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

CEPTH<l>HKAT AHAJIII3A 

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: +9198166 56001-02 
VVVV vv , ._., -~VJ ~•~V I 

Ilo0J{VKT: Hath® AKn-rnrenh (trnM.ecymtA) renh .um1 Hapy>KHoro np11MeHemrn, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc11.ir 

Batch No./ 
: V260153 

Batch Quantity / 23305.0 units / 
Cepm1 .N'! PaJMep cepHH • 23305.0 emrnm.1. 
Analytical Report No./ 

: 040003297828 
Date of Analysis / 

: 27.02.2026 
AHaJlHTH'leCKHH OT'leT .N'! ,l{aTa aHaJlHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2028 
lllarn noou1soJ{CTBa roJ{eH J{O 

Mfg. License No. / 
fipOH3BOJ{CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JUl-N!(001336)-(Pr-RU) 
J1HUeH3HH .N'! 
Analvsis performed according ND/ AnaJ1HJ nposeJ{eH no H,l{: JITT-.N'!(001336)-(Pr-RU)-090625 

No/ 
.N'!! 

1. 

2. 

Test/ IloKaJaTeJ1h 

Description / Onucauue 

Result/ PeJyJ1LTaT 

Homogeneous, transparent, pale­
yellow gel with characteristic odor 
/ O,n:Hopo.UHbIH npo3pa'-{HhIH reJih 
6eCQBeTHOro IJ.BeTa c 
xapaKTepHbIM 3anaxoM. 

Identification / &enTmJmKaQHH 

HPLCIB3JKX 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. / BpeM.si y.uep)KHBamu1 
OCHOBH0f0 nttKa Ha 
xpoMaTorpaMMe HCnhITyeMoro 
paCTBOpa COOTBeTCTByeT BpeMeHM 

y,n:ep)KHBaHH.sl OCHOBHOfO nMKa Ha 
xpoMaTorpaMMe 
CTaH.uapTHOro 
HMMecyJIM,L\a. 

pacTBopa 
o6pa3IJ.a 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O.uHopo,n:HhIH np03pa'-{HbIH renh OT 
6eCQBeTHOro .uo 6Jie,[\HO-)KeJITOf0 IJ.BeTa 
c xapaKTepHhIM 3anaxoM 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeM.si y.uep)KMBaHM.si 
0CHOBH0f0 nMKa Ha xpoMaTorpaMMe 
MCnbITyeMoro paCTB0pa JJ:OJDKHO 
COOTBeTCTBOBaTb speMeHM 
y.uep)KMBaHM51 OCHOBHOro nMKa Ha 
xpoMaTorpaMMe pacTBopa 
crntt,n:apTHoro o6pa3IJ.a HMMecym1.ua 
(pa3.uen «KoJI11qecTBeHHoe 
onpe,n:eneH11e»). 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MC'fa1rne: TipoJ{yKT COOTBeTCTByeTTµe6onam1J1M H}J. 3aKJI,o'lettue: O,l{OGPEHO 

Prepared by / 
TioJ{roToenetto: Pravesh 
Rana i 

'

:Date/ 
,[(am: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoaepeHo: Rama Kant npoeepeHo (AOK): person / OJ{o6petto: O6ecrre1IeH11.e 

~ 
Amit Kumar 

.,,ecrna/On.eTCTee~~ 

t /\--
Date I Date / !Date/ ~g "l) 2.--- '"2--0 2..--(; 
}].am: 27.02.2026 }].am: 27.02.2026 }].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: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIJl3A 

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 
J ____ _ ..... 

VV VV,vl '-'-"'-" JJ,...,..., 

npo)lyK"f: Haih® AKTHBreJl b (~J11MCCVJ111.!l) reJib ,[(ml Hapy)l<H0fO npHMeHemrn, 1 %, 50 r 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V260153 

Batch Quantity/ 23305.0 units I 
CeonH .N'!! Pa3Mep cepHH • 23305.0 e,nHHHU 

Analytical Report No./ 
: 040003297828 

Date of Analysis / 
: 27.02.2026 

AHaJlMTH'-feCKMH OT'-teT .N'!! .LlaTa aHaJJH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

.LlaTa IlPOH3B0,[(CTBa roJ].eH JJ.O 

Mfg. License No./ 
fipOH3BOJJ.CTBeHH3H : MNB/05/263 MA number: / HoMep PY : J1Il-N!!(001336)-(Pr-RU) 
JlHU.eH3MH .N'!! 
Analysis performed accordin!! ND/ AHaJJH3 nooBeJJ.eH no H.Ll: JIIl-.N'!!(001336)-(Pr-RU)-090625 

Page 2 of 6 / CTp. 2 uJ 6 

UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y</J-cneKmporjJomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y <l>-cneKTp maximum at 397±5 nm. / Y<l>-cneKTp 
nornomeHH51 HCTThITyeMoro nornomeHH51 HCTThITyeMoro pacTBopa 
pacrnopa HMeeT M8KCHMYM .D.OJDKeH HMeTb MaKCHMYM nornomeHH51 
nornomeHH51 npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 5lg/51r According to Rus. Ph. / B cooTBeTCTBHH 
contents / Macca C Tpe6oBaHH51MH f<l> P<l> 
coi:.ep,teHM0ro ynaK0BKH 

4. pH 3.15 2.5 to 4.5 / OT 2,5 .D.O 4,5 

5. Viscosity / BHJKOCTb 940.6 centipoise / 400 to 1,200 centipoise / 
940,6 caHTHTTYa3 Or 400 .no 1200 caHrnnya3 

6. Impurities / IlpuMecu 

1. Impurity C / Not detected/ He o6Hapy)KeHa Not more than 0.50 % I 
TTpHMecb C He 6onee 0,50 % 

11. Impurity D / Not detected I He o6Hapy)KeHa Not more than 0.50 % / 
TTp11Mech D He 6onee 0,50 % 

Any other impurity I 0.03 % Not more than 0.50 % I 
JI106a51 ,1.1,pyra51 np11Mecb He 6onee 0,50 % 

iii. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-taHue: Ilpo,nyKT cooTBeTcTByeT Tpe6oaaHIDIM HA 3aKJJIO'-feHne: O,[(OliPEHO 

Prepared by/ 

~~!roTosneHo 7 vesh 

'Date/ 
:Jla-ra: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
npoaepeHO: Rama Kant npoaepeHo (AOK): person/ OJJ.o6peHo: O6ecne1iett11e 

Amit Kumar 
Kasema/OTBOTCTBO~ ~ 

~ ,f --1-
I Date/ Date I 'Date I ~R'Z)2-~v()2£ : ,[l,a-ra: 27.02.2026 }laTa: 27 .02.2026 ,ll;arn: 

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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<I> IIKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 
rl-- - -LJ .. .. .,.._.,. _ 

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

Ilpo.uyKT: Hath® AKnrnreJib (ttttMecymm) reJib .um, ttapy)Kttoro rrp11Mettettm1, 1 %, 50 r 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
: V260153 

Batch Quantity/ 23305.0 units / 
Cepm1 .N'! PaJMep cepttu • 23305.0 e,UHHH~ 

Analytical Report No./ 
: 040003297828 

Date of Analysis/ 
: 27.02.2026 

AHaJIHTH'leCKHH OT'leT .N'! )laTa aHaJIHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2028 
)laTa ITPOH3B0,llCTBa ro.ueH ,UO 
Mfg. License No./ 
IlpoHJBO,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001336)-(Pf-RU) 
JlHQeHJHH .N'! 
Analysis performed accordin2 ND/ AttaJIH3 npoBe.ueH no Hll: JIIl-.N'!(001336)-(Pr-RU)-090625 
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lV. Total impurities/ 0.1 % Not more than 1.50 % I 

CyMMa rrpttMeceti He 6011ee 1,50 % 

7. Microbial purity*/ MuKpo6uoJiorn'lecKaH 'IHCTOTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O6ruee qncno He 6011ee 102 KOE/r 
a3p06HbIX MHKpO-
opraHH3MOB 

11.. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6ruee q11c110 He 6011ee 101 KOE/r 
.llPO)K)!(eBbIX H nnectteBbIX 
rptt60B 

iii . Pseudomonas aeruginosa NA Should absent in 1 g / 
OTC)'TCTBHe B 1 r 

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

8. Assay / KoJin'leCTBeuuoe onpe;:i:eJieuue 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'lattue: Ilpo.uyKT cooTBeTcTByeT Tpe6oBattmiM H)]; 3aKmo'lettue: O)lOliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTon. roTOBJletto: Pravesh ITpoeepe,w : Rama Kant TTpoeepei-ro (AOI<): person / O.uo6petto: O6ecrreqemre 
Rana 1 Am it Kumar 

'8SOCTBsi0TBOTCTae~ ~ 

~ r~ 
IDate / I Date/ Date/ IDate / 9----g ,-t) 2--- '2-e) '2-b 
:,lJ;aTa: 27.02.2026 : ,[l;aTa: 27.02.2026 )laTa: 27.02.2026 )lam: 

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~HKATAHAJIH3A 

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 
J _. _ _ _ t ...t~ 

""If ..,.,,,.... --.--1~·""""' 

ITpo11y1n: Hatb® AKTHBrenb (HHMecym1,n) renh ,nm1 HapY)KH0ro npHMeHeH1rn, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V260153 

Batch Quantity/ 23305.0 units / 
CepHH .N'!! Pa1Mep cepHH • 23305.0 eJ]JiHHU. 
Analytical Report No./ Date of Analysis / 
AHaJJHTH'IeCKHH OT'IeT .N'!! 

: 040003297828 
)].a Ta a Han Hla 

: 27.02.2026 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2028 

,11.aTa npOH3B0,ll.CTBa ro,ll.eH ,llO 

Mfg. License No./ 
l1poH3B0,ll.CTBeHH3H : MNB/05/263 MA number: / HoMep PY : JIIT-N!!(00 1336)-(Pf-RU) 
J1HQCH3HH .N'!! 

Analysis performed accordin2 ND/ AuaJIHJ nooBe,ll.eH no H,11.: JIIT-.N'!!(001336)-(Pr-RU)-090625 

Nimesulide / 
HHMecynH,ll; 

9.90 mg I 9,90 Mr 
(99.0 %) 

Page 4 of 6 / CTp. 4 H3 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 ,ll;O 11,0 Mr C13H12N2OsS 
(HHMecyJIH,ll;) (OT 90,0 % )];O 110,0 % OT 
HOMHHaJibHOro CO,ll;ep)KaHH.51) B 1 r rem1 

9. Dimethyl sulfoxide / 
,ll;nMeTHJJCYJibcJ>OKCHA 

102.2 % 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )];O 110 % C2H6OS 
(,1J;HMeTHJICYJihqJOKCH,1J;) OT 
HOMHHaJihHOro CO,ll;ep)KaHID! 

10. Package/ YnaKOBKa 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 JiaMHHHpOBaHHOro 
aJIIOMHHHH, CHa6)KeHHYIO 
MeM6paHOH ,ll;Jl}I KOHTpOJrn nepsoro 
BCKphITHH. Ka)K)];YIO Ty6y BMecTe c 
HHCTPYKU.HeH no Me,IJ;HI.J.HHCKOMY 
npHMeHeHHIO noMell(alOT B naqKy 
KapT0HHYIQ. 

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 
[Io 20 r, 50 r HJJH 100 r B Ty6y H3 
JJaMHHHpOBaHHOro aJIIOMHHHH, 
ctta6)KeHHYIO MeM6pattoH ,ll;JJH KOHTpom, 
nepsoro BCKphITHH. Ka)K)];YIO Ty6y 
BMecTe c HHCTPYKU.HeH no 
Me,ll;HUHHCKOMY npHMeHeHHIO 
noMell(a!OT B naqKy KapT0HHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
I IlpttMe'IaHtte: ITpo.uyKT cooTBeTcrnyeT Tpe6osaHHHM H.D. 3aKJito'Ienue: O,11.OliPEHO 

!Prepared by / 
noarornsneHo: Pravesh 
Rana 1, 
Date/ 
JJ.arn: 27.02.2026 

Checked by/ IIChecked by (AQA) / 
nposepeHo: Rama Kant nposepeHo (AOK): 

Amit Kumar 

~ ~ ;_ 
Date / Date / 
,[(am: 27.02.2026 .Ua111: 27.02.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,no6peuo: O6ecneqem1e 

'3SOCTISa/0TBeTCTBOH~ ~ 

!
Date/ 
,Il.arn: 

<7---g"Z>2--~1..-b 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 
- - - - - ---

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
VV-V'IVv,u 1 .....:uuy.:;,,.._....., , 

IIpo,nyKr: Hath® AKnrnrenh (tt11Mecymi,n) renh ,nm, ttapy)KHOro np11Mettemrn, 1 %, 50 r 

Market/ PhIHOK : Russia / Poccm1 

Batch No./ 
: V260153 

Batch Quantity/ 23305.0 units / 
CepwH .N'! PaJMep cepww • 23305.0 e,nHHHU 

Analytical Report No. / 
: 040003297828 

Date of Analysis / 
: 27.02.2026 

AHaJIHTH'ctecKwii oTqeT .N'! )].aTa aHaJiwJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

llaTa npoHJBO.llCTBa ro,neH /W 

Mfg. License No./ 
IlpOH3B0.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(001336)-(Pf-RU) 

JIHI.1,eHJHH .N'! 

Analysis performed accordin~ ND / AHaJIHJ npoBe.neH no Hl{: .JITI-.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. 
*IloKaJaTeJih MomeT OTCYTCTBOBaTh B cepTmlrnKaTe aHaJiuJa npou3eo,11,11TeJIH. IIpou3eo,11,11TeJ1h 
rapaHTupyeT Ka<JeCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HauMettoeattue A~C 
Nimesulide / H11Mecym1,11, 

(MHH): 
API manufacturer batch number / 

NMS/125110954 
HoMep cepuu nponJBOJJ.HTeJIH A~C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0,ll,HTeJIH FESA00643 
rJI~: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
IIpouJBOJJ.HTeJih A~C, cTpatta: Aapm ,n:parc JlT,11,., Htt,11,Hjj 

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

MNB/05/263) I 
I 

,n:-p Pe,11,,11,11'c Jla6opaTop11c JlT,11,., Htt,11,Hjj, Ilpo113Bo,11,crnettHoe 
HauMeHOBaHue, a,11,pec, JIHQeH3HH ,11,JIH 

no,11,pa3,11,enett11e-6, Bmrn. KxoJih, Hanarapx Poy,11,, Ba,11,,11,11, ,z:i:11cTpHKT 
IIpoHJB0,11,CTBeHHaH UJI0IQa,11,Ka / 

CoJiaH, x.rr., 173205, HH,11,Hjj (Jlm.(eH3Hjj 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 

R emarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqaHHe: TT po.lJ.Yl<T coorneTcrnyeT Tpe6oBaHJ,jjjM HA 3aKmoqeHHe: Ol{OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTo,nroTOBJJetto: Pravesh TTpoBepetto: Rama Kant ITposepetto (AOK): person / O.no6petto: O6ecneqem1e 
Rana 

1 
Ami,t Kumar KalJeCTBa!OrneTCTBeHHOe JJHU0: 

~ .J\~:- ~ 
I Date/ I Date/ Date I !Date/ r;_, ~ 7) 1,,- - UJ 1---1, 
:,n:arn: 27 :02.2026 : ,n:arn: 27.02.2026 ,n:arn: 27.02.2026 ,n:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <l>HKAT AHAJI113A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 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 
.. •- ~ -. ................. ., .., .... ~ 

flpOJJ.VICT: Haifa® AKTHBreJib (HHMecyJ111.Ll) reJib .UJUI Ha0Y)l<H0ro IT0HMeHeHHlI, I %, 50 r 

Market / PhlHOK : Russia / Pocc11ll 

Batch No./ 
: V260153 

Batch Quantity I 23305.0 units / 

Cepnst .N"2 Pa1Mep cepnn • 23305.0 e,llHHHll 

Analytical Report No./ : 040003297828 
Date of Analysis / : 27.02.2026 

AHaJlHTH'teCKHH OT'teT .N°2 ,Ll,aTa auaJ1n1a 

Date of Manufacture / : 02/2026 
Date of Expiry/ : 01/2028 

J(aTa npOH3B0,llCTBa ro.ueu .uo 

Mfg. License No./ 
flpOH3B0,llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N2(001336)-{Pf-RU) 

J1HU,eH3HSI .N°2 
Analysis performed accordinl! ND/ AnaJ1u1 nooBe)leH no H)l: JIIl-.N"2(001336)-{Pf-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». 

3aKJUOIIeuue O COOTBeTCTBHH: «HacT05Iru;HM 51 no,n:TBep)l{,UaIO, qTO npHBe,neHHaSI Bbillle HHq>OpMaumr 5IBJI5IeTC51 

,UOCTOBepHOH H TQqHOH. 3m cepmr rrpo,nyKUHH npOH3Be,netta (BKmoqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

KaqeCTBa) Ha BbIIIIeyKa3aHH00. npOH3BO)];CTBeHHO0. nrroma.n:Ke (nrroma.n:Kax) B IlOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,nJie)l{ame0. rrpOH3BO)];CTBeHH00. npaKTHKH EBpa3HHCKOro 3KOHOMH"lJeCKoro COI03a H 
Tpe6oBaHlrnMH KOHTpOM KaqecTBa rreKapCTBeHHbIX cpe,nCTB, a TaK)l{e B COOTBeTCTBHH co cneuHq>HKau1rnMH, 

co,n:ep)l{amHMHC51 B pern:cTpaUHOHHOM ,ll;OCbe CTpaHbl-HMilOpTepa. 3arrHCH no npOH3BO,UCTBY, ynaKOBKe M aHaJIH3Y 

npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,n:Jie)l{ameif npo113BO,UCTBeHH00. npaKTHKH 

EBpa3HHCKOro 3KOHOMH"lJeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11MC431Hle: Tipo.a;yKT CO0TBCTCTByeT -rpe60B3HH}IM H,ll, 3aKJ1to'teuue: O)lOliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
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