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

CEPTH<l>HKAT AHAJIH3A 

Pr<~,jue:t : 1\J'i8e Activgel (nimesulide) gel for external use, l %, 50 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., .173 205, INDIA 

Tel : +91 98166 56001-02 
www. rre lvc;_com d dd 

D1,011y 1n: Haifa® AKnrnreJib (111 1Mecvm1,u) renb ,nm11rnpy)lrnoro npHMettemrn, I %, 50 r 

Market/ PbIHOK : Russia / Poccll! 

Batch No./ 
V250962 

Batch Quantity/ 23530.0 units/ 
: 

PaJMep cepnn 
: 

23530.0 e,nHHHU Cep1rn J(2 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13 .12.2025 

AHaJlttTH'-leCKHH 0T'-leT .N"2 )],aTa aHaJltt3a 

Date of Manufacture / 
11/2025 

Date of Expiry/ 
10/2027 

l(aTa noOH3B0.llCTBa 
: 

roJJ.eH JJ.O 
: 

Mfg. License No. / 
0 p0113B0,I\CTBCHHaSI : MNB/05/263 MA number.: / HoMep PY : JITT-.N2(001336)-(Pr-RU) 

.fHIU 1131U1 .N'!! 
Analysis performed according ND/ AHamn nooBeJJ.eH no H.L(: JIIl-.N"2(001336)-(Pf-RU)-090625 

Nol 
.M! 

1. 

2. 

Test / II01rn3aTeJ1b 

Description / Om1caune 

Result/ PeJyJibTaT 

Homogeneous, transparent, pale­
yellow gel with characteristic odor 
/ O.nttopo,ll,HhIH npo3pa4HhIH reJib 
6Jie,ll,HO-)l(eJITOf0 LI,BeTa C 
xapaKTepHhIM JanaxoM 

Identification / II.zi,euTmjmKa~nH 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O.nttopO,ll,HhIH np03pa4HhIH reJih ot 
6ecLI,BeTHOro ,ll,O 6Jie,ll,HO-)l(eJITOfO UBeTa 
c xapaKTepHhIM 3anaxoM 

HPLC I B3)K)( The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. / BpeMjl y.nep)l(1,rnamrn 
OCHOBHOf0 m-1Ka Ha 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
mam peak m the chromatogram of 
nimesulide reference standard solution 
(section Assay). / BpeMjl y.nep)KHBaHHjl 
0CHOBH0ro nl1Ka Ha xpoMaTorpaMMe 

xpoMaTorpaMMe HCTThITyeMoro 
paCTBOpa C00TBeTCTByeT speMeHH 
y.nep)l(HBaHHJI 0CHOBHOfO TTHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTatt.napTHoro o6pa3~a 
HHMecy1rn.na. 

11cnb1TyeMoro pacrnopa ,ll,OJl)l<HO 
C00TBeTCTB0BaTb speMeHH 
y.nep)!<HBaHHSI OCHOBHOro n1-1Ka Ha 
xpoMaTorpaMMe pacTBOpa 
crntt.napTHoro o6pa3LI,a HHMecym1.na 
(pa3,ll,eJ1 «KOJIHYecTBeHHOe 
onpe.nenettHe» ). 

Remar·ks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'-laHHe: npo,ll)'KT COOTBeTCTByeTTpe6onaHl1Jl:M H.[( 3a1-:mo'-lc1mc: OJ(OJiPEHO 

Prepared by/ 
CTo,nroTosnetto: Anchal 

~ 

:.[(am: 15.12.2025 
IDate / 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authori~ed 
rlpon 'pc110: Pravesh rlposepeHo {AOK): person / O.no6peHo: O6ecne'-leH11e 
Rana 

i 
Amit Kumar 1<a<1ec-roa/OTl3CTCTBl!HHOe m1uo: 

/ ' --

/V ~/ / 
I 

I Date/ Date / !Date/ 1) - 11.. • ) ') '11 

: .[(am: 15.12.2025 .[(ani: 15.12.2025 :Aarn: 

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

CEPTH~IIKATAHAJIH3A 

Product : Ni8e Aclivgel (n1me8ulitle) gel for external u8e, l %, :'50 g 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +919816656001-02 
,.,.,,. ,, rlrri:,,frh1<..r-nm 

Ilpo,llyKT: Haih® AKnrnreJib (HHMecym:1.n) renh ,n1rn ttapy)KHOro np11MeHeH11R, 1 %, 50 r 

Market / PbIHOK : Russia / Pocc1rn 

Batch No./ 
: V250962 

Batch Quantity / 23530.0 units / 
Cepusi .N"!! Pa3Mep cepuu 

: 
23530.0 e.rurn11u 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13 .12.2025 

AHaJJHTH'-Iec,mii OT'-leT .N'! ,ll.aTa attaJJH3a 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2027 : 

ro,lleH .ll,O 
: 

.LJ.aTa np0H3B0,llCTBa 

Mfg. License No./ 
IlpOH3B0.llCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITT-.N2(001336)-(Pf-RU) 
JJHQeH3HSI .N°!! 
Analysis oerformed accordin2 ND/ AttaJJm nooBe.lleH no H.LI.: JIIl-.N'!(001336)-(Pr-RU)-090625 
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UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y <P-cneKmporj;omo."vtempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y<l>-cneKTp maximum at 397±5 nm. / Y<l>-cneKTp 
nornomeHHR HCIThITyeMoro nornomeHHR HCIThITyeM0ro pacTBopa 
pacTBopa HMeeT MaKCHMYM )],0J1)1(eH HMeTb MaKCHMYM norrromeHHjl 
nornomeHHR npH 397±5 HM. npH 397±5 HM. 

3. \Veight of package 51 g / 51 r According to Rus. Ph. / B coorneTCTBHH 
contents / Macca C Tpe60BaHHj1MH r<l> P<l> 
CO)],ep'.IKUMOro ynaKOBKU 

4. pH 3.49 2.5 to 4.5 I OT 2,5 )],O 4,5 

5. Viscosity / BH3KOCTb 979.6 centipoise / 400 to 1,200 centipoise / 
979.6 cattrnnya3 OT 400 )],O 1200 cattrnnya3 

6. Impurities / IIpuMecu 

1. Impurity CI Not detected / He o6ttapy)l(eHa Not more than 0.50 % / 
TTp11Mech C He 6011ee 0,50 % 

11. Impurity D I Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
Tip11Mecb D HH)l(e npe)].e11a o6Hapy)KeHHR (TTO He 6011ee 0,50 % 

= 0.02 %) 

Any other impurity / 0.06% Not more than 0.50 % / ... 
lll . J1J06ajl )].pyrajl np11Mecb He 6011ee 0,50 % 

•Remarks: The Product confinns to ND/ IConclusion : APPROVED / 
fipnMe'-la Hue: Ilpo,a:yKT coorneTcrnyeT Tpe6oeamrsiM H)], 3aKmo'-lemte: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / !Approved by: Quality Assurance/Authorized 
n o,a:rornsneHo: Anchal 

OJI_ 
:JJ,a-ra. 15.12.2025 
!Date / 

n poaeper-ro: Pravesh TTpoeepetto (AOK): person/ O,a:o6peHo: O6ecne11em1e 
Rann 

i 
Amit Kumar 1(3•tecrno/OTBCTCTBCl-lllOC JJHl..(O: 

' 
~._/ ~ I~ 

I Oak / Date / !Date' 1? - h.~ ')"1 ')) 
: ,[tarn: 15.12.2025 )],aTd. ] 5. 12.20_5 :A,rra: 

Registered Offi ce: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys com 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 ... , .... , 1 .. ,r rnt"';"I 

Ilp0Jly1rr: Hai13® AKTttBrenh (1:111Mecv1111.u) reJJh .n::n.11 ttaoy>K1c1oro Til)HMetteHu.11, 1 %, 50 r 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
: V250962 

Batch Quantity/ 23530.0 units / 
Cepnn .N'!! PaJMep cepuu 

: 
23530.0 e,ll,HHHU 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13.12.2025 

AuaJJUTH'leCl<:UH OT'ICT .N'!! .Ll:aTa auaJiu3a 

Date of Manufacture / 
11 /2025 

Date of Expiry / 
10/2027 

lllaTa npottJBOJlCTBa 
: 

ro)leH ,ll,0 
: 

Mfg. License No. / 
Ilp0U3B0JlCTBCHHaH : MNB/05/263 MA number: / HoMep PY : Jlll-N~(001336)-(Pf-RU) 
J1HUeH3HH .N'!! 
Analysis performed according ND/ Anamn nooae)leH no Hll: JITI-.N'!!(001336)-<Pr-Rm-090625 
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iv. Total impurities/ 0.1 % Not more than 1.50 % I 
CyMMa np11Mecei1 He 60J1ee 1,50 % 

7. Microbial purity* / Mmi.:po6uoJioruqecKaH q11cT0Ta* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O61.I.{ee '-{HCJio He 60J1ee 102 KOE/r 
a3po6HhIX MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count I O61.I.{ee '-{HCJI0 He 60J1ee 101 KOE/r 
.npo)K)l(eBbIX H nJleCHeBhlX 
rptt60B 

lJI. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTC)'TCTBHe a 1 r 

lV Staphylococcus aureus NA Should absent in 1 g / 
OTC)'TCTBHe a 1 r 

8. Assay / KoJiuqecTseunoe onpeAeJJenue 

Remarks ; The Product confirms to ND/ Conclusion : APPROVED / 
np1-1Met.JaR11c: llpOllYKT cooTBeTcTByeT Tpe6oear:rrUrM H)]. 3aKJIIO'ICHHe: o,n:OSPERO 

Prepared by / Chechd by I Checked by (AQA) I Approved by: Quality Assurance/ Authori:i:ed 
ITo.nroTOBJletto: Anchal TTpoBepeHo: Pravesh ITposepetto (AOK): person / OAo6petto: O6ecne'!em1e 

Rana 1 An1it Kumar K.a'-1ecrna/OmeTcTBe1-moe 1muo: 

{ft 
~_./ ~~ 

'Date/ I Date/ Date/ IIDate / 
., 
I~ - '·v "). J ·1,'") 

= 
:)].am: 15.12.2025 : )].am: 15.12.2025 }:(am. 15 .12.2025 ,l..laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034.- Telangan a, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKAT AHAJilI3A 

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

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
''"/1111 rl rlrl rri;, \/~ rnm 

nnollVKT: Haih® AKnrnreJih (HHMeCyJlHJl.) reJih ,11,J]Jl Fl8,PY)KHOro npMMeHeHlrn l %, 50 r 

Market / PhIHOK : Russia / Poccirn 

Batch No./ 
: V250962 

Batch Quantity/ 23530.0 units / 
CepuH .N'2 PaJMep cepuu 

: 
23530.0 e,!l}IHIH-1 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13.12.2025 

AHaJIHTH'-leCKHH OT'-teT .N'!! .Lr:aTa auaJluJa 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 
10/2027 

lllaTa noouJBOJl.CTBa roi.eu AO 
: 

Mfg. License No./ 
IlpOH3B0Jl.CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-(Pr-RU) 
JIHl:.{eH31UI .N°!! 

I Analysis performed according ND/ AuaJlH3 nposeJJ,eH no HJl: JIIl-.N"!!(001336)-(Pr-RU)-090625 

9. 

10. 

Nimesulide / 
HttMecym1A 

Dimethyl sulfoxide / 
,Il;uMeTuJicynb(l>oKcu.i:. 

Package/ YrraKOBKa 

Remarks : The Product confirms to ND/ 

10.11 mg/ 10.11 Mr 
(101.1 %) 

101.0 % 

50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / no 
50 r B Ty6y m JiaMHHHpOBaHHOfO 
aJlIOMHHHSI, CHa6)KeHHyIO 
MeM6paHOH AJIH KOHTpOJISI nepsoro 
BCKpb!THH. Ka)[~yIO Ty6y BMeCTe c 
HHCTPYK~HeH no MeAH~HHCKOMy 
npHMeHeHHIO IT0Mern,aIOT B na'-IKY 
KapTOHHyIO. 
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9.0 mg to 11.0 mg ofC13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr AO 11,0 Mr C13H12N2OsS 
(HHMecym1A) (OT 90,0 % AO 110,0 % OT 
HOMHHaJlbHOro COAep)KaHlUI) s 1 r remr 

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

OT 90 % AO 110 % C2H6OS 
(AHMeTHncynb~OKCH~)OT 
HOMHHaJlbHOfO COAep)KaHIUI 

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. / 
no 20 r, 50 r HJIH 100 r B Ty6y 113 
naMHHHpOBaHHOro aJJI-OMHHHH, 
CHafoKeHHyIO MeM6paHOH AJIH KOHTpOJIH 
nepsoro BCKpblTH51. Ka)l(Ayio Ty6y 
BMecTe c HHCTPYKL\Hej:f no 
MeAHL\HHCKOMY npHMeHeHHJO 
noMeW,aIOT B na'!KY KapTOHH)'IO. 

Conclusion : APPROVED I 
Hp11Me<taH11e: TipO.L\Y"• coorneTcrnyeT TJ)e6osa11lffiM H,D; 3a1m10qe1rne: O.Lr:O6PEHO 

t:===::::::===========;-;=::::==========::;,========:::::::::: 
Prepared by/ Checked by / Che-eked by (AQA) / Approved by: Quality Assurance/Authori;t:ed 
Iloi.roTOsnetto: Anchal Ilposepetto: Pravesh npoaepeH0 (AOK): person/ Oi.o6petto: O6ecneqemie 

Date/ 
.Lr:arn: 15.12 .2025 

Rana { Amit Kumar Ka'-!ecrna/OrneTcrnettHoe nwuo: 
I' 1/ 

,2-- / 1..-~ ~ 

I Date/ 
,[l,arn: 15.12.2025 

Date I 
,[l,arn: 15.12.2025 

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 
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•·· Dr.Reddy's "'llllii;• 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
.. ,w,., rlrrl'rlrlur ~~-

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
Opo.uy", : Haih® AKTHBreJib (lf11M·ecvmrn) reJib w rn Hapy;irnoro nwI~1e1-1eHHll, 1 %, 50 r 

Market / PblHOK : Russia / PoccID! 

Batch No./ 
: V250962 

Batch Quantity/ 23530.0 units / 
Cepus1.N'!! Pa1Mep cepuu : 23530.0 e,llHHHI..I, 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13.12.2025 

AnaJiuTu'fecKuii OT'feT .N'!! Jl:aTa auaJ1u1a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 

10/2027 : 
Ll:aTa npoHJBO,llCTBa ro.ueu ,llO 

Mfg. License No. / 
IlpouJB0.11,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : nn-.N2(001336)-(Pr-RU) 

mn~eHJHSI .N'!! 
Analysis performed accordin~ ND/ A11am13 nnoae».ett no H.ll.: 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:iKeT OTCYTCTBOBaTb B cepTHcl>HKaTe aua.JIH3a npOH3BO,[{HTe.JIH. IlpOH3B0,[{HTeJib 
rapanTupyeT KaqecTBO npenapaTa no JTHM noKa3aTe.JIHM. 

API name (INN)/ HauMenoeauue A«l>C Nimesulide / HttMecy1rn.n; 
(MHH): 
API manufacturer batch number/ NMS/125050526 
HoMep cepuu npouJBOJlHTeJIH A«l>C: 
FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaH .. HH npOH3B0JlHTe.JIH FESA00375 
r JI«I>: 
API Manufactured by & country/ Aarti Drugs Ltd., India / 
IlpoH3BO.[{HTe.Jih A«l>C, cTpaua: AapTtt Iloarc JIT.n;., Htt.n;1ui 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 

manufacturing site I Control site I Release site MNB/05/263) I 
I ,D;-p Pe.n:.n;tt'c Jia6opaTOpHc JIT,n;., Htt,n;tt.H, ITpm:t:3BO)].CTBe1rnoe 
HauMeuoeauue, Mpec, .JIHU:eH3HH .[{JIB no,!1.pa3,n;enem:1e-6, BttJIJI. Kxonh, Hanarapx Poy.n;, EaMtt, ~fiCTpHKT 
IIpouJBOJlCTBeuuaH n.Jiotu;a.[{Ka / CoJiaH, x.rr. , 173205, Htt,n;H.H (JlHI..{eH3H.H N!! 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 

Remarks : The Product confmns to ND/ Conclusion: APPROVED I 
TTp UMC'iaHne: ilpo.n:yKT CO0TBeTCTByeT TJ)e6oaam1JIM I-I)]. 3a1U110•1eRne: OJ:1:0 EPEHO 

Prepared by / !Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authon~ed 
Ilo.D.roTOBJietto: Anchal npoaepe110: Pra esh npoeepeHo (AOK) : person / O.D.o6peHo: O6ecneqett11e 

Rana Amlt Kumar r-ac1ecTBa!OTBeTCTBe1rnoe JIHI.J,O : 

0~ 1 0 ~ 
IDate / I Date/ Date/ Date/ 1 

'~ -- i~ ),A~ :.z:i:ara: 15.12.2025 : .z:t:ara: 15.12.2025 .z:t:a-ra: 15.12.2025 .z:t:aTa: 

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: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHAJlll3A 

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

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
,. ' r rri=a ,n· \J~ ,.,,.., "I, 

Ilpo.n,vKT: Haih® AKTHBreJih (mmecyJIH.n,) reJih .n,JIH ttapy)l(ttoro rm11MetteHHH, 1 %, 50 r 

Market / PblHOK : Russia / PoccHH 

Batch No./ 
: V250962 

Batch Quantity / 23530.0 units / 
Cepusi .N"!! Pa1Mep cepuu : 23530.0 e.U,IIHIIU 

Analytical Report No./ 
: 040003224697 

Date of Analysis / 
: 13.12.2025 

Aua.JIIITH'-ICCKHU OT<teT .N"!! ,n:aTa aua.J1u1a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 

10/2027 
llaTa npou1eo.n,cTBa ro.n,eu AO : 

Mfg. License No. / 
IlpOH3B0,[J,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-N~(001336)-(Pf-RU) 
J111UCH311SI .N"!! 
Analysis performed accordine: ND/ Aua.JIHJ nooee.n,eu no Hll: JIIl-.N"!!(001336)-(Pr-RU)-090625 
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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». 

3aKJIIoqeHue O COOTBCTCTBHH: «HacTOHII1;liM H IIO,[(TBep)K,[(ruo, qTO rrp1rne,n:eHHaH BbIIIIe HH<pOpMaIIlrn HBllileTCH 

,[(OCTOBepHOH H TOqHOH. 3rn cepHH rrpo,n:yI<IIHH rrpOH3Be,n:eHa (BKJIIQqaH YIIaKOBKY (MapKHpOBKY) H KOHTpOJib 
Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO)lCTBeHHOH IIJIOilla,[(Ke (IIJIOIII8,[(Kax) B IIOJIHOM COOTBeTCTBHH C 
Tpe6oBaHH51MH IlpaBHJI Ha,[(Jie)Ka111e:ii rrpOH3BO,[(CTBeHHOH rrpaKTHKH EBpa3HMCKOro 3KOHOMH'l!eCKoro COI03a H 

Tpe6oBaHHHMH KOHTpOJIH KaqecTBa JieKapcTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crrei.:r:H<pHKaIIHHMH, 
co,n:ep)KamHMHCH B perHCTpaIIHOHHOM ,[(OCbe CTpaHbl-HMIIOpTepa. 3aIIHCH ITO rrpOH3BO,[(CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbl, H ycrnHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHHM IlpaBHJI Ha,[(Jie)Kameii rrpOH3BO,[(CTBeHHOH rrpaKTHKH 
EBpa3HHCKOro 3KOHOMH'l!eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
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