
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTY1¢11KAT AHA llH3A -

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo_uyi.:T: Haib® (H11Mecym-1,1J.) rn6neTKH, 100 Mr 

Market / P1,rnoic Russia / Pocc1u1 

Dr. Reddy's Laboratories Ltd . 
Formul ation Unit-6 
Viii. Kho!, Nalaga rh Road, Baddi, 
DisLt. Sola n, H.P., 173 205, IN DIA 

Te! : +Cl'.I. 9/·'. 1 nfi Sfi00:i-02 

www drreddys .co m 

. ,, . . . 

Batch No/ ; Batch Quantity/ 50,00,000 tab / - 2502174 
CepHH-N!! .. . - ' .. . Pa3Mep cepnn - 50;00,000' Ta6 

Analytical Report No/ 
890001847641 

Date of Analysis / 
18.Tl.2025 

AnaJIHTHqecKnii OT'teT .N'!! ,l(aTa auaJiuJa 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2028 
,l(aTa DD0H3B0.UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ IlpOH3B0.UCTBeHHaH : MNB/05/263 HoMep PY 
: -nTT-M!(006398)-(Pr -RU) 

JIHQeHJHH .N'!! 
Analysis performed according ND/ AuaJiuJ npoee.ueu no H,21;: Jlll-N2(006398)-(Pr-RU)-'-240725 
Artworks approved:/ Mai.:eThl ynaKOBKH yTeep~euhl: 24.07.2025 
PL approved:/ JIB yrnep~eu: 28.01.2025 

Page 1 of7 / CTp. 1 HJ 7 
.N'!! Test/ IloKaJaTeJih Result/ PeJyJihTaThI Specification / HopMa 

1 Appearance / Onucauue Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Eenh1e with smooth surface. I Benb1e C 

C )KeJlTOBaTbIM OTTeHKOM Kpyrnhre )KeJlTOBaThIM OTTeHKOM Kpyrnb1e 
,IJ.BOHKOBhinYKJlbie Ta6JleTKH c ,ll.BOHKOBbinYKJlble Ta6JieTKH C rna,IJ.KOH 
rna,ll.KOH nosepXHOCTblO. nosepxHOCTblO. 

2 Identification / The retention time of the main peak in The retention time of the main peak in the 
11.uenTHcl>HKaQHH the chromatogram of test solution chromatogram of test solution should 

corresponds to the retention time of correspond to the retention time of the 
the main peak in the chromatogram of mam peak in the chromatogram of 
nimesulide reference standard nimesulide reference standard solution 
solution. I BpeMH y,ll.ep)KHBaHHH (section Assay). I BpeMH y,ll.ep)KHBaHHH 
OCHOBHqro IlHKa Ha xpoMaTorpaMMe OCHOBHOrO IlHKa Ha xpoMaTorpaMMe 
lWIILl'l ')'UMUl 'U pUll'l'llUpU HlJllLl'l')'UMUI 'U puuu1upu .LJ.UJUllllU 
COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTh speMeHH y,ll.ep)KHBaHHH 
y,ll.ep)KHBaHHH OCHOBHOro IlHKa Ha OCHOBHOrO nttKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacrnopa pacrnopa CTaH,ll.apTHOro o6pa3L(a 
CTaH,ll.apTHOrO o6pa3L(a HHMecyJIH,ll.a. HHMecym-1,1J.a (pa3,ll.eJI «Konw1ecrneHHOe 

onpe,1J.eJieH11e») . 

3 Average weight and Complies I CoorneTcrnyeT 310mg±5.0 % 
uniformity of weight / 

; 18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ - Conclusion : APPROVED I .. - __ . 

n puMeqauue: ITpO.D.YKf COOTBe TCTBYCT -rpeociBmm.llM HA 3aicmo•1enue: O,l(OliPEHO - :·-~(f' 

Prepared by / 
Tiuw ·uTUUJtuuu: P1u•,•uuh 
Rana 1 
Date I 
)];am: 18.11.2025 

Checked by / Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized person / 
TIJJuuuµuuu:Puuluup flpuuupuuu (AOK): 0.uuGpuuu : OGuu11u11u1111u llU11uu-rmLI01uu1u1u~1111vw JlltU.V, 
Kumar J-c Amit Kumr, a 

------- ,:,-

Date I Date / IDate / Jq,1;,-2m£ 
f{arn: 18.11.2025 )J,aTa: 18.11.2025 ,D,arn: 

Registered Ofiice : 8-2-337, Road i~o. 3, Ga 11j cJrJ Hills, Hyderaba d - 500034, Te lan g,m ~, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: rnail@drceddvs .com 

CIN: L8519ShP B S.:i PLC00,,507 
w ww. cirredci•is.con~ 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. l<ho!, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 
T:,f • +9J 9f'.tG6 S600i-0~ 

CEPTl1<!> HKA T AHAID13A 
'd www.c rrcor yo.corn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.JJ,yKT: Halb® (m1Mecym1.JJ,) rn6neTKH, 100 Mr 
Market / PbIHOK Russia I Pocc1rn: : 

Batch No/ 
V2502174 

Batch Quantity/ 50,00,000 tab"/ . .. 
CepuH X!! •. . . Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No / 
890001847641 

Date of Analysis / 
18.11.2025 

AnaJIHTHqecKuii: oTqeT N!! )laTa auaJin3a 
Date of Manufacture/ 

11/2025 
Date of Expiry/ 

10/2028 
l(aTa np0H3B0)],CTBa ro.JJ,eH )],0 
Mfg. License No./ 

. .. 
. 

MA number:/ 
Ilpon3BO.JJ,CTBeuuaH : MNB/05/263 

HoMep PY 
: JHI-N2(006398)-(Pr -RU) 

JIHUeH3HH N!! 
Analysis performed according ND/ AuaJIH3 npoBe.JJ,eu no II)];: Jlll-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbI ynaK0BKH yTBep,K,Z1,eub1: 24.07.2025 
PL approved:/ JIB yrnep,K,lleu: 28.01.2025 

Page 2 of 7 / CTp. 2 H3 7 
Cpe.JJ,HHH Macca 11 310.7 mg/ 310.7 Mr 2/20 tablets - not more than± 10 %. / 
0)],H0p0.JJ,H0CTb MaCCbl 

310Mr±5,0% 

18/20 rn6neTOK - He 6onee ± 5 % 

2/20 rn6neTOK - He 6onee ± 10 %. 

4 Dissolution / Unit-1 / Ta6n.-1 95 % Not less than 75 % (Q) of label claim of 
PacTBopeuue 

Unit-2 / Ta6n.-2 94% 
C13H12N205S (nimesulide) in 45 min./ 
He Mettee 75 % (Q) OT HOMHHaJlbHOrO 

Unit-3 / Ta6n.-3 94% co,Qep)l<amrn C13H12N20sS (tt11Mecyn11.JJ,) 

Unit-4 / Ta6n.-4 94% 
4epe3 45 MHH. 

Unit-.:J / Ta6n.-5 94% 

Unit-6 / Ta6n.-6 94% 

5 Water/ Bo.JJ,a 2.2% Not more than 6.0 %. / He 6onee 6,0 % . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / . 
IlpnMeqaHne: flpoAyKT coorneTcrnyeT Tpe6oBaHIUIM H,ll ,; ~ . 3aKmoqeHne: O)lOiiPEHO ·· )•.,:/' 

Prepared by I 

Rana 
Ilo,llrorna11eH

1
0 : Pravesh 

Date I 
,llam: 18.11.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Tiponepe1m:Pardeep flpoBepeHo (AOK): 0Ao6peHo: 06ecne1IeH11e Ka1Iecrna/OrneTcTBeHHoe n11uo: 

Kumar ~ Amit KunJ\: {fir _.,.,,,, ,:"---

Date I Date I IIDate I 1 f/ ✓1,1✓ )~ 2,,<; 
,llam: 18.11.2025 )lam: 18.11.2025 )lam: 

Registered Office: S-2-337, Road No. 3, l3JnjJrJ Hills, HyderiJbad - 500034, TelangJna, inciia 
Tel. +9140 49C0 2900, Fax: +9140 4900 2999, Email: mc1il@cin-edd'fs.com 

CiN: L35195~Pl934FLCG04507 
Vv'v,;w.ci rr (~dfr/s.cun1 

I 



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

CERTIFICATE OF ANALYSIS 
CEPT McD l-1 KA T Al lAJ1113A 

Vi:1. Kho!, Naiaga rh Road, Baddi, 
DisLt. Solan, I-LP., 173 205, INDIA 
TPI +q·1 c1.r.· 1 Fif-i SfiOO i -02 

wwvJ.d rreci dys.r:o rn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilp0Ay1CT: Haib® (HHMecymtJJ.) Ta6neTKH, 100 Mr 
Market/ Pi,moK Russia I Poccmr : 

Batch No/ 
V2502174 

Batch Quantity/ 50,00,000 tab I 
Cepirn•X!! Pa1Mep cepm, 50,00,000 rn6 
Analytical Report No/ 

890001847641 
Date of Analysis / 

18.11.2025 
AuaJJHTH'lecKuii OT'leT .N'!! ,l(aTa auaJ1u1a 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2028 
,l(aTa DPOH3B0ACTBa roAeH AO 
Mfg. License No./ 

. 

' .. 

MA number:/ 
fipOH3BOACTBeHHaH : MNB/05/263 HoMep PY : JITI-N2(006398)-(Pf'-RU) · 
J1HU.eH3HH .N'!! 

Analysis performed according ND/ AuaJJu1 npoBeAen no H,l(: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThl ynaKOBKH yTsep)KJ];em,1: 24.07.2025 
PL approved: / JIB yrnep)KJ];eu: 28.01.2025 

Page 3 of7 I CTp. 3 HJ 7 
6 Related substances / PoACTBeHHLie npuMecu 

Impurity A / TipttMecb A 
0.01 % Not more than 0.20%; I He 6onee 

0,20%; 

Impurity B / TipttMecb B 0.03 % 
Not more than 0.20 %; I He 6onee 
0,20 %; 

Impurity C / TipttMeCb C Not detected / He o6Hapy)KeHa 
Not more than 0.20 %; I He 6011ee 
0,20 %; 

Below LOD (LOD = 0.0049%) / 
Not more than 0.20 %; I He 6011ee 

Impurity D / TipttMecb D Htt)Ke npe,1J.ena 06Hapy)KeHm1 (TIO = 
0,20%; 

0.0049 %) 

Impurity E / IlpttMech E Not Qetected / He o6Hapy)KeHa 
Not more than 0.20 %; I He 6onee 
O,?.O %; 

Impurity F / TipttMecb F Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20 %; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) I 

impurity I EJJ.ttHttqHast Not more than 0.20 %; I He 6011ee 
HeH)].eHTH~HQHpOB8HHast 

Htt)Ke npe,1J.e11a Ko1111qecTBeHHOro 
0,20%; 

npttMeCb 
onpeJJ.eJieHttst (TIKO = 0.0143 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me~a11ne~ Ilpo,LJ,}'KT cooueTcrnyeT Tpe6osaHH!IM H.D: 3a1CJ11oqe1me: O.ll.O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n .or T0.BJICH0! rtnv Sh rrpos pci.io:ra!'dccp TiposcpCHO (AOIC): O.noopcuo: 06ccnc4CIUIC t<U•100·1•uu/O11•u "l 'C'l'UCttllUC Jllll..(U! 

Rana 1 Kumar 
=-' 

Amit kar eflP 
_/ ------,- -

Date/ Date / Date/ IDate / I 'f-- I/-- 2-M? 
I Aarn: 18.11.2025 ,[(aTa: 18.11.2025 ~am: 18.11.2025 ,D:arn: 

Registered Office: 8-2.-337, Road No. 3, Ga11j.irJ I !ills, HvderJbJd - 500034, T~l.:lngJnJ, india 
• Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail(~drredd•;:;.com 

Cti'i: L85 19:i,:, i, .t:!SciPLCG0,,507 

-···- ·· 

,_ 



•·· Dr.Reddy's ~ ;• 
Dr. Re ddy' s Laboratories Ltd . 
Fo rmulation Uni t -5 
1/ill. l(ho!, i-!Jlog;irh Road, Baddi, 
Distt Solan, H P.; 173 205, ii1ID IA 

CERTIFICATE 01<' ANALYSIS 
CEPTH<l)MKAT AHA.Jli13A wv11v d1-reciciy: .com 

Product:: Nise® (Nimesulide) tablets 100 mg 
IlpoJlyKr: Haifa® (tt11Mecym1,u) rn6neTKH , 100 Mr 
Market / f'bIHOK Russia / Pocc1rn .. 
Batch No/ · j _ , .: : 

V2502174 
Batch Qtiantity / 50,00,000 tab / 

CepuHN~ - . -~·:~ • Pa1Mep cepuw -~ . - 50,00,000 Ta6 
Analytical Report No/ 

890001847641 
Date of Analysis / 18 .11 .2025 

AnaJIHTlf'lecKnii oTqeT .N'!! J.(aTa auaJIHJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2028 
llaTa npoHJBOJlCTBa rolleH llO 
Mfg. License No./ 

MA number:/ 
Ilpo111eo)J:cTeeuuaH : MNB/05/263 HoMep PY 

: JlTT-N~(006398)-(Pr-RU) 
JIHl.{eu1usi N!! 
Analysis performed according ND/ AuaJiu1 npoeel{eu no H.,II;: Jlll-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThl ynaKOBKH yTeep~em.1: 24.07.2025 
PL approved:/ JIB yrnep~eu: 28.01.2025 

Paec 4 of7 / C-rp. 4 113 7 
Total impurities I CyMMa 

0.04 % Not more than 1.5 %; / He 6onee 1,5 %; 
npHMecett 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I 01{HOpOJlHOCTb 2.3 

less than or equal to 15.0. / I1oKa3aTeJ1b 
!J:03HpOBaHHSI npJ.!eMJleMOCTH (AV) ,IJ,OJl)KCH 6h1Tb He 

6onee 15,0. 

8 Microbiological purity* / MuKpo6110JioruqecKaH qucTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I 06ll.(ee '-IHCJlO He 6onee 103 KOE/r. 
)l(H3Hecnoco6HbIX 
a3p06HblX 
MHKpoopraHH3MOB 

T ulctl Curnuirn.,J y \.-dl>l dHJ NA Nul lii.01(, lhlln 107 CfU/g. / 
moulds count I O6ll.(ee He 6onee 102 KOE/r. 
'-IHCJlO ,upo)K)l(eBbIX J,f 

nnecHeBbIX rpH60B 

Esclzerichia Coli NA Shall be absent in 1 g. / 
OTCYTCTB11e B 1 r. 

9 Assay / KoJiuqecTeeuuoe 101.6 mg/ 101.6 Mr 90.0 to 110.0 mg of C1,H11N2OsS 
onpe.r.eJieuue (nimesulide) per tablet. / OT 90,0 ,uo 

Remarks : The Product confirms to ND/ 
Ilp111\1ecia1me: 'Jl po.uy~OOTB TCTBye-r Tp 6oeaH1.IJIM H)]; I

Conc.lusion : APPROVED / 
3aK.1110<1 e1rne:, 0)]:06PEHO 

Prepared by/ 

Rana 
TToJJ.roTOBJieHo

1
: P.ravesh 

Date I 
)];am: 18.11.2025 

Checked by / Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized person / 
TTposepetto:Pardeep TTposepetto (AOK): OJJ.o6petto: O6ecne'!eHtte Kaqecrna/OrneTCTBeHHOe nwuo: 
Kumar ~ Amit KJ\'lr ::-- 61!? --Date/ Date I !Date / /')-1/~J-o;{ 
)];am: 18.11.2025 ,[(am: 18.11.2025 :Aata: 

Registered Office: 8-2-337, Roa d No. 3, 8JnjcJ1 J Hill s, Hyderabad - 500034, Tel a1ig,rna, incfo 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Ema il: mai l@drredd '/s,com 

Cl,\J : L85195AP1934PLC004507 
www,ci rreddys.curn 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kh ol, Nulaga rh Road, Baddi, 
Distt. So lan, H.P., 173 205, li~DIA 

CERTIFICATE OF ANALYSIS 
CEPTiicf>J,fKAT AHAIB13A www.drrecJdys.co m 

Product: Nise® (Nimesulide) tablets 100 mg 
IIpo)lyKT: Haifa® (tt11Mecy1m.n) Ta611eTK11, 100 Mr 

Market / fi,moic Russia / Poccm1 • 
Batch No I . . . Batch Quantity:; ·- . . 5-0,00,000 tab/ • :V2502174 CepuH·M! . . • I Pa1Mep cepHH ··· ·-- - • • 5(;};00;000 Ta6 

Analytical Report No/ 
890001847641 

Date of Analysis / nu 1.2025 
AnaJinnl'leCKnii oTqeT N!! ,ll;aTa auaJI01a • .. 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2028 
J(aTa npOH3B0)lCTBa ro)leH )l0 
Mfg. License No./ 

MA number:/ 
IIpon1BOJlCTBeuuaH : MNB/05/263 

HoMep PY 
: JJn-N!!(006398)-(Pr-RU) 

Jllll{eH3HH N!! 
Analysis performed according ND/ AuaJiu1 npose]leu no H,ll;: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbI ynaKOBKH yTsep,KJJ.eubl: 24.07.2025 
PL approved:/ JIB yrnep,KJJ.eu: 28.01.2025 

Page 5 of7 / CTp. 5 01 7 
110,0 Mr C1 .,H12N20sS (H11Mecym-1Jl,) 
B Ta611eTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminum blister. 10 tablets in a PVC/aluminum blister. 1, 
3 blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 
carton. I no 10 Ta6JleTOK B a carton. I no 10 Ta6JieTOK B 
nBX/amOMl1Hl1eBOM 61111cTepe. no 3 nBX/amOMl1Hl1eBOM 611HCTepe. no 1, 2, 
611HCTepa BMeCTe C J111CTKOM- 3 111111 10 61111cTepoB BMeCTe C J111CTKOM-
BKJia,UhillleM B na'-IKY KapTOHH)'IO. BKJia,UhillleM B na'-IKY KapTOHHYJO. 

* -The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one 
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis. / 
* - AHaJIH3 no nOKa.3aTemo «M11Kpo611onor111-i:ecKa~ '-IHCTOTa» npoBO}],HTC~ np0113B0,UHTeJieM npH BhmycKe 
nepH0}],114eCKH ( C HHTepBaJIOM O.UHO HCnhITaHHe Ha 20 cepHH HJIH He Mettee 1 pa.3a B fOJl.). noKa.3aTeJih MO)KeT 6hITh He 
BKJllO'-leH B CepTH<pHKaT attanma <pHpMbl. 

API name (INN)/ Ha11Menosauue A<l>C (MHH): Nimesulide / H11Mecy1111.u 

API manufacturer batch number/ 
NMS/125050521, NMS/125050524 

HoMep cepnu nponJBOJlHTCJIH A<l>C: 
FP Manufacturer API Batch number / 

FESA00373, FESA00374 
HoMep cepuu cy6cTaHQHH npou·3B0)lHTeJIH rJI<I>: 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED /; ~ 

IlpnM"e•1am1e: Tipo,nyKT cooTae-rcrnye·r Tpe6oaatt11HM H,l]. 3ai-mo'leHue: O,LJ,OEPEHO .• ~ ~ 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo.nroTOBJieHo: Pravesh ITpoaepeHo:Pardeep ITpoaepeHo (AOK): 0 .no6peHo: 06ecne<1em1e KalleCTBa!OTBeTCTBCHHOe JIHl.(O : 

Rana 1- Kumar 
~ Amit Kumf\ar_ "-.. 5M-__, ----

Date I Date I Date/ IDate / /9,-//r)m[ 
,l].arn: 18.11.2025 ,l].arn: 18.11.2025 ,l].arn: 18.11.2025 ,l].arn: 

Registered Office: 8-2-337, Road No. 3, B:mjara Hills, Hydera bad - 500034, Telang;in~, India 
TeL +9140 4900 2900, Fax: +9140 4900 2999, Ema il: ma il@ci rreddy:; .com 

CIN : LS5195AP1984PLC004507 
www.drreddvs.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kl10 I, Naiagarh Road, Badd i, 
Distt. Solan, H.P. , 173 205, iNDIA 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>MKAT AHAJUi3A www.drrecidys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
IIpo,uyKr: Haib® (ttHMecym1,D,) rn6neTKH, 100 Mr 
Market/ P1,rnoK Russia I Poccm1 ' ' : 

Batch No/ 
V2502174 

Batch Quantity / 50,00,000 tab./ . . 
Cepuu N!! ·- ,, - Pa1Mep cepuu • 50,00;000 rn6 , .. . 
Analytical Report No/ 890001847641 

Date of Analysis / 18.11.2025 
AnaJIHTH'lecKnii oTqeT N!! .l(aTa auaJin1a 
Date of Manufacture / 11/2025 

Date of Expiry / 10/2028 
)];aTa DPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IIpou1so,ucTBeuuau : MNB/05/263 

HoMep PY 
: J1TI-NQ(006398)-(P1-RU) 

Jiuqeu1uS1 N!! 
Analysis performed according ND/ AuaJinl npoBe,ueu no H,ll;: Jlll-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTLI ynaKOBKH yTsep~eubl: 24.07.2025 
PL approved:/ JIB yrnep~eu: 28.01.2025 

Page 6 of 7 / CTp. 6 u3 7 

API Manufactured by & country/ 
Aarti Drugs Limeted / 

1Ipou1so,unTeJIL A<l>C, cTpaua: 
Aapm ,IJ;parc JlHMHTe,n: 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 

Name, address, authorization No for FP 173205, India (license No MNB/05/263) / 
manufacturing site / Control site / Release site / ,D;-p PeMH'c J1a6opaTOpHC JlT,n:., I1H,D:H51, 
HanMeuosauue, a,upec, JinqeuJHH ,UJIH TipOH3B0,D:CTBeHHOe nop:pa3,n:e11eHHe-6, 8HJ1Jl. KXOJlb, 

IIponJBO)];CTBeuuaH nJiom:a.[l;Ka / IIJiom:a)];Ka Hanarapx Poy,n:, Ea)];,n:H, ,lJ;HcTpHKT Conatt, X.TI., 173205, 
KOHTPOJIH KaqecTBa / IIJiom:a.[l;Ka BLmycKa Htt,n:HH (nm.(eH3mr ,NQ MNB/05/263) 

nPrhtn,tinn nf rrrtifirntinn: «T hF:rnhy r,F:rtify thnt thF: nhovF: infonnntion is ;mthentk .-m<l ;:ir,r,11rnte. This h;:itch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 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». 

3aKJIJOqeuue O COOTBeTCTBHH: «HacT051lil,HM 51 CTO)],TBep)K)],a!O, '!TO npHBe)],eHHa51 Bb!We HttepopMilUfl.SI_ .SIBJ151eTC51 
)],OCTOBepHOH H TO'!HOH. 3Ta cepH51 npo,n:yKIJ,HJ,f rrpomse,n:etta (BK11IO'!a51 ynaKOBKY (MapKHpOBKy) H KOHJPC>i:i~ Ka'!ecrna) 

Remarks : The Product confirms to ND/ 
np11Me<Jatme: Tlpo.!l. KT co TBeTcrnyeT -rpe6oaaE1.lffiM" H,[( 

Conclusion : APPROVED / 
3a.KJUO<Jet111e: 0,[J.06PEHO 

Prepared by/ Checked by / QA) I Approved by: Quality Assurance/Authorized person/ 
TT011roT0Rnetto: Prave1.h npofl 'P~Ho:Parde p K): Ono6petto: O6ec11e11emi:e 1<a<Je TB OrneTcTsettttoe m1~0: 
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•·· Dr. Reddy's ~;• 
Dr. Reddv' s Laboratories Ltd . 

Formulation Unit-6 
Vi:1. i,hol, Nalagarh Roa d, Baddi, 
Distt. So! an, H.P., 173 205, lf\JDIA 

CERTIFICATE OF ANALYSIS 
CEPT11cvl1J<A T AHAnI13A w 1,·Jw.drreciclys .cut11 

Product: Nise® (Nimesulide) tablets 100 mg 

IlpoJJ;yKT: Hatb® (tt11MecyJI11,1J,) Ta6neTKH, 100 Mr 

Market/ Pi,rnoK Russia / Pocc1rn .. 
Batch No/ 

V2502174 
... Batch Quantity / 50,00,000 tab I . 

Cepirn .M! •· . . . . Pa1Mep cepmt 50,00,000 Ta6 

Analytical Report No I 
890001847641 

Date of Analysis / 
18.11.2025 

AnaJIUTH'lecKnii OT'leT .N'!! J(aTa auaJIH3a 
Date of Manufacture/ 

11/2025 
Date of Expiry/ 

10/2028 
,l(aTa npOH3BOJJ;CTBa roL{eH JJ;O 
Mfg. License No./ 

:-
. 
. 

MA number:/ Ilpou1soJJ;cTBeunaH ; MNB/05/263 
HoMep PY 

; JIIT-N!!(006398)-(Pr-RU) 
JIHQeH3Hff .N'!! 
Analysis performed according ND/ AuaJiu1 npose;:i:eu no H,l(: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThl ynaKOBKn yTBep)K)J.enhl: 24.07.2025 
PL approved: / JIB yrnep,t,)len : 28.01.2025 

Page 7 of7 / CTp. 7 01 7 
Ha BhIWeyKa3aHHOH np011380)].CTBeHHOH nJlOI.J..la)].Ke (nJIOI.Qa)J,Kax) B nOJIHOM COOTBeTCTBl111 C Tpe6osaHl151MH ITpaBHJI 

HaP,Jle)l(aI.QeH npoH3BO)J,CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMHYeCKOro COI03a H Tpe6osattl151M11 KOHTpOJl51 

KatJeCTBa JieKapcTBeHHbIX cpe)J,CTB, a TaIOKe B COOTBeTCTBHH co cne~mpHKaI._\H51MH, CO)J,ep)l(al.QHM11C51: B 

perncTpa~HOHHOM )J,OChe CTpattbHIMnopTepa. 3anHCH no npoH3B0)],CTBY, ynaKOBKe 11 attan113y nposepettbl, 11 

ycTaHOBJleHO HX COOTBeTCTBHe Tpe6osaHH51M flpaBl1Jl Ha)J,JTe)l(aI.QeH npoH3B0JJ;CTBeHHOH npaKTHKH EBpa.311HCKOro 

3K0HOMH'IeCKoro COI03a». 

!
R emar ks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me1rn1me: Tipo,nyKT C00TBeTcrnyeT Tpe6onaH.IIJIM H,ll; It 3aKJ110Yeuue: 0)),0:SPEH O 

Prepared by / 
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Rana 1 
Date / 
)].aTa: 18.11.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
OponepeHo:Pardeep Tiponepe1-10 (AOK): OJI.06pe1-10 : O6ecnetJemre KatJecrna/OrneTcTBeHHOe 1mu.o: 
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