazine I Not detected/ He o6ttapy)KeHa 
Not more than 2.5 % / He 6onee 2,5 % 

3ttananp11na .!lHKeTon11nepa311H 

Total impurities I CyMMa 
Not detected / He o6ttapy)KeHa Not more than 3.0 % / He 6onee 3,0 % np11Mecel1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11auue: IlponyKT cooTBeTcrnyeT Tpe6osaHH.SIM HJ:( 3aKJIIO'leHne: O)lOliPEHO 

Prepared by / Checked by/ Ilposepetto: Checked by (AQA) / Approved by: Quality 
IlonroTosnetto: A. Susmitha- Quality Ilposepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality Ono6petto: O6ecne4eH11e 
Team Member w Assura~ - Torun Mombo, Ka4eCTBalOTBeTCTBeHHOe JIHQO: 

~ Q _p P. Rama Rao- Qua~ · · Assurance-
-~ Team Member 

Date /.[(am: 31-03-2026 IDate / .[(am: 31-03-2026 I Date /.[(aTh: 31-03-2026 I Date / .[(am: > /~o';,~1..-01,.f, I 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlpOJ:(YIIT: 3HaM®(3Harranp1111), Ta6J1eTKl1 5 Mr 
Market/ PbIHOK : Russia I Poccttll 

Batch No./ 
: B2600856 

Batch Quantity / 
CepuH N2 PaJMep cepuu 

Analytical Report No./ 
AuaJIHTH'leci.:uii OT'leT : 2002FP26000699 

Date of Analysis / 
.LJ:aTa auaJIHJa 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
llaTa npOHJBO.llCTBa 

: 
fo.lleH .llO 

Mfg. License No. / 
MA number: / HoMep 

Il pOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
JIHQeHJHH N2 

PY 

2400000 tabs / 
: 

2400000 Ta6J1eTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No I AuaJIHJ npoBe.lleH no Hll N2: JIU-N2(006292)-(Pf-RU)-190724 

Pa2e 3 of 6 / CTp. 3 01 6 
6 Assay I KoJIH'IeCTBeu uoe 4.91 mg I 4,91 Mr From 4.5 mg to 5.5 mg of 

onpe.lleJieuue 
(98.1 % / 98, 1 %) 

C20H23N2Os·C4H4O4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 4,5 Mr .llO 5,5 Mr 
C20H23N2Os·C4H4Q4 ( 3ttarranp11na 
MarreaT) s Ta6neTKe (OT 90,0 % .UO 
110,0 % OT ttOMttHaJlbttOro 
co.uep)Kattttll). 

7 Water/ Bo.lla 0.8%/0.8% Not more than 6.0 %. / He 6onee 
6,0%. 

8 Microbiological purity* / Mui.:po6uoJioruqeci.:aH 'IHCToTa* 

a) Total Aerobic Microbial Less than 10 CFU/ g. / Not more than 103 CFU/g. / 
Count I O6lI.(ee •-mcno a3po6ttbIX Mettee 10 KOE/r. He 6onee 103 KOE/r. 
MttKpoopraHtt3MOB 

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 102 CFU/g. / 
moulds count I O6lI.(ee q11cno Mettee 10 KOE/r . He 6onee 102 KOE/r. 
.upo)K)KeBbIX 11 nnectteBbIX 
rp116os 

c) Escherichia Coli Absent in 1 gram I Shall be absent in 1 gram. / 
OTcyTcrnyeT B 1 r OTcyTCTBtte B 1 r. 

9 Subdivision of tablets / Complies/ CoorneTcrnyeT The tablets comply with the test, if not 
O.llHOpO.UHOCTb Mace npu more than 1 individual mass is outside the 
.lleJieHHH 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 / 
IlpHMeqauue: ITpo.uyKT COOTBeTCTByeT Tpe6osattttJIM HL( 3aKJIIO'leuue: O.LJ:OliPEHO 

Prepared by / Checked by/ ITposepetto: Checked by (AQA) / Approved by: Quality 
f10JJ.fOTOBJ1e 1➔0 : A. Susmitha- Quality ITposepetto (AOK): A surance/ Authorized person / 
D. Latha - Quality control- control - Team Member S. Meera Saheb - Quality Ono6petto: O6ecneqett11e 

Team Member 

~ 
Assurar~ -- Team Member Ka'-teCTBalOTae-rCTBeHttOe Jll1UO: 

lJkf-
I~ P. Rama Rao- Quali~ Assurance-

I. Team Member 

Date /,Uarn: 31-03-2026 I Date/ LlaTa: 3 l-03-2026 I Date f.Uatra: 31-03-2026 !Date /,Uarn: '3 I r-0;,--'UJW I 



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

CEPTl1<1>1IKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlPO.llYKT: 3HaM® (3Ha.Jianp1111), Ta611eTKJ,f 5 Mr 

Market/ PhlHOK : Russia / Poccm1 

Batch No./ 
: B2600856 

Batch Quantity / 
CepnH .N"2 Pa1Mep cepnn 

Analytical Report No./ Date of Analysis / 
AHaJJHTHIJecKnii OTIJeT : 2002FP26000699 

)laTa aHaJJHJa 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
)laTa npoHJBO.llCTBa 

: 
ro.lleH AO 

Mfg. License No. / 
MA number: / HoMep 

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

JJHUeHJHH .N"2 
PY 

2400000 tabs / 
: 

2400000 Ta6JTeTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No I AHaJJHJ npoBeAeH no H)l .N"2: JITT-.N"2(006292)-(Pr-RU)-190724 

Page 4 of 6 / CTp. 4 HJ 6 

10 Package/ OnncaHne 
ynaKOBKH 

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

125 % of the average mass. / Ta611eTKH 
COOTBeTCTBYJOT Tpe6oBaHHllM, eCJTJ,f He 
6011ee 1 e.llHHH4H8ll Macca OTKJlOHlleTCll 
3a npeAeJTbl 85 % - 115 % OT cpeAHeii 
MaCCbl. Ta611eTKJ,f He COOTBeTCTBYJOT 
Tpe6oBaHHllM, eCJTJ,f 6011ee 4eM 1 
HHAHBHAYa.JibHall Macca OTKJTOHlleTCll OT 
3Tl1X npe.lleJTOB J,fJTJ,f, eCJTJ,f 1 
HHAHBHAY8JlbH851 Macca OTKJlOHlleTCll 38 
11pe.ue1IbI 7 5 % - 125 % OT epe.nHeU 
M8CCbl. 

Tablets 2.5 mg 
10 tablets in blister of three-layer foil 
(OP Al 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 

TIO 10 m611eTOK B 6JTHCTepe J,f3 
Tpexc11oiiHoii ¢011brH 
(OTTA/ AJT/TIBX) H a.JIJOMHHHeBoii 10 tablets in blister of three-layer foil 

TepMocsapHBaeMbIM (OPA/Al!PVC) foil and Aluminum foil ¢oJTbrH 
Jl8KOBbIM 

C 

noKpbITHeM 
3ane4aTb!BaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

no 2 6JTHCTepa BMeCTe c Jll1CTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet m a carton pack. / BKJ18,[(b!WeM B na4KY KapTOHHyJO. 
Ta6J1emKu 2,5 MZ 

no 10 m611eToK B 61111cTepe 113 
Tpexc11oiiHoii ¢011brn (OTTA/ A11/ITBX) 11 
a.JIJOMl1HHeBOH ¢oJTbfJ,f C 
TepMOCBap11BaeMbIM Jl8KOBblM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMC'laHne: TipOAYKT C00TBe:rcrnye-r Tpe6oBaHHll M H)]. 3aKJJtoIJeHne: O)lO6PEHO 

Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / Approved by: Quality 
Tio.uroTOBJTeHo: A. Susmitha- Quality TiposepeHo (AOK): Assurance/ Authorized person/ 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality Ono6peHo: O6ecne4eH11e 

Team Member 

~ 
As unu' Teom Mombo, Kal.fecTBa/OTBeTCTBeHHoe 1111uo: 

lM-- P. Rama Rao- Quality Assurance-
Team Member rL. 

Date /)].am: 31-03-2026 I Date /Ll,aTa: 31 -03-2026 I Date /)].aT~: 31-03-2026 I Date / )].am: > 1,--oJ ~wu I 



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

CEPTII<l>IIKAT AHA.JUBA 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,llyIIT: 3ttaM® (3ttananp1rn), Ta6neTKH 5 Mr 

Market / PLrnoK : Russia / Poccm, 

Batch No./ 
: B2600856 

Batch Quantity / 
CepuH .N"2 Pa1Mep cepuu 

Analytical Report No./ Date of Analysis / 
AHaJJHTHlleCKHH OTlleT : 2002FP26000699 

.lJ:aTa auaJJu1a 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
)laTa npOH3B0,llCTBa 

: 
fO,lleH ,llO 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 

JlHlleH3HH .N"! 
PY 

2400000 tabs / 
: 

2400000 m6JJeTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed accordin2 ND No/ AnaJJHl npoBe.lleH no H)l .N"2: JIIl-.N"2(006292)-(Pf-RU)-190724 

Page 5 of6 / CTp. 5 03 6 
noKpbJTHeM Ha 3ane1-IaTh1BaeMOH 
CTOpOHe. 
no 2 6Jll1CTepa BMeCTC c Jl.11CTKOM­
BKJJa,llhlllleM B na4KY KapTOHHy!O. 
Ta611e 1111w 5 .H2, I O ,112 . 20 ,112 

Tio 10 Ta6neTOK B 6m-1cTepe H3 
Tpexcnotlttotl q>OJJhrn (OTTA/ An/TIBX) H 
aJIIOMHHHeBOH !pOJJbrH C 
TepMOCBap1-1saeMhlM 
noI<pb!THeM Ha 
CTOpOHe. 

JJaKOBblM 
3ane4aTbIsaeMoM 

no 2, 5, 6, 10 6JJHCTepoB BMeCTe c 
JIHCTKOM-BKJJa,llhlIIIeM 
KapTOHHy!O. 

B rra4KY 

* -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. / 

* TipOBO,[(HTCH npOH3B0,[(HTeJJeM rrpH BbmycKe rrepHO,llH4eCKH: ,[(JIH Ka)l(,[(OH 20-otl cepH.11 HJIH 

He Mettee 1 pa3a B ro.a. TioKa3aTeJJb MO)l(eT 6b!Tb He BKJII04eH B cepTH!pHKaT attaJJH3a q>HpMbl. 

API name/ uauMenosauue A<l>C: Enalapril Maleate / 3Hananp1-1na ManeaT 

INN/ MHH: Enalapril / 3ttananpHJJ 

API manufacturer batch number / AERH017316 
HoMep cep1rn npon1BO.llHTeJJH A<l>C: 

FP Manufacturer API Batch number / FBSA00498 
HoMep cepuu cy6cTaHL1HH npOH3B0,llHTeJJH r JI<I>: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHue: Tipo.ayKT COOTBeTcTByeT Tpe6osaHHHM H.LJ: 3aKJJ1011euue: O.lJ:OliPEHO 

Prepared by / Checked by/ Tiposepetto: Checked by (AQA) / Approved by: Quality 
Tio.ar0TOBJJeHo: A. Susmitha- Quality ITposepetto (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- control- Team Member S. Meera Saheb - Quality O.ao6petto: O6ecrre4em1e 

Team Member 

~ Assm,no~ ""m Membo, Ka4eCTBa/0TseTCTBeHHOe JIHUO: 

l&t-- P. Rama Rao- Qu~ ty Assurance-
Team Member 

jnate /Jlarn: 31-03-2026 !Dale /LlaTa: 31-03-2026 I Date/ .[{am: \ 1-03-2026 I Date I .[{am: ;, I ---cr;-l-0 2..-b I 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,llyKT: 3ttaM® (3ttananp1rn), rn6neTK11 5 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: B2600856 

Batch Quantity / 
Cep1rn ,N"g PaJMep cepuu 

Analytical Report No. / Date of Analysis / 
AttaJIHTuqecicuii oTqeT : 2002FP26000699 

)],aTa attaJiuJa 

Date of Manufacture / 
12-03-2026 

Date of Expiry / 
D.aTa DPOHJBO,llCTBa 

: 
ro,lleH ,llO 

Mfg. License No. / 
MA number: / HoMep 

IlpOHJBO,llCTBeHHaH : 63/RR/AP/96/F/R 
JIHQeHJHH ,N°g 

PY 

2400000 tabs / 
: 

2400000 Ta6JleTOK 

: 31-03-2026 

: 28-02-2029 

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

Analysis performed according ND No/ AttaJIHJ npose,lleH no H)], ,N"g: JIIl-.N"!(006292)-(Pr-RU)-190724 

-Page 6 of 6 / CTp. 6 H3 6 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBO.llHTeJib A<l>C, CTpatta: ,ll-p Pe.!Ul11'c J1a6oparnp11c JlT./l., I1H.U11ll 

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 Mandal, Medchal 

HauMeHOBaHHe, a,llpec, JIHQCHJHH ,llJJH Malkajgiri District - 500090, Telangana State, India (license 

IlpOHJBO,llCTBeHHaH DJIOIQa,llKa / IlJIOIQa,llKa KOHTpOJJH No 63/RR/AP/96/F/R) I TTpo113BO.UCTBeHHOe no.upa3.uenett11e-

icaqecTBa / IlJioIQa,llKa Bhmycica II, YYaCTK11 NS! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4ynann11 
811nna.u)K, 6aYynann11 Mattnan, Me.uYan ManaKa.u)Kr11p11 

,ll11t:·1p11KT - 500090, wrnT Tt:J1attrnHa, Htt.UH>t (J11-1ut:H:1n>t 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»./ 

3aKJifOqettue O COOTBeTCTBHH: «HacTOllllll1M ll nO.UTBep)K,Ua!O, lJTO np11se.ueHHal1 Bh[We 11Hq>OpMaQ11ll llBJllleTCll 
.UOCTOBepHOH 11 TOYHOH. 3Ta cep11ll npo.uyKQl111 np0113Be,UeHa (BKJl!OlJall ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlh 
KaYeCTBa) Ha BhlWeyKa3aHHOH np0113BO.UCTBeHHOH nnoma.uKe (nnoma.uKax) B nOJlHOM COOTBeTCTBl111 C Tpe6osaHHllMl1 
flpaBHJl Ha,UJle)KaLUeii npo113BO.UCTBeHHOH npaKTl1Kl1 Espa3HHCKOro 3KOHOMHYeCKOro C0I03a 
(NS!GMP/EAEU/RU/02346-2025 OT 25 cettrn6pll 2025) 11 Tpe6osaHHllMH KOHTponH KaYecTBa neKapcTBeHHhIX 
cpe.UCTB, a TaK)Ke B COOTBeTCTBl111 co cneQ11qJHKaQHllMl1, co.uep)KaLU11Ml1Cll B per11cTpaQHOHHOM ,UOChe CTpaHhl-
11Mnopn:p;:i, 1:=im1c11 no np0111R0,fl,CTRY, yn:=irmRKP. Jil l'IHl'lflH"IY np0RP.pP.Hhl, H yc:rnH0RTlf:H0 11X C00TRf:TCTRl1e 
Tpe6osaHHllM TTpaBl1Jl Ha,UJle)Kameii np0113BO.UCTBeHHOH npaKTl1Kl1 Espa3HHCKoro 3KOHOMH'leCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqattue: TTpo.uyKT COOTBeTCTByeT Tpe6osaHHllM H,ll 3aKJI10qeHue: O)1,OliPEHO 
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