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

CEPTH~IIKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Vil!. Kho!, Naiagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, iNDIA 

Tel: +9198166 56001-02 
vvvvn.ur, "'"'"'Y"·1..v111 

flpo)lyKT: Hatb® AKTHBreJib (HHMeCYnlf/l) reJib .nm, Hapy>KtiOfO npHMeHeHH11, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccilll 

Batch No./ 
V260019 

Batch Quantity/ 23325.0 units / 
CepHH .N'! 

: 
Pa1Mep cepuu 

: 
23325.0 e.n1rnm.-l 

Analytical Report No./ 
: 040003250769 

Date of Analysis / 
: 10.01.2026 

AuaJIHTH<Jec1mfi OT<IeT .N'! ,l],aTa auaJIHJa 
Date of Manufacture / 

12/2025 Date of Expiry / 11/2027 
lllarn npoHJBO/lCTBa 

: 
ro.ll,eH /lO 

: 

Mfg. License No. / 
Ilp0HlBO/lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J11l-N2(001336)-(Pf-RU) 
JIHQeHJHH .N'! 
Analvsis performed according ND/ Auanu1 npoBe.ll,eH no H,l],: JIIl-.N'!(001336)-(Pr-RU)-090625 

Page 1 of 6 / CTp. 1 HJ 6 

No/ 
N!! 

Test/ IloKaJaTeJib Result/ PeJyJILTaT Specification / HopMa 

1. Description/ Onucauue Homogeneous, transparent, 
colorless gel with characteristic 
odor I O.[(ttopo.[(HbIH npo3paL!HbIH 
renh 6ecu:seTttoro u:sern c 
xapaKTeptthIM 3anaxoM. 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor I 
O.[(ttopo.[(HbIH np03paL!HhIH renh OT 
6ecu:seTHoro .[(O 6ne,[(HO-)KeJ1Toro u:sern 
c xapaKTepHbIM 3anaxoM 

2. Identification / &enTuct,uKan:us1 

HPLCIB3)KX The retention time of the main peak 
in the chromatogram oftest solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. / BpeM.si y.[(ep)KI1Bamrn 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeM.si y.[(ep:>1msattm1 
0CHOBHoro IlHKa Ha xpoMaTorpaMMe 0CH0BHOro TIHKa Ha 

xpoMaTorpaMMe HCilh1TyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHH 
y.[(ep)l(HBaHH.s! 0CHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacTsopa 
cTatt.[(apTttoro o6paJu:a 
HHMecyJIH,[\a. 

HCilhITyeMOro paCTBOpa ,[\OJI)KHO 
COOTBeTCTBOBaTb BpeMeHH 
y.[(ep)l(HBaHH.s! OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe paCTsopa 
CTaH.[(apTHOro o6pa3Qa HHMecyJIH,[\a 
(pa3.[(eJI «Kon11qecrneHHoe 
onpe.[(eneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npttMe'laHHe: llpo,nyKT C00TBeTCTByeT rpe6osamUIM H,[{ 3aKJIIO'leutte: O,l],OliPEHO 

Prepared by / 
nonroToaneHo: Shagun 

~y 
Date / 
,l];m:i: 10.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tipoeepe1-10: Prave h npoeepeHo (AOK): per on/ O,no6peHo: O6ecrre11eHHe 
Rana 

f 
Amit Kumar Ka1JeCTBalOTBeTCTBeHHOe JIHQO: 

t~ {U1'JI (.__. k U M f-) I(____ 

~vJ/ 
Date / Date/ !Date/ I 2-c h,( CJ 1. 6 
,[(aTa: 10.01.2026 ,Uani: J 0.01.2026 )];arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laborarnries Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 

Vil!. Khol, Nalagarh Road, Baddi, 
Oistt. Solan, H.P., 173 205, if\!DIA 

Tel : +91 98166 56001-02 
www.orreaays.com 

Ilpo,uyicT: Haib® AKnrnreJib (tt11Mecym1.u) reJib .UJIJI ttapy)Kttoro np11Mettett11J1, I %, 50 r 

Market/ Phrnoic : Russia / Pocc11J1 

Batch No./ 
: V260019 

Batch Quantity/ 23325.0 units / 
Cepusi .N'2 PaJMep cepuu : 23325.0 e,UHHIH.( 

Analytical Report No. / 
: 040003250769 

Date of Analysis / 
: 10.01.2026 

AttaJlHTH'ICCKHH 0T'leT .N'2 ,[1.aTa anaJ1uJa 
Date of Manufacture/ 

: 12/2025 
Date of Expiry/ 

11/2027 
,!I.am np0H3B0,UCTBa ro.ueu .uo 

: 

Mfg. License No. / 
IlpOH3B0)lCTBeHH8SI : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 
JlHUeH3HSI .N'2 
Analysis performed accordin2 ND/ AuaJ1H3 npoBe.uett no H,U: JIU-.N'2(001336)-(Pr-RU)-090625 

Page 2 of 6 / CTp. 2 HJ 6 

UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y <P-cneKmpo,PomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y<I>-cneKTp maximum at 397±5 nm. / Yct>-cneKTp 
norJI01.Qemu1 HCTihITyeMoro norJI01.QeHm1 HCTThITyeMoro pacrnopa 
pacrnopa HMeeT MaKCHMYM )],OJI)KeH HMeTb MaKCHMYM norJIOI.QeHHJI 
nornoI.QeHHJI np11 397±5 HM. npH 397±5 HM. 

3. Weight of package 51 g/51 r According to Rus. Ph. / B coorneTCTBHH 
contents / Macca c Tpe6oBaHHJIMH r<I> P<I> 

co.n:epmuMoro ynaKOBKH 

4. pH 3.29 2.5 to 4 .5 I Or 2,5 )],O 4,5 

5. Viscosity / BHJKOCTh 968.7 centipoise / 400 to 1,200 centipoise / 
968, 7 caHTHTTYa3 Or 400 )],O 1200 CaHTHITYa3 

6. Impurities / IlpuMecu 

1. Impurity C / Not detected I He o6ttapy)Ketta Not more than 0.50 % / 
Tip11Mech C He 6onee 0,50 % 

11. ImpurityD / Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
f1pHMeCh D HH)Ke npe)],eJia o6Hapy)KeHHJI (TIO He 6onee 0,50 % 

= 0,02 %) 

Any other impurity / 0.03 % Not more than 0.50 % / .. . 
111. JII06aJ1 )].pyraJ1 npHMeCb He 6onee 0,50 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMettauue: Ilpo.uyKT coorneTcrnyeT Tpe6oaaHJ,!JIM H)]; 3ateJ110'lettue: O,UOJiPEHO 

Prepared by / 
no~roTosneHo: Sbaguo 

5V 
IDate/ 
:)];aTa: 10.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality A urance/ Aulhorized 
TiposepeHo: Pravesh TTposepetto (AOK): per on / O~o6pe1-10: O6ecne•1e1rne 
Rana 

f 
Amit Kumar Ka'-lecTBa!OreercTae1moe m1uo: 

{~/ 11 ,....,r K M /l.. 

_ <. l 
I Date / Date I IDate I / '2.--a I r J... O'l-6 
: )];am: I 0.01.2026 JJ:arn: 10.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjar8 Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



Dr. Reddy's Laboratories Ltd . 
Formulat,on Unit-6 •·· Dr.Reddy's ~;_• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Vil!. Khol, Naiagarh Road, Baddi, 
Oistt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ....... u 1rc .... ... y ... ~v111 

OpoAyKT: Haib® AKTHBre11h (1-L11M ecym1n) re11h .nm1 ttapy,1<Horo npHrviettemrn:, 1 % 50 r 

Market / PhlHOK : Russia / Poccm1 

Batch No./ 
: V260019 

Batch Quantity/ 23325.0 units / 
Cepusi .N'!! PaJMep cepuu 

: 
23325.0 e,llHHHU 

Analytical Report No./ 
: 040003250769 

Date of Analysis/ 
: 10.01 .2026 

AHa.flHTHlfec,mii OT'leT .N'!! )],aTa aHa.fluJa 
Date of Manufacture/ 

12/2025 
Date of Expiry / 

11/2027 
)],aTa npOUJBO.ll,CTBa 

: 
ro.ll,eH AO : 

Mfg. License No./ 
IIpoHJBO.ll,CTBeHHaH : MNB/05/263 MA number: / HoMep PY : J11l-N2(001336)-(Pf-RU) 
.flHQeHJHH .N°!! 
Analysis performed according ND/ Aua.fluJ npose,1J,eu no Hll: JITI-.N'2(001336)-(Pr-RU)-090625 
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iv. Total impurities / 0.1 % Not more than 1.50 % / 
CyMMa npHMeceii He 60J1ee 1,50 % 

7. Microbial purity*/ MuKpo6uoJioruqecKaH qucToTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count / O6UJ,ee lfHCJio He 6oJiee 102 KOE/r 
8.3po6Hb!X MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6UJ,ee lfHCJIO He 6oJiee 101 KOE/r 
.n:po)l()l(eBbIX H ITJiecHeBblX 
rpH60B 

111 . Pseudomonas aeruginosa NA Should absent in 1 g / 
OTCYTCTBHe B 1 r 

lV. Staphylococcus aureus NA Should absent in 1 g / 
OTCYTCTBHe B 1 r 

8. Assay/ KoJiuqecTBeuuoe onpeJJ.eJieuue 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpUMC'l811 nc: TiponyKT COOTBeTcTByeT Tpe6osaHH,IIM H,l], 3aK.flIOlfeuue: O.Ll:OliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality A urance/ Authorized 
rlo.nroroanetto: Shagun ITposepeHo: Pravesh rlposepetto (AOK): perso.o / OJlo6peHo: O6ecne4e~1He 

Rana 

1 
Amit Kumar Ka4ecTSa/O·rneTCTBeHHOe n11uo: 

r ~~ 
g U1-J1 L UMP.f2. 

__ l v-1 
Date I Date/ Date/ !Date/ I 2 -e 1~ vZO l £, 
,l],ara: 10.01.2026 ,l],ara: 10.01.2026 ,l],ara: 10.01.2026 ,l],arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTH~MKATAHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 

Dr. ReddyIs Laboratories Ltd . 
Formulation Unit-6 
Vil!. Khol, Naiagarh Road, Baddi, 
Oistt. Solan, rl.P, 173 205, i/\!DIA 

Tel : +91 98166 56001-02 
www.arreaay~.---u111 

IlpoJJ.yKT: Haih® AKTHBrenh (H11Mecym1JJ.) renh JJ.JJH Hapy)KHOro np11MeHeH11H, I %, 50 r 

Market/ PbIHOK : Russia / Pocc11}1 

Batch No./ 
: V260019 

Batch Quantity/ 23325.0 units/ 
Cep1rn .N'2 PaJMep cep11u 

: 
23325.0 eJ).11Hl11.J, 

Analytical Report No. / 
: 040003250769 

Date of Analysis/ 
: 10.01.2026 

AHaJlHTHqecKHH OT'IeT .N'2 .[laTa anaJ1HJa 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

.UaTa UPOHJBOJJ.CTBa roJ).eH JJ.O 
: 

Mfg. License No./ 

IlpOHJBOJJ.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 
JlHU,eHJHH .N'2 

Analysis performed according ND/ AnaJ1ttJ nposeJJ.eH no H.U: JIII-.N'2(001336)-(Pr-RU)-090625 

9. 

10. 

Nimesulide / 
HHMecynH,n: 

Dimethyl sulfoxide / 
,[t;uMeTHJICYJihcl>OKCU/l: 

Package/ YnaKOBKa 

R emarks : The Product confirms to ND/ 

10.02 mg I 10,02 Mr 
(100.2 %) 

100.2 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. I ITo 
50 r B Ty6y H3 JiaMHH11p0BaHH0ro 
aJIIOMHHHH, ctta6)KeHHYJO 
MeM6pattoii ,[(JUI K0HTpomI nepsoro 
BCKpbITHH. Ka)K.[(yIO Ty6y BMeCTe c 

HHCTPYKL(tteii no Me,n:m.1,11HCKOMY 
npHMeHeHHIO noMern,aJOT B naqKy 

KapTOHHYJO. 

Page 4 of 6 I CTp. 4 03 6 

9.0 mg to 11.0 mg of C13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr ,n:o 11,0 Mr C13H12N2OsS 
(HHMecynH,n:) ( OT 90,0 % ,[(0 110,0 % OT 
H0MHHaJibHoro co,n:ep)Kattm1) B 1 r rem, 

90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )].O 110 % C2H6OS 
(,n:HMeTHJICYJib!pOKCH,[() OT 
H0MHHaJibH0ro co,n:ep)KaHH}I 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. I 
ITo 20 r, 50 r HJIH 100 r B Ty6y 113 
JiaMHHHp0BaHH0ro aJIJOMHHHH, 
CHa6)KeHHYJO MeM6paHOH ,[(JIH K0HTp0JIH 
nepsoro BCKpblTHH. Ka)K.[(YJO Ty6y 
BMecTe c HHCTPYKL(Heii no 
Me,[(Hl.(HHCK0MY npHMeHeHHJO 
noMew,aJOT B naqKy KapT0HHYJO. 

Conclusion : APPROVED / 
Ilp11Mc•1am1e: n poeyKT cool'lleTcTByeT Tpe6osan11.11M H,D; 3atcmoqenue: O,ll;OliPEHO 1:===========:;-;::::===================::::: 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
n o)].r0T0Bneno: Shagun IlpoBepetto: Pravesh IlpoBepetto (AOK): person I O.no6petto: O6ecne'lett11e 

Rana fr Amit Kum["ar .,A _.,.,,,,. KaqecTBa/OrneTcrnettttoe 1rnu.o: 

_ _/ ~ "cu f--J I c }(_ u 1"'-1 f;i l'L 
_(~r1 

:==========: 

'

Date / I Date / Date/ 'Date / / '.L--o J-J.J) }- b 
p.arn: 10.01.2026 JJ:a-ra: 10.01.2026 JJ:arn: 10.01.2026 )~aTa : 

Registered Office: 8-2-337, Road l\lo. 3, Banjara Hills, Hyderabad - 500034, Tel,rngana, India 
Tel: ,9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 •·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTHwIIKATAHAJIII3A 

Vil!. Khol, Naiagarh Road, Bacidi, 

0istt. Solan, H.P., 173 205, lt\lDIA 

Tel : +91 98166 56001-02. 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g www.arreuuy~ . ..:om 

IIpoJJ,yKT: Haib® AKnrnrenh (HHMecymi:,l.l,) renh ,l.l,JIR ttapy)l(HOro rrp11MeHeHHJI, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc11JI 

Batch No./ 
: V260019 

Batch Quantity/ 23325.0 units / 
CepMH .N'! Pa1Mep cepMM 

: 
23325.0 e,l.l,HHHU 

Analytical Report No. I 
: 040003250769 

Date of Analysis / 
: 10.01.2026 

AHaJIMTM'leCKMH OT'leT .N'! )laTa anaJIMla 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

)laTa npOM3B0)),CTBa roi:.en )),0 
: 

Mfg. License No./ 
IIpoM3B0)),CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JII1-N2(001336)-(Pf-RU) 
JIMUeH3MH .N'! 
Analysis performed according ND/ AttaJIMl npoBei:.en no Hll: JIII-.N'!(001336)-(Pr-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MO'1CeT OTCYTCTBOBaTb B cepTn«t>nKaTe auaJIU3a npOU3BO}];UTeJIH. IIpoU3BO}];UTeJib 
rapauTupyeT Ka<JeCTBO npenapaTa no JTHM noKaJaTeJIHM. 

API name (INN) I HauMenoBauue Awe 
Nimesulide / HttMecym-1,i:i: 

(MHID: 
API manufacturer batch number / 

NMS/125070680 
HoMep cepuu npouJBOllUTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQUU npOU3BOAHTeJIH FESA00553 
rJiw: 
API Manufactured by & country / Aarti Drugs Ltd., India/ 
IIpouJBo,i:i:uTeJib AWC, cTpaua: Aapm ,[(pare JlTu., 11HAHJI 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 

manufacturing site / Control site / Release site 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

I MNB/05/263) I 

HauMeuoeauue, a,i:i:pec, JIUQeHJHH AJIH 
,[(-p Pe.LUJ,tt'c Jla6oparnpttc JlT,LJ,., l1H,LJ,m1, TTpomBo,LJ,cTBeHHOe 

rrn,D,pa3,D,eneHHe-6, Bttnn. Kxonb, Hanarapx Poy,i:i:, EaMH, ,[(ttcTpHKT 
IIpon3B0}];CTBeHHaH DJIOIQa,i:i:Ka / 

ConaH, x.n., 173205, 11H,LJ,H51 (JlHI..{eH3H51 N2 MNB/05/263)) 

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 

R mar ks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp101e•1am1e: npo)l,yKT COOTBeTCTByer Tpe6oaaHHHM H,IJ; 3aKJito'leHMe: O)lO.liPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
no.uroTOBJleHO: Shagun Ilpoaepeno: Pravesh llpoaepetto (AOK): person / O.no6peHo; O6ecne•1em1e 

Rana 

{ 
Amit Kumar K84eCTBa/OTBe1"CT8e1rnoe JlH UO: 

7,/~ ~~~ (UNI L ~UNf:\f2._ 

(v-lJ -
IDate / I Date / Date I IDate / IL-e 1~ ).__oJ,,,6 
:)J,aTa: 10.01.2026 : ,[(am: 10.01.2026 LJ:ara: 10.01.2026 LJ:ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTHwIIKATAHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Dr. Reddy' s Laborai:ories Ltd . 
Formulation Unit-6 
Vill. Khol, Na1agarh Road, Baddi, 
Oistt. Solan, H.P., 173 20.5, iNDIA 

Tel : +91 98166 56001-02 
WWW.Or, euuy'-.~u, 11 

Ilpo.nyKT: Haib® AKTHBreJih (HHMecyJIHJJ:) reJih .nm1 Hapy)KHOro npttMeHeHIDI, 1 %, 50 r 

Market/ PbJHOK : Russia / Poccm, 

Batch No./ 
: V260019 

Batch Quantity / 23325.0 units / 
Cepusi .N'! Pa1Mep ceptttt : 23325.0 e,11,HHHU 
Analytical Report No./ 

: 040003250769 
Date of Analysis/ 

: 10.01.2026 AttaJlttTuqecKHH oTqeT .N'! )laTa attaJ1ma 
Date of Manufacture / 

12/2025 
Date of Expiry/ 

11/2027 )laTa npoHJB0,11,CTBa : ro,11,eH ,11,0 : 

Mfg. License No./ 
IJpOH3B0}].CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JIIT-N2(001336)-(Pf-RU) 
JlHQeHJHSI .N'! 
Analysis performed according ND / AuaJ1tt3 npoBeJJ.eu no H)l: JIII-.N'!(001336)-(Pr-RU)-090625 

Page 6 of 6 / CTp. 6 H3 6 

full compliance with the GMP requirements of the Eurasian Economic Union 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». 

3aK.rnoqem1e O COOTBeTCTBUU: «HacT051IIJJiM 51 rro,n:TBep)K,n:mo, 11TO rrp1rne,n:eHHa51 BbIIIIe 1rnq>opMaIJ1,rn 51BJrneTC51 

,n:OCTOBepHOH Ii T011HOH. 3m cepli51 rrpo,n:yKIJlili rrpOii3Be,n:eHa (BKJII011a51 yrraKOBKY (MapKiipOBKY) Ii KOHTPOJII, 

Ka11eCTBa) Ha BhIIIIeyKa3aHHOH rrpOii3BO,n:CTBeHHOH IIJioma,n:Ke (rrJioma,n:Kax) B IIOJIHOM COOTBeTCTBlili C 

Tpe6oBaHli51Mli ITpaBHJI Ha,n:Jie)KaIIJeH rrpOii3BO,n:CTBeHHOH rrpaKTliKli EBpa31-IHCKOro 3KOHOMli11eCKOro COI03a Ii 

Tpe6oBaHli51Mli KOHTPOJI5I Ka11eCTBa JieKapCTBeHHhIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBlili co crreum}mKaIJli51Mli, 

co,n:ep)KaIIJ;liMliC51 B perliCTpaIJHOHHOM ,n:ocoe CTpaHhl-1-IMIIOpTepa. 3arrHCli no rrpOii3BO,n:CTBY, yrraKOBKe Ii aHaJili3Y 

rrpoBepeHhI, Ii ycTaHOBJieHO I-IX COOTBeTCTBlie Tpe6oBaHli51M ITpaBliJI Ha,n:Jie)Kame0: rrpOii3BO,n:CTBeHHOH rrpaKTliKli 

EBpa3HHCKoro 3KOHOMH11ecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpttMeqauue: IIpo.nyKT COOTBeTcTByeT rpe6oBaHIIJIM H)l 3atcmoqeuue: O)lO6PEHO 
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