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

CEPTII<l>MKAT AHAJIII3A 

Product: Enrun® (Enalapril) tablets 5 mg 
Ilpo.a.yKT: 3HaM® (3Hananp1u1), Ta6JJeTKH 5 Mr 
Market/ PbIHOK : Russia / PoccID1 

Batch No./ 
: B2503820 

Batch Quantity / 
CepuH .N"! Pa3Mep cepuu 
Analytical Report No. / Date of Analysis / 
AuaJIHTH'leCKHii oT'leT : 2002FP26000050 

.l(aTa auaJIU3a 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
.l(aTa DPOH3B0,ll.CTBa 

: 
ro.o.eu.a.o 

Mfg. License No./ 
MA number: / HoMep 

fipOH3B0,ll.CTBeHHaSI : 63/RR/AP/96/F/R 
JIHUeH3HSI .N"! 

PY 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed according ND No I AuaJIH3 npoBe.a.eu no H.l( .N"!: JIII-.N"!(006292)-(Pr-RU)-190724 

Pa2e 1 of 6 / CTp. 1u36 
.N"! Test I IloKa3aTeJib Result/ Pe3yJ11>TaT1>1 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 "5" and a break line one side and number "5" and a break line 
on the other side. Cross Cut on the other side. Cross Cut Description: 
Description: White core./ White to off white core. I 

Eem,1e, Kpyrm,Ie, nnocKHe Ta6JJeTKl1 Eem,1e HJJH noqTH 6em,1e, Kpyrm,Ie, 
co CKOIIIeHHblMH KpaJIMH, c IlJJOCKHe Ta6neTKl:I co CKOIIIeHHbIMH 
Tnr.Hl':HHl':M "RMT" Ha n ,TT,Hntt Kpa11MH, ~ TH~Hf:HHf:M "F.MT" mt n ,TT,Hntt 

CTOpOHe 11 u;m}>poii "5" 11 CTOpOHe H u;mppoii "5", H 
pa3,11.enHTeJil,HOH pHCKOH ua ,11.pyroii pa3,11.eJJHTeJJbHOH pHCKOH ua ,11.pyroii 
CTopoue. Ha nonepequoM pa3pe3e cTopoHe. Ha nonepe'IHOM pa3pe3e jl,ll.po 
jl,11.po 6enoro QBeTa. 6enoro HJJH no'ITH 6enoro QBeTa. 

2 Identification / &enTuct,nKauuH 

2a HPLC I B3JKX 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 BpeMjl standard solution (section "Assay"). I 
y,nep)KHBaHHjl OCHOBHOro mtKa Ha BpeMjl y,n:ep)KHBaHID! OCHOBHOro UHKa Ha 
xpoMaTorpaMMe 11cnbITyeMoro 
paCTBOpa COOTBeTCTByeT speMeHH 
y,n:ep)KHBaumI nHKa :mananpHna Ha 
xpoMaTorpaMMe 
pacTBopa. 

CTaH,n:apTHOfO 

xpoMaTorpaMMe 11cnbIzyeMoro paCTBopa 
.ZI:0JJ)K80 COOTBeTCTBOBaTb speMeHH 
y,n:ep)KHBamrn nHKa :mananpIma ua 
xpoMaTorpaMMe crnu,11.apTHoro pacTsopa 
(pa3,n:en «Kon11qeCTseuHoe 
onpe,11.eneH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: ITpo,n:yKT COOTBeTCTByeT TPe6oBaHIDIM H.l1: 3aKJiro'lenue: O.l(OEPEHO 

Prepared by / Checked by / ITpoeepeH'o: Checked by (AQA) / Approved by: Quality 
Ilo)lrOTOBJJeHO: A. Susmitha- Quality ITposepeHo (AOK): Assurance/ Authorized person / 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality O,no6peHo: O6ecneqeu11e 

control- Section Head a- Assw-ance- T~•;r•mbe,- KaqecTea/OTBeTCTBeHHOe JJHQO: 

~ S. Haneef- Quality(/ssurance-
Team Member __... 

joate /,n:arn: 1·141-Y.,il~ !!Date /11.a-ra.: f.1-0 / -J[f)_ 6 lloate /,[(aTa: ~ :::r4 ~½ IIDate /lJ.ara: l cl .-o , _ io2.--.G 
I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpoti;yKT: 3HaM® (3HaJiaIIPHJI), m6JieTKH 5 Mr 
Market/ PLIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity / 
CepuH .N! Pa3Mep cepuu 

Analytical Report No. / Date of Analysis / 
AuaJIHTH'leCKHH OT'leT : 2002FP26000050 

)I:aTa auaJiu3a 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
)I:aTa npOH3B0llCTBa 

: 
roti;eu.n:o 

Mfg. License No. / 
MA number: / HoMep 

fipOH3BOJJ:CTBeHHaH : 63/RR/AP/96/F/R 
PY 

JIHUeH3HH .N! 

2400000 tabs / 
: 

2400000 m6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordin2 ND No/ AuaJIH3 npoBeft.eH no H,ZI; .N"!: Jlll-.N"!(006292)-(Pr-Rm-190724 

Pa2e 2 of 6 I CTp. 2 03 6 
2b TLCITCX Complies / CooTBeTCTBYeT The principal spot in the chromatogram of 

the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. I OcHOBHoe IDITHO Ha 
xpoMaTorpaMMe 0cnbnyeMoro pacTBopa 
JJ:OJDKHO COOTBeTCTBOBaTb OCHOBHOMY 
IDITHY Ha xpoMaTorpaMMe CTaHJJ:aPTHOro 
paCTBOpa. 

3 Uniformity of dosage units / 2.5 I 2,5 The Acceptance Value (AV) should be 
O)..1.HUpU)..l,HUl-lb )..l,UjHputsaHHbU. lcM, tl1a11 u1 cyual lo 15.0. / Ilut..UdlcJlh 
eti;HHHQ npweMJieMOCTH (AV) .n:oJDKeH 6h1Tb He 

6onee 15,0. 

4 Dissolution / PacTBopeuue Unit-I/ Ta6n.-1 103% Not less than 80% (Q) of 

Unit-2 / Ta6n.-2 103% 
C20H2sN20s·C4lliQ4 (Enalapril maleate) 
of the label claim in 30 min. / He Mettee 

Unit-3 / Ta6n.-3 98% 80 % (Q) OT HOMHHaJihHOro co.n:ep)KaHIDI 
C20H2sN20s·C4Ri04 (3Hananpwna 

Unit-4 / Ta6n.-4 102% MaJieaT) qepe3 30 MHH. 

Unit-5 / Ta6n.-5 101% 

Unit-6 / Ta6n.-6 100% 

5 Impurities/ IlpuMecu 

Enalaprilat / 3HananpwnaT Not detected I He o6ttap~eHa 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 % 

3HananpHJia JJ:HKeTOilHilepa3HH 

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

npHMeceii 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpuMe'lauue: Ilpo.n:YKT cooTBeTCTByeT TPe6oBaHIDIM H)]; 33..K'JIIO'leune: O)I:O1,PEHO 

Prepared by/ Checked by / llpoBepeHo: Checked by (AQA) I Approved by: Quality 
Ilo.n;roToeneHo: A. Susmitha- Quality IlpoeepeHO (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control-Team Member S. Meera Saheb - Quality 0,no6peHo: 06ecneqeHHe 
control- Section Head 

(j_ Assu,aace- T ~ Mombe< KaqecTBa/OTBeTCTBeHHOe JIHIJ;O : 

~r: S. Haneef- Quality~ surance-
Team Member _ _,, 

IDate / )];am: 11--# I✓ J$7P lloate /,[(antf.(V/~J:>Qv6 I Date /,[(am: 
\ - 1A, 
\::\~ -~ Date /,[(am: \ q _.,.(j ! --;;LO pti 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,a:yICT: 3ttaM® (3ttaJJanpim), Ta6JieTKH 5 Mr 
Market / PLIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity/ 
CepuH N! Pa3Mep cepuu 

Analytical Report No. / Date of Analysis / 
AuaJIHTH'leCKHH OT'leT : 2002FP26000050 

)];aTa auaJIH3a 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
IJJ:aTa npou3so,a:cTBa 

: 
ro,a:eu,a:o 

Mfg. License No. / 
MA number: / HoMep 

IlpoH3B0,0:CTBeHHaH : 63/RR/AP/96/F/R 
PY 

Jinueu3HH N! 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordine; ND No/ AuaJIH3 npose,a:eu no HJ( N!: Jill-N!(006292)-(Pr-RU)-190724 
Pa~e 3 of6 / CTp. 3 03 6 

6 Assay I KoJIH'leCTBeuuoe 5.02 mg I 5,02 Mr From 4.5mg to 5.5mg of 
onpe,a:eneuue 

(100.4% I 100,4%) 
C20H2sN2Os•C4~O4 (Enalapril 
maleate) per tablet (90.0 % to 110.0 % 
of the label claim)./ 
OT 4,5 Mr AO 5,5 Mr 
C20H2sN2Os•C4~O4 ( 3HaJJarrpBJia 
MaJJeaT) B Ta6JieTKe (OT 90,0 % AO 
110,0 % OT HOMHHaJJbHOrO 
COAep)KaHIDI). 

7 Water/Bo,a:a 0.9%/0.9% Not more than 6.0 %. / He 6onee 
6,0%. 

8 Microbiological purity*/ MnKpo6uoJiorn'lecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6w:ee 'IHCJIO a3po6tthIX He 6onee 103 KOE/r. 
MHKpOOpraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count I O6w:ee 'IHCJIO He 6onee 102 KOE/r. 
APO)K)KeBbIX H IIJiectteBbIX 
rpH60B 

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

9 Subdivision of tablets/ Complies / CooTBeTCTBYeT The tablets comply with the test, if not 
OAHOPOAHOCTb Mace npu more than 1 individual mass is outside the 
AeJieHHH 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 / 
IlpuMe'lauue: IlpoAyKT cooTBeTCTByeT TPe6oBaHIDIM H,[( 3aKJIIO'leuue: O,ll;OliPEHO 

Prepared by / Checked by / ITpooepetto: Checked by {AQA) / Approved by: Quality 
Ilo,uroroBnetto: A. Susmitha- Quality ITposepetto (AOK): Assurance/ Authorized person I 
M. Brahmaj.i - Quality control- Team Member S. Meera Saheb - Quality O.n:o6petto: O6ecrre'lettHe 

control- Section Head 

~ 
As5"ranoo- T~ emb« KaqecTBa/OTBeTCTBeHHOe Jrnu;o: 

~c . 
S. Haneef- Qualiti Assurance-
Team Member ___ 

IDate/,[.{aTa: 11~/,,-)17# I IDate /,[(aTa:/:f-0 / :-a ();). 6 IIDate /,[(aTa: l\.,,,...0\-1..zi~ IDate /,[(aTa: l 9-A 1-io i-£ I 



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

CEPTH<l>lll{AT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlpOAyIIT: 3HaM®(3HananplUI), Ta6neTKH 5 Mr 
Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity/ 
CeonH .N2 PaJMep cepnu 

Analytical Report No. / 
: 2002FP26000050 

Date of Analysis / 
AuannTuqecKnii o~eT .lJ:aTa auanuJa 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
. .ll:aTa DPOH3B0,!J;CTB3 

: 
ro,!J;eHAO 

Mfg. License No. / 
MA number:/ HoMep 

JlpOH3B0,!J;CTBeHHaH : 63/RR/AP/96/F/R 
nuueuJHH .N2 

PY 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 14-01-2026 

: 30-11-2028 

: .JIII-.N!(006292)-(Pr-RU) 

Analysis performed according ND No/ AuanuJ npoBe,!J;eH no H)l .N2: .JIII-.N2(006292)-(Pr-RU)-190724 

Paee 4 of 6 / CTp. 4 u3 6 

10 Package/ Onucauue 
ynaKOBKH 

125 % of the average mass. / Ta6neTKH 
COOTBeTCTB}'IOT TPe6oBaHIDIM, ecnH He 
6onee 1 e.n;HHJ,!qHaH Macca OTKnOHHeTcH 
Ja npe,n;enhI 85 % - 115 % OT cpe,nttew 
MaCChl. Ta6neTKH He COOTBeTCTB}'IOT 
TPe6oaaHHHM, ecnw 6onee qeM 1 
HH.r(HBH.nYaJibHaJI Macca OTKnOHHeTCJI OT 
3THX npe,n;eJJOB HJIH, eCJIH 1 
HH.r(HBH,nyaJihHaH Macca OTKJJOHHeTCJI 3a 
npe.u.em,1 75 % • 125 % OT i:-pl:",nHf:"M 

MaCChl. 

IO tablets in blister of three-layer foil Tablets 2.5 mg 
(OPA/Al/PVC) foil and Aluminum IO 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 
IIo 10 Ta6neToK B 6nHCTepe m a carton pack. 
TpexcrrowHow cliorrhm Tablets 5 mg. IO mg, 20 mg 
(OIIA/An/IIBX) H aJIIOMHHHeBOH IO tablets in blister of three-layer foil 
clionhm c TepMocaap11aaeMhIM (OPA/Al/PVC) foil and Aluminum foil 
naKOBhlM IlOKpblTHeM 
3aneqaTb1BaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

IIo 2 6JIHCTepa BMeCTe c JIHCTKOM- 2, 5, 6, IO blisters and patient information 
leaflet m a carton pack. / 
Ta6J1emKu 2,5 M Z 

BKna.r(blllleM B naqKy KapTOHHyJO. 

IIo IO Ta6JieTOK B 6rrwcTepe H3 
TPexcnOHHOH ctionhm (OITA/ An/IIBX) H 
aJIIOMHHHeBOH clioJlhrH C 
TepMOCBaPHBaeMblM rraKOBhIM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'fatme: IIpo,nyKT co0TBeTCTayeT rpe60Batt11J1M H.l{ 3a1c.111otfem1e: O.lJ:OEPEHO 

Prepared by / Checked by I Ilpoaepetto: Checked by (AQA) I Approved by: Quality 
IlO,D,TOTOBJieHo: A . Susmitha- Quality □poaepetto (AOK): Assurance/ Authorized person / 
M. Brahmaji - Quality control-Team Member S. Meera Saheb - Quality OJlo6pe1:10: O6ecneqeHHe 
control- Section Head a- Assurance-TQ Membo, Kaqecrsa/OTBercne~rnoe mn10: 

~ 
S. Haneef- Qualii Assurance-
Team Member __,., 

IDate /,ZJ;aTa: 11--CJ/--- i<JU? IIDate /.D:aTa: /.( 0/-.;)Qy b IIDate /,naTa: l~~ ~ ----u;.k lloate /,ZJ;aTa: \ 3 r-CJ /.-,___o~(, I 



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

CEPTH«l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,ll;yKT: 3HaM®(3HananpMJI), nt6JieTKM 5 Mr 
Market/ PLIHOK : Russia / PoccIDI: 

Batch No./ 
: B2503820 

Batch Quantity / 2400000 tabs I 
Cepun .N"! Pa3Mep cepuu 

: 
2400000 nt6JieTOK 

Analytical Report No. / Date of Analysis / 
14-01-2026 Aua.rtnTn11ec1euii OT'leT : 2002FP26000050 

Jl.aTa auaJIH3a 
: 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
30-11-2028 

Jl.aTa DP0H3B0llCTBa 
: 

ro,ll:eH,ll;O 
: 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0llCTBeHHaH : 63/RR/AP/96/F/R 
PY 

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

JIHUeH3HH .N°! 
Analysis performed accordine: ND No/ AuaJiu3 npoee,ll;eu no 11.Il .N"!: JIIl-.N"!(006292)-(Pr-Rm-190724 

Pa2e 5 of 6 / CTp. 5 HJ 6 
OOKpbITMeM Ha 3ane11aTbIBaeMOH 
CTOpOHe. 
Ilo 2 6JI0CTepa BMeCTe C JIHCTKOM­
BKJia,nblmeM B na'IKY KapTOHH)'IO. 
Ta6nemKu 5 ,11z. I O 111z. 20 .MZ 

IIo 10 Ta6JieTOK B 6JIHCTepe m 
-rpexcnoi1Hoi1 cponbru (OTIA/An/IIBX) 0 
aJIIOMHHHeBOH qJOJibrH C 
TepMOCBapHBaeMbIM JiaKOBbIM 
IlOKpbITHeM Ha 3ane11aTbIBaeMOH 
CTopoHe. 
Ilo 2, 5, 6, 10 6JIHCTepoB BMeCTe c 
JIHCTKOM-BKJia,D;bIIDeM B na'IKY 
KapTOHHJIO. 

* - 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. / 

* IIpoBO,D;HTCM np003BO,nHTeJieM npH BbIOYCKe nepuo,n011ecK0: llJlM Ka)K,!J;OH 20-00 cepMH J,IJIJ,I 

He MeHee 1 pa3a B ro,n. IlOKa3aTeJib MO)KeT 6hITb He BKJIIO'leH B cepTH<pMKaT aHanma cpHpMbI. 

API name/ uanMeuoeauue A<l>C: Enalapril Maleate / 3Hananpuna ManeaT 

INN/MHH: Enalapril / 3Hananpun 

API manufacturer batch number/ AERH016555,AERH016174 
HoMep cepuu npoH3BOllHTeJIH A<l>C: 

FP Manufacturer API Batch number/ FBSA00261, FBSA00484 
HoMep cepuu cy6CTaHQHH npOH3B0llHTeJIH rJI<I>: 

'

:Remarks: The Product confirms to ND/ Conclusion: APPROVED / 
IlpnMe'lauue: IIpo,nyKT COOTBeTCTByeT Tpe6oBaHUMM II)]; 3aK:JJ IO'leuue: OJl.OEPEHO 

Prepared by / Checked by / TTpoBepeHo: Checked by (AQA) / A pproved by: Quality 
IIo,nroTOBJieHo: A. Susmitha- Quality TTposepeHO (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control - Team Member S. Meera Saheb - Quality O.no6peHo: 06ecne11eH0e 
control- Section Head Assu,ance- T~ M,mbe, Ka'leCTBa/0 TBeTCTBeJ-tHOe miuo: 

~~ a--, S. Haneef- Qual ity'f: surance-
Team Member _, 

loate /Jl.ant: 11-11, -2o16 lloate /Jl.aTa: i-t -CI - ;).. C',&>c lloate !)];ant: \ 1· ....-o\r~ I Date /):(ant: \c1~r--~u 



Dr. Reddy's ~f • 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
IIPO.!lyKT: 3HaM®(3Hananp1m), rn6neTKH 5 Mr 
Market/ PblHOK : Russia/ PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity / 
CepnHN!! PaJMep cepnn 

Analytical Report No. / Date of Analysis / 
AuaJJHTH'leCKHH OT'leT : 2002FP26000050 

,l(aTa auaJJHJa 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
.l(aTa nooHJBO)lCTBa 

: 
ro)leH /lO 

Mfg. License No. / 
MA number:/ HoMep 

IJpOH3BO)lCTBeHHaH : 63/RR/AP/96/F/R 
PY 

JJHUeHJHH N2 

2400000 tabs / 
: 

2400000 Ta6neTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordin!! ND No/ AuaJJHJ npoBe.a.eu no H.l( N2: JIII-N2(006292)-(Pr-Rm-190724 
Page 6 of6 / Crp. 6 H3 6 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlponJBO.ll:HTeJJb Afl>C, crpaua: )],-p Pe,rmw'c Jla6opaTOpHC JlT.n., llimIDI 

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 

HanMeHOB8HHe, a)lpec, JJHUeHJHH )lJJH Malkajgiri District - 500090, Telangana State, India (license 

IJpOH3B0,ll;CTBeHHaH nJIOW:a)lKa / IJJIOW:a)lKa KOHTpOJIH No 63/RR/AP/96/F/R) I Ilpomso,z:i;cTBeuuoe no,z:i;pa1.nenemIe-

Ka'leCTBa / Il.rrnw:a.!lKa BLmycKa II, YllaCTKH N!! 42p, 43, 44p, 45p, 46p, 53, 54 11 83, Jiaqynann11 
B1mn8.Ll)K, Jia11ynann11 MaH,nan, Me.!l'laJI ManaKa.z:l)Krnp11 

,[l;HCTpl1KT- 500090, WTaT TenaHraHa, lfu,nHH (Jimi:eH3l1H 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»./ 

3aKJito'leHHe O COOTBeTCTBHH: «HaCToHmHM SI IIO.!lTBep)l(,ri:aIO, 'ITO np11se,ri:eHHaSI BbIIIIe HH!pOpMaU:IDI S!BnSieTCH 
.!lOCTOBepHOH 11 TO'IHOH. 3Ta cepID! npo,ri:yKU:1111 npomse,ri:eHa (BKJIIO'laSI ynaKOBKY (MapKHpOBKY) 11 KOHTpOnb 
Ka'leCTBa) Ha BbIIIIeyKaJaHHOH IIp0113B0.ll:CTBeHHOH nnom'1.!lKe (nnoma,ri:Kax) B nonHOM COOTBeTCTBl1l1 C Tpe6oBaHl1HMl1 
IlpaBHJI Ha,ri:ne)l(ameif IIpOH3B0.LICTBeHHOH npaKTMKH EBpa311HCKOro 3KOHOMH'leCKOrO COI03a 
(N!!GMP/EAEU/RU/02346-2025 OT 25 ceurn6pH 2025) n Tpe6osaHIDIMl1 KOHTpOM KaqecTBa neKapcTBeHHbIX 
cpe,ri:CTB, a TaK)l(e B COOTBeTCTBl1H co cneu:11cp11KaU:IDIMl1, co,ri:ep)l(am11Ml1CSI B perHCTpaU:HOHHOM .!lOCbe CTpaHI,I­
HMTTOpTepa. 3an11c11 no npOH3B0.!lCTBY, ynaKOBKe 11 attanmy npoBepeHbl, 11 YCTaHOBJieHo HX COOTBeTCTBHe 
Tpe6oBaHIDIM IlpaBl1JI Ha,ri:ne)l(ameif npOH3B0.!lCTBeHHOH npaKTHKH EBpaJHHCKOro 3KOHOMH'leCKoro COI03a». 
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