
Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIII3A 

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

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 • 
Viii. Kho l, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
.. ,,.,,., rlr rr.,nrlvc; l't"l!'n 

Ilpo.uyKT: Haih® AKTHBreJib (HHMecyJIH.!l) reJib .ll,JI51 ttapy)lrnoro npHMeHeHHH, 1 %, 50 r 

Market/ Pbrnoic : Russia I Pocc1151 

Batch No./ 
: V260018 

Batch Quantity/ 23423.0 units / 

Cepusi X!! Pa1Mep cepuu 
: 23423.0 e.ll,HHHl..l 

Analytical Report No./ 
: 040003250358 

Date of Analysis/ 
: 10.01.2026 

AttaJ1HTH'leCKHH OT'leT X!! )laTa attaJ1n1a 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2027 
.llaTa DPOH3B0.ll,CTBa 

: 
ro.ueH .!lO 

: 

Mfg. License No. / 
Ilp0HJBO,!lCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-.N2(001336)-(Pf-RU) 

J1uuett1usi X2 
Analysis performed according ND / AttaJ1111 npose.ueH no H.ll: JIIl-X!!(001336)-(Pr-RU)-090625 

No/ 
.N'!! 

1. 

2. 

Test/ IloKa1aTeJ1b 

Description / Onncauue 

Result/ Pe1yJ1bTaT 

Homogeneous, transparent, 
colorless gel with characteristic 
odor I OAHOpO)].HhIH np03pa4HhIH 
reJlh 6eCQBeTHOro QBeTa c 
xapaKTepHbIM 3arraXOM. 

Identification / H,ueuTmlrnKa~nH 

HPLC / B3)KX 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. I BpeM51 yAep)KHBamrn 
OCHOBHOro nHKa Ha 
xpoMaTorpaMMe HCnbITyeMOro 
pacTBopa COOTBeTCTByeT BpeMeHH 
y)].ep)KHBamrn OCHOBHOro m1xa Ha 
xpoMaTorpaMMe pacrnopa 
cTaHAapTHoro o6pa3Qa 
HHMecyJlH)].a. 
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Specification / HopMa 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor/ 
O)].HOpOAHhlH rrpo3pa4HhIH re11b OT 
6eCQBeTHOro )].O 611e)].HO-)KeJ1TOro QBeTa 
c xapaKTepHhIM 3arraxoM 

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). / BpeM51 yAep:anrnaHH51 
OCHOBHOrO nHKa Ha xpoMaTorpaMMe 
HCIIhITyeMoro paCTBOpa )].0Jl)KH0 
COOTBeTCTBOBaTh BpeMeHH 
yAep)KHBaHH51 OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH)].apTHOro o6pa3Qa HHMecyJlH)].a 
(pa3.[l.en «Konw1ecrneHHoe 
orrpe.[1.e11eHHe» ). 

!
Remarks : The Product confirms to ND/ 
npuMe'laHue: npo.!lyKT C00TBeTCTByeT Tpe6oeaHH51 M HA I

IConclusion : APPROVED/ 
3aKJ110'leune: O.ll:O6PEHO 

Prepared by / 

Kum.ari 
Tio.uroTo~ ne o: Nisha 

Date / 
_nara: 10.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
npooepeHo: Pravesh n posepeHo (AOK): person / O.uo6peuo: O6ecrreqem-1e 
Rana Amit Kumar Ka•1ecroa/OrneTCTBeHHOe JJMI.W '. 

i ~ _A/ 
---fVN' L < UNI f1 I(__ _ 

--~\IV/ 
Date I Date I !Date / 1 2 -ti 1---o1J) u~ 
}];a-ra: 10.01.2026 Aa-ra: 10.0 1.2026 .l:(aTa: 

Registe red Offi ce : 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: t91 40 4900 2900, Fax: +91 40 4900 2999, Ema il : mai l@ drreddys.com 

CIN : L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY I 

CEPTH «I> HKAT AHAJIH3A 

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 
"' ,,. , rl••~ -! rhrc, r ~.rv, 

flpo.a.YKT: Haib® AKnrnrenh (H11Mecymrlt) renh Ami Hapy,1rnoro np11MeHeH11J1, 1 %, 50 r 

Market/ PbtHOK : Russia / Poccm1 
. 

Batch No./ 
: V260018 

Batch Quantity/ 23423.0 units/ 
CepHsi .N'!, PaJMep cepuu 

: 
23423.0 e/JJIHHl.( 

Analytical Report No. / 
: 040003250358 

Date of Analysis / 
: 10.01.2026 

AHaJIHTH'leCKHH 0T'ICT .N'! )J,aTa aHaJIUJa 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
.ll.aTa nponJB0J\CTna 

: 
ro)],eH /1,0 

: 

Mfg. License No./ 
ITpOH3B0/J,CTBCHHaH : MNB/05/263 MA number: / HoMep PY : JU1-N~(001336)-(Pr-RU) 
JlHQeHJHSI .N°! 

Analvsis performed according ND/ AuaJJHJ npose)],eu no H.ll.: JIIT-.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-cneKmpo(jJomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I YcI>-cneKTp maximum at 397±5 nm. I YcI>-cneKTp 
norJJomeHm1 HCITbITyeMoro nor11omeHm1 HCIThITyeMoro pacrnopa 
pacrnopa HMeeT MaKCHMYM /].OJI)KeH HMeTb MaKCHMYM nornomeHml 
nornomeHm1 nptt 397±5 HM. npH 397±5 HM. 

3. Weight of package 50 g / 50 r According to Rus. Ph. / B cooTBeTCTBHH 
contents / Macca c Tpe6oBaHHj[MH fcI> Pct> 
CO)l.ep,KHMOro ynaKOBKH 

4. pH 3.32 2.5 to 4.5 I OT 2,5 AO 4,5 

5. Viscosity / BHJKOCTh 970.3 centipoise / 400 to 1,200 centipoise / 
970,3 caHT11nya3 OT 400 AO 1200 caHT11nya3 

6. Impurities / IIpnMecu 

1. Impurity CI Not detected / He o6Hapy)KeHa Not more than 0.50 % / 
Ilp11Mech C He 6onee 0,50 % 

11. Impurity DI Below LOD (LOD = 0.02 %) / Not more than 0.50 % / 
IlpttMecb D HH)Ke rrpeAeJia o6Hapy)KeHHSI (IlO He 6onee 0,50 % 

= 0,02 %) 

Any other impurity / 0.03 % Not more than 0.50 % / .. . 
UL llio6aj[ Apyraj[ np11Mech He 6onee 0,50 % 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHHe: ITpOAYKT cooTBeTcTByeT -rpe6osaHIDIM H,[( 3aKmoqeuue: O,ll;GliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
noArOTOBJICH0: Nisha nposepe1-10: Pravesh ITposepeHo (AOK): person I OAo6peHo: O6ecneqemre 

Kumad ~ Rana 

1 
Arni.I Kumar Ka'fecrna/OrneTcTBeHHOe mn.10: 

I'~ (LJ1.J//_ 1(t,,Vv1 f\(t___ 

___ {_v·,1 

IDate / I Date/ Date/ I Date/ / 2 -c) //,JOl-l 
:,[(arn: 10.01.2026 : .D:arn: 10.01.2026 ,n:arn: 10.01.2026 .D:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana , India 
Tel: +9140 4900 2900, Fax: +91 40 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~HKATAHA.JIH3A 

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

Tel : +9198166 56001-02 
,,. . . ...t .. -~ .. ,1 ..,: ,r- .......... -

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
npoJiytCT: Hati3® AKT110reJLb (HHMecYJrn.u) rerrb .a.n.ll Hapy)l(HOro npttMettemrn, 1 %, 50 r 

Market/ P1,rnoK : Russia / Pocctt.ll 

Batch No./ 
: V260018 

Batch Quantity / 23423.0 units I 
Cepusi .N'! PaJMep cepuu 

: 23423.0 e,UHHHU 

Analytical Report No./ 
: 040003250358 

Date of Analysis / 
: 10.01.2026 

AnamnuqecKuii OPieT .N'! )],aTa anaJJHJa 
Date of Manufacture/ 

: 12/2025 
Date of Expiry/ 

11/2027 
)],aTa IlPOU3B0,llCTBa ro}leH tJ,O : 

Mfg. License No./ 
IlpoHJBOJICTBennasi : MNB/05/263 MA number: / HoMep PY : J1Il-N2(001336)-(Pf-RU) 

JJH~enJusi X! 

Analysis performed according ND/ AnaJJHl npoBetJ,eH no H)],: JIIT-.M!(001336)-(Pr-RU)-090625 
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IV. Total impurities / 0.2% Not more than 1.50 % I 
CyMMa np11Meceii He 6oJiee 1,50 % 

7. Microbial purity* / Mm\'.po6uoJiornlfecKaH lfHCTOTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count I O6mee 'IHCJIO He 6oJiee 102 KOE/r 
a3p06HhIX MHKpO-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count I O6mee 'IHCJIO He 6oJiee 101 KOE/r 
.n;po)K)KeBblX 11 nJiectteBblX 
rpH60B 

.. . 
Pseudomonas aeruginosa NA Should absent in 1 g / 111. 

OTcyrcrn11e B 1 r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTcyrcTBHe B 1 r 

8. Assay/ KoJiulfeCTeeuuoe onpeJJ.eJieuue 

Remark : The Product confim1 to ND/ Conclusion : APPROVED / 
npuMe"laflltC: ITpoJI.yKT COOTBCTCTByeT -rpe6osaHH!IM H,U 3aKJ1IO"ICH11e: 0)),0.liPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TToJJ.r0TOBneHo: Ni ha TTponepe1.10: Pravesh Tipoaepetto (AOK) : per on / O.no6petto: O6ecnet£ettHe 

Kuma~ 
Rana 

1 
Amit Kumar Ka"leCTBa/OTBeTCTBeHHOe mmo: 

~ / 
_. Ur-ii l ~·v1-v1 ,~ 

__..c. ~1 
IDate / I Date/ Date I IDate / I 2- -o J-- U, 
:,[I.am: 10.01.2026 : ,!J;arn: 10.01.2026 ,!J;arn: 10.01.2026 ,11.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. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
0istt. Solan, H.P., 173 205, INDIA 
Tel: +91 98166 56001-02 

. l \.&:\ ,\ f ~t"rl"!l,,.,j~\t~ f'"l"lm 

Ilpo,11.yKT: Haii.3® AKnrnreJJh (tt11Mecym1.n) reJih ,11.n.si ttapy)l(Horo rrp11Mettemrn, 1 %, 50 r 

Market/ PblHOK : Russia I Pocciu1 

Batch No./ 
V260018 

Batch Quantity/ 23423.0 units I 
CepuH .N'! 

: 
PaJMep ceputt 

: 
23423.0 e)ll1HHU 

Analytical Report No./ Date of Analysis/ 
AHaJIHTl1'-leCKHH OT'leT .N'! 

: 040003250358 
,UaTa ananuJa 

: 10.01.2026 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

,UaTa np0H380,IJ.CTBa 
: 

ro.neH ,11.0 
: 

Mfg. License No./ 

IlpOM3BO.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-N!(001336)-(Pf-RU) 
JIHU,eHJHH .N'! 

Analvsis performed accordine ND/ AttaJIM3 npose,11.en no H)J:: JITT-.N'!(001336)-(Pr-RU)-090625 

Nimesulide / 
HHMecym1.n 

9.88 mg I 9,88 Mr 
(98.8%) 
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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 .no 11,0 Mr C13H12N2OsS 
(HHMecy1rn.n) ( OT 90,0 % .no 110,0 % OT 
HOMHHaJihHOro co.nep)KaHH.sI) B 1 r remr 

9. Dimethyl sulfoxide I 
,l(uMeTHJICYJibcJ,OKCH,11; 

100.1 % 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) oflabel claim / 

OT 90 % .no 110 % C2H6OS 
(AHMeTHJ1CYJ1bqJOKCHJl) OT 
HOMHHaJibHOfO co.nep)KaHIDI 

Package/ YnaKOBKa 50 gin a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / llo 
50 r B Ty6y H3 JlaMHHHpOBaHHOro 
aJIIOMHHH.si, ctta6)KeHHYIO 
MeM6pattoi1: .llJ151 KOHTP01151 nepaoro 
acKpb!TH.si. Ka)KJlYIO Ty6y BMecTe c 
HHCTPYKU.Hett no MeAHU.HHCKoMy 
npHMeHeHHIO noMeI..QaIOT B na'-IKY 

KapTOHHYfO. 

20 g, 50 g or I 00 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
f1o 20 r, 50 r HJlH 100 r B Ty6y H3 
JlaMHHHpOBaHHOfO aJIIOMHHH51, 
CHa6)KeHHYIO MeM6paHOH .llJ151 KOHTpo11.si 
nepaoro BCKphITH.sI. Ka)KJlYIO Ty6y 
BMecTe c HHCTPYKU.Hett no 
Me.UHU.HHCKOMY npHMeHeHHIO 
noMeI..QaIOT B na'-!KY KapTOHHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fip11111e<1auue: Tipo.nyKT cooTBeTcTsyeT Tpe6osam1.11M H,[l 3aKJ110'fCH11e: O)J:OliPEHO 

1:===============;;;:::==========::::;;::::==========: 
Prepared by / 
nowoTOaneHo: Nisha K1}-

!Date/ 
,[lara: 10.01 .2026 

Checked by/ 
Tipoaepetto: Pravesh 
Rana 

1 
~arn: 10.01.2026 
I Date I 

Checked by (AQA) / 
Tipoaepetto (AOK): 
Amit Kumar 

Date I 
,[larn: 10.01.2026 

Approved by: Quality Assurance/ Authorized 
person/ Oao6petto: O6ecrre'-!ett11e 
1m<1ecTBa/Orser crseHHOe JIHU0: 

.j u )--.l ) l i( (/ VVI f) e__ 

_ l v--1 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: -19140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH (J)JIKA T AHAJIH3A 

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

Tel : +91 98166 56001-02 
" •1•1 rl ••~,1,.:.,,. rnm 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
Ilpo.uyKT: Hath® AKTHBreJih (H11Mecv1rn.u) renh .1uu1 Hapy)l<Horo np11MeHeHJ1ji, 1 %, 50 r 

Market / PblHOK : Russia I Pocc~ 

Batch No./ 
: V260018 

Batch Quantity / 23423.0 units I 
Cep11H .N"! Pa1Mep cep11H 

: 
23423.0 e,UHHHU 

Analytical Report No./ 
: 040003250358 

Date of Analysis/ 
: 10.01.2026 

AHaJlHTH'leCKHU OT'leT .N"! ,l.J.aTa auanHJa 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

llaTa npouJBO.UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
IlpOH3BO.UCTBeHH3H : MNB/05/263 MA number: / HoMep PY : JII1-1'f2(001336)-(Pf-RU) 
JlHI.\eHJHH ,N"g 

Analysis performed accordill!! ND/ AuaJJH3 OPOBC.ll.CH no HJl: .JIIl-.N"2(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. 
*Ilo1rn1aTeJib MO,KeT OTCYTCTBOBaTb B cepTmlmKaTe auaJiu1a npottJBOtJ.HTeJIH. Ilpou1sot1,nTeJib 
rapauTnpyeT KaqecTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HanMeuosauue A(J)C 
Nimesulide / HwMecym1,1J. 

(MJIH): 
API manufacturer batch number / NMS/125070680 
HoMep cepuu npou1sot1,nTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaH .. HH npOH3B0tl,HTeJIH FESA00553 
r JI<I>: 
API Manufactured by & country/ Aarti Drugs Ltd., India/ 
Ilpou1no.uuTeJib A<l>C, cTpaua: Aaprw ,[(pare JlTJJ.., HttJJ.Hji 

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 / Control site I Release site 
MNB/05/263) I 

I ,[(-p Pe.D..D.H'c Jla6opaTOpHC JlT)].., 11H)].Hjl, TTpoH3B0)],CTBeHHOe 
HanMeuosauue, at1,pec, Jitt .. eH3HH tJ,JIH no.D.pa3.D.eJiettwe-6, BHJIJI. Kxonh, Hanarapx Poy.D., Ea.D..D.H, .[(wcTpHKT 
IlponlBOtJ,CTBeHHaH UJIO ... atJ,Ka / ConaH, x.n., 173205, 11H,1J.Hji (Jlm~eH3JU1 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 confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: TTpo.uyKT coorneTcrnyeT -rpe60BaHJ1j!M HA 3aKJJto'lenne: O,[l,OJiPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTo.n:rornBneHo: Nisha riposepetto: Pravesh ripoBepetto (AOK): person / O.n:o6petto: O6ecne'IeH11e 

Kum~ 
Rana 

1 
Amit Kumar Ka'!eCTBa!OrneTCTBeHHOe JIHl..{0: 

[\~ 
,.QLJNI L KV 1"-"l)(\I~ 

_i_vJ/ 

Date/ Date/ Date/ 'Date I I L--6 /-.L..O 2- (, 
)];am: 10.01.2026 )];am: 10.01.2026 )];am: 10.01.2026 ,[t;am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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

Dr. Reddy's Laborarnries Ltd . 
Formulat;on Unit -6 
Vil!. Khol, Nalagarh Road, Baddi, 

Oistt. Solan, :-1.P., 173 205, iNDIA 

Tel: +9198166 56001-02 
' ' v vV\IV,UI 1cuuy.::ic.1,...v111 

Ilpo,llyKT: Haifa® AKT11Bre11b (H11Mecv1111.n.) re11b .n.m1 Hapy)l{Horo npwMeHeHirn:, 1 %, 50 r 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
V260018 

Batch Quantity/ 23423.0 units / 
Cep11S1 .N'! 

: Pa1Mep cep1111 : 23423.0 e,D.11Hl11..{ 

Analytical Report No. / 
: 040003250358 

Date of Analysis / 
: 10.01.2026 

AuaJ111T1111ecK11ii oT11eT .N'! ,ll.aTa auaJ1111a 
Date of Manufacture/ 

12/2025 
Date of Expiry / 

11/2027 
,LI.am npOU3B0,llCTBa 

: ro,lleH ,!1.0 
: 

Mfg. License No./ 
Ilpo111BO.llCTBeuuaS1 : MNB/05/263 MA number: / HoMep PY : JU1-.NQ(001336)-(Pf-RU) 
JlHUeHlUSI .N'! 
Analysis performed according ND/ AuaJ1113 npose,lleH no H,ll.: JIIT-.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». 

3aKmoqeHHC O COOTBCTCTBHH: «HacT051Il(HM 51 IIO,[I;TBep)K,[I;aIO, l.J:TO rrpttBe)];eHHa}I BbUJie ttmpopMa[(H}I 51BJI5IeTC5I 

,[I;OCTOBepHOH tt TOl.J:HOM. 3m cepH5I rrpo)];yKQHH rrpomBe,[I;eHa (BKJUOl.J:aH yrraKOBKY (MapKttpOBKY) tt KOHTpOJib 

Kal.J:ecrna) Ha BhIIIIeyKa.3aHHOM rrpOH3B0,[I;CTBeHHOH llJIOII(a)];Ke (rrrroll(a,[I;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH TipaBHJI Ha,[I;Jie)Kall(eM rrpOH3B0,[I;CTBeHHOH rrpaKTHKM EBpa.3HHCKOrO 3KOHOMHl.J:eCKOro COI03a M 

Tpe6oBaHHHMH' KOHTPOM Kal.J:eCTBa rreKapCTBeHHbIX cpe,[I;CTB, a TaK)Ke B COOTBeTCTBHH co crreQmpttKaQH}IMlf, 

CO,[I;ep)Kall(HMHC51 B perttcTpaQHOHHOM ,[I;OCbe CTpaHbI-HMllOpTepa. 3arrHCH no rrpott3B0,[I;CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHlf}IM TipaBHJI Ha)];Jie)Kall(eH rrpOH3B0,[I;CTBeHHOH rrpaKTMKH 

EBpa.3HMCKoro 3KOHOMttl.J:ecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me11auue: IIpo.n.yKT cooTBeTcTByeT Ype60Batt11JIM H,[( 3aKmO"leuue: O,ll.OliPEHO 
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