
CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpoi:i:yKT: 3HaM® (3Hananp1m), Ta6neTKH 5 Mr 
Market / PLIHOK : Russia/ PoccID! 

Batch No./ 
: B2503820 

Batch Quantity/ 2400000 tabs / 
CepnHN!' Pa3Mep cepnu 

: 
2400000 m6neTOK 

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

,UaTa aHamna 
: 14-01-2026 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
30-11-2028 

,UaTa DPOH3BOJJ:CTBa 
: 

roi:i:eHJJ:O 
: 

Mfg. License No./ 
MA number:/ HoMep 

IlpOH3BOJJ:CTBeHHaH : 63/RR/ AP/96/F/R : JIIl-N!(006292)-(Pr-RU) 
JIHU:eH3HH N! 

PY 

Analysis performed accordinl! ND No/ AuaJIH3 npoeei:i:eu no H,n: N!: Jlll-N!(006292)-<Pr-RID-190724 
Pa2:e 1 of 6 / CTp. 1 HJ 6 

Test/ IloKa3aTeJIL Result/ Pe3yJILTaTLI Specification / HopMa 

1 Description / Onucauue 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. / 

Eem,1e, Kpyrm,Ie, nnoCKHe Ta6neTKH EenL1e 11JIH no'ITH oenL1e, KpyrnLIe, 
co CKOIIIeHHblMH KpWIMH, c IlJIOCKHe Ta6JieTKH co CKOIIIeHHbIMH 
THCHeHHeM "EMT" Ha OAHOH KpWIMH, c THCHeHHeM "EMT" Ha OJJ:HOH 
CTopoHe 11 u:mppo0 "5" 11 CTOpOHe 11 umppott "5", 11 

pa3JJ:eJIHTefilHOH pHCKOH Ha i:i:pyrott pa3)],eJIHTeJihHOH pHCKOH Ha i:i:pyrott 
CTopoue. Ha nonepetIHOM pa3pe3e CTopoHe. Ha nonepetIHOM pa3pe3e 51)],po 
51)],po 6enoro u:aeTa. 6enoro HJIH notITH 6enoro QBeTa. 

2 Identification /Hi:i:enTHljiHKau;nH 

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. / BpeM51 standard solution (section "Assay"). I 
yi:i:ep)l(HBaHH51 OCHOBHOro IlHKa Ha BpeM51 yi:i:ep)l(HBaHID! OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe HCilbITyeMoro xpoMaTorpaMMe HCilhITyeMOfO paCTBOpa 
paCTBopa COOTBeTCTByeT apeMeHH 
yi:i:ep)l(HBaHH51 IlHKa 3HananpHJia Ha 
xpoMaTorpaMMe 
paCTBOpa. 

CTaH)],apTHOfO 

)],0Jl)l(H0 COOTBeTCTBOBaTb BpeMeHH 

yi:i:ep)l(HBaHH51 nHKa 3Hananp11na Ha 
xpoMaTorpaMMe cmHi:i:apTHoro paCTBopa 
(pa3,D,eJI «KOJIH'leCTBeHHOe 
onpei:i:eneHHe» ). 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED/ 

IlpnMe11aune: IIpoi:i:yKT cooTBeTCTByeT TPe6oaaHID!M H.D: 3aKJJt0tteu11e: O).J:OliPEHO 

Prepared by / Checked by / IIpoaepeHo: Checked by (AQA) / A pproved by: Quality 
Oo,D,rOTOBJieHO: A. Susmitha- Quality ITpoaepeHo (AOK): Assurance/Authorized person I 
M . Brahmaji - Quality control- Team Member S. Meera Saheb - Quality Oi:i:o6peHo: 06ecnetieH11e 

control- Section Head Assurance- T~ Membo, 1<aYeCTsa/OTBeTCTBe}rnoe Jrnu;o: 

~~ a- S. Haneef- Qualityt ssurance-
Team Member 

lnate /)];am : h-o I- 711 M I In ate / Jl.an: / :( •Of~[)_ 0~ ( llnate /)];am: \':y'n,-~ I Date /):(aTa: t Cf ----0 / ---VD~ I 



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

CEPTII<l>IIKAT AHAJIII3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo,!J;yIIT: 3HaM®(3mmanpm1), rn6neTKH 5 Mr 
Market/ PblnOK : Russia/ Poccm1 

Batch No./ 
: B2503820 

Batch Quantity / 
CeouH .N'2 Pa3Mep cepuu 

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

,Ll;aTa auanu3a 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
,Ll;aTa npOH3B0,!J;CTBa 

: 
ro,l);eH,l);O 

Mfg. License No. / 
MA number: / HoMep 

IlpoH3B0,!J;CTBeHHaH : 63/RR/AP/96/F/R 
JJHQeH3HH _N'g 

PY 

2400000 tabs / 
: 

2400000 Ta6JJeTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordine ND No / AuaJJH3 npose,1J;eu no H,11; .N'2: Jill-.N'2(006292)-(Pr-RU)-190724 

2b TLC/TCX 

3 

4 

5 

Uniformity of dosage units / 
O,!J;HOpO,!J;HOCTL ,!J;03HpOBaHHLIX 
e,l);HHHQ 

Dissolution / PacTBopeune 

Impurities / IlpnMecu 

Enalaprilat / 3Hananp0naT 

Complies / CooTBeTCTBYeT 

2.5 I 2,5 

Unit-I/ Ta6n.-1 103% 

Pa2e 2 of6 / CTp. 2 HJ 6 
The principal spot in the chromatogram of 
the test preparation should correspond to 
that in the chromatogram of the standard 
preparation. / 0CHOBHOe IDITHO Ha 
xpoMaTorpaMMe 0cm,rryeMoro paCTBopa 
,!J;OJDKHO COOTBeTCTBOBaTb OCHOBHOMY 
IDITHY Ha xpoMaTorpaMMe CTaH,!J;apTHOro 
pal:"n1upa. 

The Acceptance Value (AV) should be 
less than or equal to 15.0. / IloKa3aTem, 
npueMneMOCTH (AV) ,!J;OmKeH 6MTb He 
6onee 15,0. 

Not less than 80 % (Q) of 

Unit-2 / Ta6n.-2 
---+--------, C20H2sN20s·C.Jii04 (Enalapril maleate) 

103% of the label claim in 30 min. / He MeHee 
Unit-3 / Ta6n.-3 98% 

---+--------i 
80 % (Q) OT HOMHHaJJbHOro CO,!J;ep)l(aHID! 

Unit-4 / Ta6n.-4 102% 
---+--------, C20H2sN20s·C4~04 (:mananp0na 

ManeaT) '1epe3 30 MHH. 

Unit-5 I Ta6n.-5 101% 

Unit-6 / Ta6n.-6 100% 

Not detected/ He 06Hapy)l(eHa 

Enalapril diketopiperazine / Not detected / He o6Hapy)l(eHa 

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

Not more than 2.5 % / He 6onee 2,5 % 
3Hananp0na ,!J;HKeTommepa3HH 

Total impurities 
rrp0Mece0 

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

Remarks : The Product confirms to ND/ 
IlpuMe'laHue: IlpO,!J;yKT COOTBeTCTByeT Tpe6oBaHID!M H,JJ; 

llconclusion: APPROVED/ 
ll3aKJ1J0<1en11e: O,IJ,06PEHO 

Prepared by I 
Ilo.o.roTOBJJeuo: 
M. Brahmaji - Quality 

control- Section Head 

~ 

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

Checked by (AQA) I Approved by: Quality 
HpoBepetto (AOK): Assurance/Authorized person/ 
S. Meera Saheb - Quality O.o.o6peuo: 06ecne'leH0e 
Assurance- T·:QMember Ka'feCTsa/OrseTCTBeHHOe n0Qo: 

S. Haneef- Quality(t\ssurance-
Team Member ~ 



I I •• 

Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlpO.llYKT: 3HaM®(3mUianmm), Ta6neTKH 5 Mr 
Market/ PbIHOK : Russia/ PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity / 
CepnH .N2 PaJMep cepnu 

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

.IJ:arn aHaJJHJa 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
.ll:aTa DPOH3B0.llCTBa 

: 
ro.lleH.llO 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
JJHQeHJHH .N'! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

: JIII-.N2(006292)-(Pr-RU) 

Analysis performed according ND No/ AnaJJHJ npoeeJ.J:eR no HJ{ .N2: JIII-.N2(006292)-(Pr-RU)-190724 

Pae:e 3 of 6 / CTp. 3 HJ 6 
6 Assay I KonuqecreeHnoe 5.02 mg/ 5,02 Mr From 4.5mg to 5.5mg of 

onpeJ.J:eneHue 
(100.4% / 100,4%) 

C20H2sN2O5·C4HiO4 (Enalapril 
maleate)pertablet(90.0 %to 110.0 % 
of the label claim)./ 
OT 4,5 Mr .llO 5,5 Mr 
C20H2sN2O5·C4HiO4 (3HananpHna 
ManeaT) B Ta6JieTKe (OT 90,0 % .llO 
110,0 % OT HOMHHaJibHOro 
co.nep)KaHIDI). 

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

8 Microbiological purity*/ MnKpo6uonoruqecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g. / 
Count I O6~ee 'IHCJIO a3po6HI,1x He 6onee 103 KOE/r. 
MHKpOOpraHH3MOB 

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. / 
moulds count / O6~ee 'IHcno He 6onee I 02 KOE/r. 
,n;pO)K)KeBblX H nnecHeBbIX 
rpH60B 

c) Escherichia Coli Not Applicable Shall be absent in l gram. I 
OTCYTCTBHe BI r. 

9 Subdivision of tablets/ Complies / CooTBeTCTBYeT The tablets comply with the test, if not 
O.llHOpO.llHOCTb Mace npu more than I individual mass is outside the 
.lleJJeHHH Ta6JJeTOK limits of 85 % to ll 5 % 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 I individual 
mass is outside the limits of 75 % to 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
UpnMe'laHHe: Ilpo.nyKT COOTBeTCTByeT Tpe6oBaHHHM H,[l 3aKmO'leuue: O.IJ:OEPERO 

Prepared by / Checked by/ IlpoeepeHo: Checked by (AQA) / Approved by: Quality 
[lo,n;rOTOBJieHo: A. Susmitha- Quality flpoeepeHO (AOK): Assurance/Authorized person/ 
M. Brahmaji - Quality control.- Team Member S. Meera Saheb - Quality O,no6peHo: O6ecneqeHHe 
control- Section Head 

CJ--
Assurance- T:G Mombe, Ka'leCTea/OTBeTCTBeHHOe JIHQO: 

~~ S. Haneef- QualiiL ssurance-
Team Member 

lnate /J:(aTa: ,,-{/ 1-UJU llnate /J:(aTa: /.t-i11-~w.~6 I Date /J:(aTa: t~ "°t~"vb lnate /J:(aTa: C ,....-C> l .--'ZD7Ao I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlpollyKT: 3ttaM® (3ttananpm1), Ta6neTKH 5 Mr 
Market/ PhIHOK : Russia I PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity / 
CeouHN! PaJMep cepuu 
Analytical Report No. / Date of Analysis / 
AuaJIHTH'leCKHii oT'leT : 2002FP26000050 ,!l;aTa auaJIHJa 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
.l{aTa npOH3B0llCTBa 

: 
rolleHllO 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3BOllCTBennaH : 63/RR/AP/96/F/R 
JIHQeHJHH N2 

PY 

2400000 tabs / 
: 2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordine ND No/ AuaJIHJ nooeelleH no H.ll N2: JIII-N2{006292)-(Pr-RU)-190724 
Pae:e 4 of 6 / CTp. 4 03 6 

10 Package / Onucauue 
ynaKOBKH 

125 % of the average mass. / Ta6neTKH 
COOTBeTCTB)'IOT -rpe6oBaHIDIM, ecJIH He 
6onee 1 e.zurnwrna.11 Macca oTKJIOH.!leTC.11 
3a npelleJibl 85 % - 115 % OT cpellHei:i 
MaCChl. Ta6neTKH He COOTBeTCTB)'IOT 
-rpe6oBaHIDIM, ecnH 6onee 'leM 1 
HH,ll;HBH,IJ;yaJibHa.!I Macca OTKJIOH.!leTC.!I OT 
3THX npelleJIOB HJIH, eCJIH 1 
HH.D:HBH.D:YaJILHa.11 Macca OTKJIOH.!leTC.!I 3a 
npe,n:en1,r 75 % - 125 % OT cpe.D:Heii 
MaCCLI. 

10 tablets in blister of three-layer foil Tablets 2.5 mg 
(OPNAl/PVC) foil and Aluminum 10 tablets in blister of three-layer foil 
foil with heat seal lacquer coating on (OPNAI/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 Ta6JieTOK B 6n0cTepe m a carton pack. 
TpexcnoiiHoii q>OJihrH Tablets 5 mg, 10 mg. 20 mg 
(OIINAJI/IIBX) u aJIJOMHHHeBoii 10 tablets in blister of three-layer foil 
q>OJihrH c TepMOCBap0BaeMLIM (OPNAI/PVC) foil and Aluminum foil 
naKOBhlM IlOKpLITHeM 
3aneqaTL1BaeMOH CTOpOHe. 

Ha with heat seal lacquer coating on the 
sealing side. 

IIo 2 6JIHCTepa BMeCTe c JIHCTKOM- 2, 5, 6, 10 blisters and patient information 
leaflet in a carton pack. / 
Ta6J1emKu 2,5 M2 

BKJia,D:bUIIeM B na'IKY KapTOHHyJO. 

IIo 10 Ta6JieTOK B 6JIHCTepe H3 
TpexcnoiiHoii q>OJihrH (OIIN AJI/IIBX) u 
aJIIOMHHHeBOH q>OJihrH C 
TeDMOCBaoHBaeMLIM JiaKOBLIM 

!
Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
Ilpmue'1au11e: IIpo.n:yKT cooTBeTCTBYeT Tpe6oBaHIDIM H,ll 3aKmoqeu11e: O,!1;O6PEHO 

Prepared by I Checked by / Ilpo.eepeHo: Checked by (AQA) / Approved by: Quality 
Ilo,n:roTOBJietto: A. Susmitha- Quality IlpoBepeHo (AOK): Assurance/ Authorized person I 
M. Brahmaji - Quality control- Team Member S. Meera Saheb - Quality 0llo6petto: 06ecneqeuue 

control- Section Head 

~ 
Assurance~ Tg ombe, KalJeCTBa/0TBeTCTBeHHOe JIHLJ,O: 

~~ 
S. Haneef- Quati·~ Assurance-
Team Member 

I Date /.[(aTa: 11 --I/-~ P-6 IIDate /ll,aTa:·(::f-C/-JO&i IIDate /,lJ;aTa: \ ~ t?\ \-wJ:, IIDate /.[(aTa: l q _.-{) I .-'i,o Vb 
I 



•·· pr.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTll~HKATAHAJIH3A 

Product: Enam® (Enalapril) tablets 5 mg 
Ilpo)lyKT: 3ttaM®(3ttananmrn), Ta6neTKM 5 Mr 

Market / PhIHOK : Russia / PoccIDI 

Batch No./ 
: B2503820 

Batch Quantity/ 2400000 tabs / 

CepnHN2 Pa3Mep cepuu 
: 

2400000 Ta6JieTOK 

Analytical Report No. / Date of Analysis / 
Aua.rmTnqecKuii oTqeT : 2002FP26000050 

,ll;aTa auaJIH3a 
: 14-01-2026 

Date of Manufacture/ 
15-12-2025 

Date of Expiry / 
30-11-2028 

J{aTa DPOH3B0JlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
MA number: / HoMep 

IlpOH3B0JlCTBeHHaH : 63/RR/ AP/96/F/R : JIII-N2(006292)-(Pr-RU) 
JIHUeH3HH N2 

PY 

Analysis performed accordine: ND No I AuaJIH3 npoBe)leH no HJ{ N2: JIII-N2(006292)-(Pr-RU)-190724 
Pag:e 5 of 6 / CTP 5 H3 6 

IlOKpbITMeM Ha 3ane'laT1,rnaeM00 
CTOpOHe. 
Ilo 2 6JIMCTepa BMeCTe c JIMCTKOM -
BKJia)lbIIIIeM B na'IKY KapTOHH)'lO. 
Ta6J1emKu 5 .Mz. IO MZ. 20 MZ 

Ilo 10 Ta6JieTOK B 6m:rCTepe m 
TPexcnowttow qion1,r0 (OIIA/AJI/IIBX) 0 
3JIIOMIUIHeBOH qJOJIJ,fH C 

TepMOCBapMBaeMbIM JiaKOBI,IM 
IlOKpbITMeM Ha 3ane'laTb1BaeMOH 
CTOpoHe. 
Ilo 2, 5, 6, 10 6JIMCTepoB BMeCTe c 
JIMCTKOM-BKJia.rlbIIIIeM B na'IKY 
KaOTOHHVJO. 

* - 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. / 

* IlpOBO,[J;HTCjl npOM3B0JlHTeJieM npM BbITIYCKe nepMO,D;H'leCKM: JlJijl KIDK,n:OH 20-ow cepMM MJIM 

He Mettee I pa3a B ro,n:. IlOKa3aTeJII, MO,KeT 6bITI, He BKJIIO'leH B cepTMqJMKaT attanma <pHpMbI. 

API name/ uanMeuoBauue A«l>C: Enalapril Maleate I 3ttananp0na ManeaT 

INN/MHH: Enalapril / 3ttananp0n 

API manufacturer batch number/ AERH016555,AERH016174 
HoMep cepuu npou3BOJlHTeJIH A«l>C: 

FP Manufacturer API Batch number/ FBSA00261, FBSA00484 
HoMep cepuu cy6cTauuuu npon3BOJlHTeJIH rJI«I>: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: IIpo,n;yKT cooTBeTCTByeT TPe6oBaHIDIM H.U 3aKJiroqeuue: O,ll;OBPEHO 

Prepared by / Checked by / IIpoBepeHO: Checked by (AQA) / Approved by: Quality 
Ilo,n;roTOBJieHo: A. Susmitha- Quality IIpoBepeHO (AOK): Assuraoce/ A uthorized person / 
M. Brahmaji - Quality control - Team Member S. Meera Saheb - Quality 0 ll06peHO: 06ecne'lett0e 
control- Section Head a- Assu,ance- T~ ombe, Ka4eCTBa/0rneTCTBeHHOe JIMUO: 

~ S. Haneef- Quality Assurance-
Team Member 2-, / 

ioate /,ZJ;aTa: IIDate /,ZJ;aTa: (,':( -{) / .. JQ(X. ~ Date /,ZJ;aTa: 

---,,, 

11-IJ/-z,f}M, l ::t..,..,.\ ~kivt Date /,[(aTa: [9 -€)1 rCl,c,~ 



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

CEPTH<l»IIKAT AHAJill3A 

Product: Enam® (Enalapril) tablets 5 mg 
IlpO,I\YKT: 3HaM® (3Hananpm1), Ta6JieTKH 5 Mr 
Market / PblHOK : Russia / PoccID! 

Batch No./ 
: B2503820 

Batch Quantity / 
CepuB.N"! Pa3Mep cepun 

Analytical Report No. / Date of Analysis / 
AuaJIHTH'lecKnii 0T'leT : 2002FP26000050 

,ll;aTa auaJIH33 

Date of Manufacture / 
15-12-2025 

Date of Expiry / 
,ll;aTa DPOH3B0,I\CTBa 

: 
ro,l\eH ,1\0 

Mfg. License No. / 
MA number:/ HoMep 

IlpOH3B0,I\CTBeHHaB : 63/RR/AP/96/F/R 
JIHUeH3HB .N°! 

PY 

2400000 tabs / 
: 

2400000 Ta6JieTOK 

: 14-01-2026 

: 30-11-2028 

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

Analysis performed accordi01? ND No/ AuaJIH3 npoee,l\en no H,lI; .N"2: JIII-.N"2(006292)-(Pr-RU)-190724 

Paee 6 of6 / Crp. 6 u1 6 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlponJBO,ll,HTeJJb A<l>C, CTpaua: A-p PeM1i'c Jia6opaTOpHc JlT,ll,., ~ID! 

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 

HauMeuoeauue, a)\pec, JIHD;eH3HH ,!\JIB Malkajgiri District - 500090, Telangana State, India (license 

IlpoH3B0,ll,CTBeHHaH DJJOiu;a,I\Ka / 11.rJoIQa,I\Ka K0HTp0JIH No 63/RR/AP/96/F/R) I IlpomBO.I\CTBeHHoe no,l\paJ,11,eneHHe-

K311CCTB3 / Il.rJOIQ3,I\KD DblDYCKD II, Y11aCTKH N!! 42p, 43, 44p, 45p, 46p, 53, 54 H 83, Ea11ynannH 
BHJIJia,!J,)K, Ea11ynann11 MaH,11,an, Me,n:11an ManaKa,!J,)KrHpH 

,lJ;HCTpHKT- 500090, mTaT TenaHraHa, MH,n:IDI (JIHI.\eH3IDI N!! 
63/RRI 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»./ 

3aKJJIO'feHne 0 C00TBeTCTBHH: «HaCTOJIIl(HM jj Il0,!1,TBep:>K,l\alO, 'ITO npHBe,11,eHHaR BbIIIIe HHq>OpMaUIDI JIBAAeTC» 
,11,0CTOBepHOW " TO'IHOH. 3Ta cepIDI npO,!J,YKUHH np0H3Be,!l,eHa (BKJIIO'la» ynaKOBKY (MapKHpOBKY) " KOHYpOJib 
Ka'leCTBa) Ha BhimeyKaJaHHOH npOH3B0,l\CTBeHHOH IIJIOil(a,11,Ke (nJIOil(a,11,Kax) B IIOJIHOM COOTBeTCTBHH C Ype60BaH1rnMH 
IIpaBHJI Ha,11,Jie)l(all(eH npOH3B0,!l,CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH1feCKOro COl03a 
(N!!GMP/EAEU/RU/02346-2025 OT 25 ceHrn6pR 2025) " Tpe6osaHIDIMH KOHTpoAA Ka11ecTBa JieKapcTBeHHhIX 
cpe,11,CTB, a TaK)l(e B COOTBeTCTBHH co cneumtmKal_\IDIMH, co,11,ep)l(all(HMHCJI B perncTpaUHOHHOM ,11,0Cbe CTpaHbl­
HMnopTepa. 3aIIHCH no npOH3B0,l\CTBY, ynaKOBKe H aHaJIH3Y nposepeHbI, H ycraHOBJieHO HX COOTBeTCTBHe 
Tpe60BaHIDIM IIpaBMJI Ha,n:Jie)l(all(eH IIpOH3B0,l\CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'faune: Ilpo,11,JKT cooTBeTCTByeT Tpe6osaHH»M HA 3aKJ11011er111c: O)1,OBPEHO 
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