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

CEPTH~HKATAHAJIH3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulation Uni·>6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
w ww.arreoay~.cu 111 

HPO.llVKT: Haib® AKnrnrenh (HMMecyJ1M.1U renh nm, ttapy>1rnoro rrpHMeHemrn, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
: V260020 

Batch Quantity/ 23400.0 units / 
Ceom1 .N'! Pa3Mep cepuu 

: 
23400.0 e,D.HHlfl.l 

Analytical Report No./ Date of Analysis/ 
AHaJJUTU'leCKUH OT'leT .N'! 

: 040003250954 
)(aTa attanma 

: 10.01.2026 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

j(aTa IlPOH3B0.llCTBa 
: 

ro.11eH no 
: 

Mfg. License No./ 
1IpOH3B0.llCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JITI-.N~(00 1336)-(Pf-RU) 
JIHU.eH3HH .N'!! 

Analysis peJ'forme_d accordine: ND/ AttaJJH3 npose.Q.eH no H,ll,: J1Il-.N'!?(001336)-(Pf-RU)-090625 

Page 1 of 6 / CTp. 1 HJ 6 

No/ 
.N'!! 

Test I IloKaJaTeJih Result I PeJyJihTaT Specification / HopMa 

1. Description / Onucauue Homogeneous, transparent, 
colorless gel with characteristic 
odor I O.11.ttopO.ll.HhIH np03pa4HhIH 
reJih 6ecQBeTttoro QBeTa c 
xapaKTeptthIM 3anaxoM. 

Homogeneous, transparent, colorless to 
pale-yellow gel with characteristic odor I 
O..uttopo,ll.HhIH np03pa4HhIH reJih OT 
6eCQBeTHOro ,ll.O 6Jie,ll.HO-)KeJITOro QBeTa 
c xapaKTeptthIM 3anaxoM 

2. Identification/ ~enTncl>nKauuH 

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. / BpeMsi y.11.ep)KHBaHHSI 
OCHOBHOfO IlHKa Ha 
xpoMaTorpaMMe 11cnh1TyeMoro 
paCTBopa C00TBeTCTByeT BpeMeHH 
y.11.ep)KHBaHHSI 0CH0BH0f0 IlHKa Ha 
xpoMarnrpaMMe pacTBopa 
CTaH,ll.apTHOfO o6pa3Qa 
HHMecym-1.11.a. 

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). I BpeMsi y.11.ep)KHBaHHsi 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe 
HCilhlyYeMoro paCTBopa ,ll.OJI)KHO 
C00TBeTCTB0BaTb BpeMeHH 
y.D.ep)KHBaHHSI OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH.11.apTHoro o6pa3Qa HHMecyn11.11.a 
(pa3.D.eJI «KoJI11qecTBettttoe 
onpe.11.eneHHe» ). 

Remarks : The Product confirms to ND/ Conclus.iou: APPROVED/ 
np11Me'1aHUe: npo.11yKT C0OTBeTCTByeT Tpe6oBaHHJIM H,ll; 3aKmo'leHue: O)1:OGPEHO 

Prepared by / 
TionrornsneHo: Ashish 
Kumar 

~ 
Date I 
,IJ;arn: 10.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A urance/ Authorized 
IlpoBepetto: Pravesh nponepeHo (AOK): per on / OJlo6petto: O6ecne1.JeH11e 
Rana 

i 
Amit Kumar Ka'teCTBa/OrneTCTBeHHOe mmo: 

~~ 
,Q\J l KVMlt.\ 

_(v-J) 
Date / Date / IDate / I 1---0, ,...,,1__o L-l 
,ll;arn: 10.01.2026 ,ll;aTa: 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, 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~IIKATAHAJIH3A 

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

Vil !. Khol, Naiagarh Road, Baddi, 

Oist t Solan, H.P., 173 205, i[l.!DIA 

Tel : +91 98166 56001-02 . ' 
vv .. , UI I c:uu y .:> .1... ul 11 

IlpOLIYKT: Haih® AKnrnrenh (H11Mecyn11A) reJJb .um, Aapy)l(Horo np11MeHet-1 Hll , I %, 50 r 

Market/ PbIHOK : Russia / Pocc1-rn 

Batch No. I 
: V260020 

Batch Quantity / 23400.0 units / 
Cepusi .N'! PaJMep cepHu 

: 23400.0 e.UHHHIJ, 
Analytical Report No. I 

: 040003250954 
Date of Analysis / 

: 10.01.2026 
AnaJJuTulfeCKHH 0TlfeT .N'! )(am aHaJiu3a 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2027 
llaTa noonJBO.UCTBa 

: 
ro.uen .1),0 

: 

Mfg. License No. / 
IlpOH3B0.UCTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JU1-.N!!(00l336)-(Pf-RU) 
JJH~eH3HSI ,N'g 

Analysis oerformed according ND I AnaJJH3 npoae.uen no H,U:: JIII-.N'!(001336)-(Pr-RU)-090625 

Page 2 of 6 I CTp. 2 uJ 6 

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

397±5 nm. I Y<I>-cneKTp maximum at 397±5 nm. I Y<I>-cneKTP 
nornoll..\eHHH wcnbJTyeMoro norJIOll..\eHHH HCnhnyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM ,[J.OJl)KeH HMeTh MaKCHMYM norJT0ll..\eHHH 
nornoll..\emrn npH 397±5 HM. TipH 397±5 HM. 

3. Weight of package 51 g/51 r According to Rus. Ph. I B cooTBeTCTBHH 
contents / Macca c Tpe6oBaHHHMH r<I> P<I> 
co.uepmttMoro ynaKOBKH 

4. pH 3.27 2.5 to 4.5 I OT 2,5 AO 4,5 

5. Viscosity / BHJKOCTh 985.9 centipoise / 400 to 1,200 centipoise / 
985,9 caHmnya.3 OT 400 ,[J.O 1200 caHTHnya3 

6. Impurities / IlpttMecu 

1. Impurity C / Not detected / He o6Hapy)Ketta Not more than 0.50 % / 
OpHMech C He 6onee 0,50 % 

11. Impurity D / Below LOD (LOD = 0.02 %) I Not more than 0.50 % I 
Op11Mech D HmKe npe,D.ena o6ttapy)KeHHH (00 He 6onee 0,50 % 

= 0,02 %) 

Any other impurity / 0.03 % Not more than 0.50 % / ... 
111. Jlio6aH .D.pyraH npHMeCb He 6onee 0,50 % 

Remarks : The Product confirms to ND/ 

'

'Conclusion : APPROVED I 
IlpuMelfauue: Ilpo.uyKT coorneTcrnyeT ipe6oBaHHHM H,[( 3atcJJIOlfeHue: O)1.OliPEHO 

Prepared by I 
Ilo.n:roTOBJJeHo: Ashish 
Kumar 

~ 
I Date / 
:,[(a-ra: 10.01.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
npoaepeHo: Pravesh npoaepetto (AOK): person/ O.uo6petto: O6ecne'-lett11e 
Rana 

j 
Amil Kwnar Ka"! ecrna/OTBeTCTBeHHOe JJHIJ,0: 

r;- ~Ur-ill Kv ..,_,,J flYL 

.-evv1 
I Date/ Date / IDate / I 2..--u \ rJ__ o :u, 
: ,[(aTa: 10.0 1.2026 ,[(aTa: 10,01.2026 ,[(am: 

Registered Office : 8-2-337, Road No. 3, Banjar;; Hills, Hyderabad - 500034, Telangana, India 
Tel: ,91 40 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Vil!. Kho\, Naiagarh Road, Baddi, 
Oistt. So lan, :-1.P., 173 205, i f\!DIA 

Tel: +9198166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g VV VY VV,UI I ,:;vv y;,,l.Ull 1 

Ilp0Jly1n: Hatl.3® AKrnsrenh (H11Mecy1111A) renh ,nm, Hapy>rrnoro np11MeHeHHH, 1 %, 50 r 

Market/ PbIHOK : Russia I PoccIDI 

Batch No./ 
V260020 

Batch Quantity/ 23400.0 units/ 
Cepm1 .N"2 

: 
PaJMep cep1rn 

: 
23400.0 e,nl1Hl11..l 

Analytical Report No./ 
: 040003250954 

Date of Analysis / 
: 10.01.2026 

AmiJIHTH'leCKHH OT'ICT .N"2 ,ll,arn aHaJinJa 

Date of Manufacture/ 
12/2025 

Date of Expiry / 
11/2027 

llaTa nponJBOJlCTBa 
: 

ro}leH JlO 
: 

Mfg. License No./ 
Il pOHJBOJlCTBeH H8SI : MNB/05/263 MA number: / HoMep PY : nn-.N2(00I336)-(Pr-Ru) 
JlHl..lCHJHSI .N°2 
Analysis performed according ND/ AuaJIHJ npoBeJleH no H,ll,: JIU-.N"2(001336)-(Pr-RU)-090625 
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iv. Total impurities/ 0.2% Not more than 1.50 % I 
CyMMa npHMeceH He 6011ee 1,50 % 

7. Microbial purity*/ Mutcpo6uoJioruqecKaH 'IHCTOTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count / O6w,ee 11Hc110 He 6011ee 102 KOE/r 
a3po6Hb!X MHKpo-
opraH113MOB 

jj. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count/ O6w,ee 'IHCJlO He 6011ee 101 KOE/r 
APO)K)l(eBhIX H nnecHeBbJX 
rpH60B 

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

OTC)'TCTBHe B 1 r 

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

8. Assay / KoJiuqecTeeeeoe onpe~eJieeue 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me1.Jaune: npoA)'KT C00TBeTCTB)'eT Tpe6oaaHJ.UIM HJJ; 3aKJIIO'leHne: O,ll,OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TToJlrOTOBJleHo: Ashish rlposepeHo: Pravesh flposepeHo (AOK): person I O.no6peHo: O6ecne1.JeH11e 
Kumar Rana 

f_ 
Amit Kumar Ka'ieCTBalOTBeTCTBeHHOe m1uo: 

~ ~~ ,gU;.Jll_ KVM,~(L 

___ (:v--1 

IDate / I Date/ Date/ IDate / \ 1---~ I ,..-JOLG 
:)];am: 10.01.2026 : )];am: 10.01.2026 ,Zl;aTa: 10.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjare1 Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, f3x : +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP 1984PLC00450i' 
www.drreddys.com 

I 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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

Dr. Reddy's Laboratories Ltd . 
Formulatlon Unit-5 
Viii. Khol, Naiagarh Road, Baddi, 
Oistt. Solan, :-1.P., 173 205, !f\JDIA 

-i-el: +9198166 56001-02 
VVVVVV.UI 1cUuy~.LUIII 

Ilpo.uyKT: Haib® AKrnBrenh (HHMecym-1.n) reJlh .nmi: Hapy)lrnoro rrpHMeHeHH51, 1 %, 50 r 

Market/ Pbrnoie : Russia / Poccw51 

Batch No./ 
: V260020 

Batch Quantity/ 23400.0 units I 
Ceousi .N'! PaJMep cepuu : 23400.0 eJI.HHHU 
Analytical Report No./ 

: 040003250954 
Date of Analysis / : 10.01.2026 

AHaJJHTH'•teciettfi oPteT N2 )],aTa auaJJHJa 
Date of Manufacture / 

12/2025 
Date of Expiry/ 11/2027 

)],aTa npOH3B0Jl.CTBa 
: 

ro.ueu Jl.0 
: 

Mfg. License No./ 
IlpOH3B0Jl.CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TT-.N2(001336)-(Pf-RU) 
JJHUeHJHH .N'! 

Analysis performed accordin2 ND/ AHaJJHJ npoBe,neH no H)],: JIII-.N'2(001336)-(Pr-RU)-090625 

9. 

10. 

Nimesulide / 
HttMecymtJl. 

Dimethyl sulfoxide / 
,Il;nMeTUJICY JihcJ,OKCH)J, 

Package/ YrraKOBKa 

10.04 mg/ 10,04 Mr 
(100.4 %) 

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 no 
50 r B Ty6y H3 JiaMHHHpOBaHHOrO 
aJUOMHHH.sl, CHa6)KeHH)'IO 
MeM6paHOH )],JUI KOHTpOJrn nepBoro 
BCKpblTH51. Ka)l(Jl.)'IO Ty6y BMeCTe C 
HHCTpyKu,HeH no Me)],Hl.l,HHCKOMY 
npHMeHeHHIO noMell.l,aIOT B naqKy 
KapTo tttty10. 
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9.0 mg to 11.0 mg of C13H12N2O5S 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr Jl.O 11,0 Mr C13H12N2O5S 
(HHMecyJIHJl.) (OT 90,0 % Jl.O 110,0 % OT 
HOMHHaJlbHOro CO,ll,ep)KaHH51) B 1 r rem, 

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

OT 90 % AO 110 % C2H6OS 
(AHMeTHJICYJih(pOKCHJl.) OT 
HOMHHaJibHOro CO,ll,ep)KaHH51 

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. / 
Tio 20 r, 50 r HJIH 100 r B Ty6y H3 
JiaMHHHpOBaHHOro aJIIOMHHH.sl, 

CHa6)KeHHYIO MeM6paHOH )J,Jl.sl KOHTpOJI~ 
nepBoro BCKpblTH51. Ka)l(Jl.yIO Ty6y 
BMecTe c HHcTpyKu,HeH no 
Me)],Hl.l,HHCKOMY npHMeHeHHIO 
noMell.l,aIOT B naqKy KapTOHH)'IO. 

!
Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMelfattue: TTpo.uyKT cooTBeTcTByeT Tpe6oBaHH.sIM H.[{ 3aKJ1t0lfeH11e: O,IJ,OliPEHO 
:=:::========:::::::::::=::::::;;::==========:;;::::=======: 
Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
TTo,nroTOBJieHO: Ashish TTposepeHo: Pravesh TTposepetto (AOK): person/ 0.no6petto: 06ecne'leHHe 

Kumar f\kJi.; Rana 1 Amit Kum/'ar /~( Ka'lecTsa/OTseTcTBeHHoe nuuo: 

~ _.,,,, \ ,~ Vt-'l l ~Vl'--11 A(,) _ _ _ 
__c'vv') 

IDate / 
,l{aTa: 10.01.2026 

I Date / 
)],am: 10.01.2026 

Dare/ 
)],aTa: 10.01.2026 

IDate / 
.[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: f9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC00450l 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIII3A 

Viii. Khol, Na1agarh Road, Bacidi, 
Oistt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g VVv YV,U11cuuy;;::;.\.,Ulil 

Ilpo,nytcr: Haih® AKTHBreJih (H11Mecym1.u) reJih ,nJIR Hapy)lrnoro rrp11MeHeHHR, 1 %, 50 r 

Market/ PbIHOK : Russia / Poccl1J'I 

Batch No./ 
: V260020 

Batch Quantity / 23400.0 units / 
Cep11si .N'2 Pa1Mep cepnn 

: 
23400.0 e,nHHHU 

Analytical Report No./ 
: 040003250954 

Date of Analysis/ 
: 10.01.2026 

AnaJJHTH'lec1rnii OT'leT .N'2 )laTa anaJJHJa 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2027 
)laTa npon1so.ncTsa 

: 
ro.nen .uo 

: 

Mfg. License No./ 
IlpOH380.l(CTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.N2(001336)-(Pf-RU) 
JlHUeHJHSI .N'2 
Analysis performed according ND / AnaJJHJ npose.nen no Hll: .JIIl-.N'2(001336)-(Pr-RU)-090625 

Page 5 of 6 / CTp. 5 01 6 

*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 cepTmlmKaTe anaJin1a npou1so.u:nTeJIH. Ilpou1so.u:nTeJih 
rapauTnpyeT Ka'leCTBO npenapaTa no 3THM noKaJaTeJIHM. 

API name (INN)/ HanMeuosauue A$C 
Nimesulide / H11Mecy1rnn 

(MHH): 
API manufacturer batch number / 

NMS/125070680 
HoMep cepuu npou1so.u:nTeJIH A$C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0.U:HTeJIH FESA00553 
rJI$: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
Ilpou1so,11.nTeJih A$C, cTpaua: Aapm )];pare JlTn. , 11ttnHR 

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 / Release site 
MNB/05/263) I 

I 
HanMeuosauue, a.u:pec, JIHQen1nH .U:JIH 

)];-p Penn11'c Jla6opaTop11c JITn., 11H.[(HR, Ilpo113soncrneHHoe 
nonpa1neJiett11e-6, Bmm. Kxonh, Hanarapx Payn, Eann11, )];11cTpHKT 

Ilpou1so.u:cTseuuaH nJiom:a.u:Ka / 
Conatt, X.IT. , 173205, 11H.UHH (JI11uett3HH 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanne: Ilpo,nyKT coorneTcrnyeT 1-pe60BaHl1J'IM H,ll; 3aKJIIO'lenue: OJlOliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo.nroTOBJieHo: Ashish IlpoBepeHo: Pravesh TTpoBepeHo (AOK): person I O.no6peHo: O6ecrre11eH11e 

Kuma,> Rana 

1 
Amit Kumar Ka11ecrna/OrneTCTBeHHOe JIHUO: 

~ _A---
!iUNIL kv...-\ AQ_ 

. __ c,,-1 

Date I Date/ Date / 

IIDate / I ?~--01 ; en.-~ 
)];am: 10.01.2026 )];am: 10.01.2026 )J,ara: l 0.0 l.2026 ,ll;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.Reddy'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, 
Oistt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
vvvllW.UI r~uuy:>.LUl11 

Ilpo11_yKT: Haib® AKTl-rnrenb {H11Mecy1111n) reJib JJJUI Haovm1-roro noHMeHeH1u1, l %, 50 r 

Market/ PbIHOK : Russia I Pocc11Jl 

Batch No./ 
: V260020 Batch Quantity / 23400.0 units I 

Cemrn.N"!! Pa3MCP cemm 
: 

23400.0 enHHHU 
Analytical Report No./ 

: 040003250954 
Date of Analysis / 

: 10.01.2026 AH3JlllTlll.feCKllii OT'ICT .N"!! ,QaTa attanuJa 
Date of Manufacture / 

: 12/2025 Date of Expiry/ 
11/2027 .ll.arn TIP0lllB0)lCTBa ro)leH )lO 

: 

Mfg. License No. / 
IlpoUJBO)lCTBeHHasl : MNB/05/263 MA number: / HoMep PY : Jlf1-.N!!(001336)-(Pf-RU) 
Jlll UCHJlUI .N"!! 

Analvsis Performed accordiuir ND/ AuanuJ noooeJleH no HD.: JII1-.NH001336)-(Pr-RU)-090625 

Page 6 of 6 / CTp. 6 u1 6 

full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 

qual i ty 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». 

3aKmoqeHHe O COOTBCTCTBHH: «HacTOHIII.HM H IIO)].TBep~aIO, 'ITO rrpirne.n;eHHaH BhII.Ue HHq>OpMal(HH HBJIHeTCH 

)].OCTOBepHOH H TO'IHOH. 3m cepHH apo,uyKL.U,lli apOli3Be,n:eHa (BKJIIO'Ia51 yrraKOBKY (MapKIIpOBKy) II KOHTpom, 

Ka1Iecrna) Ha BhillleyKa3aHHOH rrpOH3B0.UCTBeHHOH rrnorn.a.uKe (nnorn.a,nKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha,n:Jie)Karn.eii npOM3BO.UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMII1IeCKOro COI03a H 

Tpe6oBaHHHMM KOHTpOJUI Ka1IeCTBa neKapcTBeHHhIX cpe,ncTB, a TaK)Ke B COOTBeTCTBHH co crreu;Hq>HKa1(HHMH, 

co.n:ep)Kam:MMHCH B perncrpal(MOHHOM ,lI.OChe CTpaHhI-HMIIOpTepa. 3arrHCH no rrpOH3BO)].CTBY, ynaKOBKe H amUIM3Y 

rrpoBepeHhI, M ycTaHOBJieHo MX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,nJie)Karn.eii: rrpOH3B0,lJ.CTBeHHOH rrpaKTMKM 
EBpa3HRCKOro 3KOHOMM1IeCKOro COI03a». 
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