o Dr. Reddy's Laboratories Lt
® Formulaticn Unit-6
’ )
Dr. Reddy S ‘;. Vill. Kho!, Nalagarh Road, Baddi,
> Disti. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
Page10f4/ Ctp. 1 us 4
Product : Nise tablets 100 mg
Opoayxr  : Haiis®, rabnerku 100 mr
Batch No / 1 V2401846 Batch Quantity / : 5000000 tablets /
Cepns Ne O6Bbem cepHn 5000000 Tabnerok
Analytical Report No / : 890001763369 Date of Analysis / : 23.09.2024

AnanuTHIecKHIl oT2eT Ne Jiara anaausa

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTa npoH3BOACTRA Tonen o (Bra) —
Analysis performed according to ND / Awanus nposeaen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / w3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 or

28.09.2022)

Ne Test / IokazaTeus ' ~ Result / Pesyasrarst | _Specification / Hopma
1 |Description/ Onucanune Complies / Coorsercrayer |Yellowish white round biconvex tablets with
|smooth surface. / DBemsie ¢ eatosaTeiM
OTTEHKOM KPYTJIbie ABOAKORLINYKIIbIE TabneTin
¢ FIaJKOH MOBEPXHOCTEHIO.

2 |Tdenmufecatlon/ Cuplies / Cuuteeicipyel The telention tiwe ol privcipa peak i (he
TlopnuunocTs chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpema yaepkHBaHHR OCHOBHOTO
MMKa HA  XpOMATOTpaMMe  UCTIBITYEMOro
pacTBOpa HOJDKHO COOTBETCTBOBAaTE BPEMEHH
YAEPKUBaHNA OCHOBHOTO n1Ka Ha
XpomaTorpaMMe  pacTBopa  CTaHAapTHOrO
obpazua HHUMECYIINAa (pasmen
«KonnyecrseHHoe opeeseHnes)

3 |Average weight and mass | 3111 mg/311.1 mr 1310mg+5.0%/310mMr+5,0%

:r::;:l;m:)tyl:o(c?f:ﬁ:i;t::acca I Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
. 18/20 tabnerok — He Gonee + 5 %

2/20 tablets —NMT = 10 % /
| | 2/20 tabnetok — He Sanee + 10 %

4 | Dissulullon/ Pucisupesne | 97 %, 955G, 9756, 9676, 90%, 90 36, |MNot less than 75 06 (Q) of labeled amount of
Ci3H(5N-OsS nimesulide is dissolved in 45

minutes / He menee 75 % (Q) ot
HomuuansHoro cogepxanus Ci3HjaNaOsS
(HuMecynun) yepes 45 MHH.

Remarks : The Product conforms to ND / Conclusion : APPROVED / o
Ipumeuanne: IlpoaykT cooTBeTcTRYeT TpeboBannsm H]L 3arkuouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oxrotoenexo: Pardeep ITposepeno: Pawgn Kumar Onobpeno: Meunemiep / Pykosozitens
Kumar f e ?L_ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / i

Jarta: 23.09.2024 Hara: 23.09.2024 Mara: 23.09.2024

Pegistered Oftice: 8-2-337, Road No. 3, Bonjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 30 4900 2900, Fax: +91 40 4500 2999, Email: mak@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddyz.com




Dr.Reddy’s “:"

Dr. Reddy's Laboratories Ltd
Formulatich Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 2G5, INDIA
Tol : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Page20f4/Crp. 2u3 4

Product Nise tablets 100.mg
NpoaykT Haii3®, Tabnerku 100 mr
Batch No / : V2401846 Batch Quantity / : 5000000 tablets /
Cepnsa Ne O6bem cepun 5000000 Tabaerok
Analytical Report No / : 890001763369 Date of Analysis / : 23.09.2024
AHanuTHdeckHi oTyer No Jlata ananusa iy
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
Jara nponssoacrsa Toaen x0 (BK.T)
Analysis performed according to ND / Auasus npoeeasen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / w3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Test / [lokazaTent
Water / Boaa

__.N_'e__ .

“Result/ PesyabraThi
3.0

e Spe
| Not more than

tion / Hopma
w/w / He 6onee 6,0 %

Tmpurity A / [Tpumecs A

]
Impurity B / I[lpumecs B

Impurity C / Tlpumecs C

Impurity D / Ilpumect D

| Impurity E / Tlpumecs E

6 |Related substances / Poécrseﬁume npuMecH

Below LOQ (LOQ = 0.0057%) /
Huxe rnpeaena KONHYECTBEHHOT O
| onpenenenns (TIKO = 0.0057 %)

0.02%

| Not detected / He o6napyxeHa

J Below LOD (LOD = 0.0049 %) /
Hwxe npenena o6uapyxenus (TI0 =
| 0.0049 %)

Not detected / He obHapysxena

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 % [

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6ouee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

7 | Uniformity of dosage units /

| Impurity F / [lpumecs F Not detected / He o6Hapyxena NMT 0.20 % / He 6ousee 0,20 %
Any unknown individual NMT 0.20 % / He 6osiee 0,20 %
impurity /. EnnHuMHas 0.02%
HeUIECHTH(HLIMpyeMas
LML
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMecekt
25 Acceptance value (AV) should be not more

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
Approved by: Managgr / Executive /
Onobpeno: Mesnennep / Pykosoautens

Abhishek Chauhan {:’

Remarks : The Product conforms to ND /

IIpumeuanme: [Tpoaykr coorseTcTyeT TpeboBanuam HJJ
Prepared by / Checked by /
TloxnroroeneHo: Pardeep [Ipoepero: Pawan Kumar

Kumar Q{—/—’
Reprint Date /

Iara: 23.09.2024

Reprint Date /
Hara: 23.09.2024

Reprint Date / s
Hara: 23.09.2024

Regisiered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4903 2900, Foax; +41 40 4500 2999, Email: maii@drreddys.coim
CIN: L85195AP1884PLCONAS07
www.drreddys.com




Dr. Reddy's Laboratories Ltd,
®e Formulaticn Unit-6
Dr. Reddy’s ".. Vill. Khol, Nalagarh‘ Fl{oad, Baddi,
» Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A
Page3ofd4/ Crp. 33 4

Product : Nise tablets 100 mg
Hpoaykr _ : Haiiz®, Tabnerkn 100 mr
Batch No / : V2401846 Batch Quantity / : 5000000 tablets /
Cepna Ne OGbeM cepHH 5000000 Tabnerox
Analytical Report No / : 890001763369 Date of Analysis / : 23.09.2024 =
AnanaTHUeCKku# oTuer Ne JlaTa aHaH3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTa npou3BocTBa [T'ogen go (BK)
Analysis performed according to ND / Anaaus nposexen no BJX: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot

28.09.2022) 1

Ne | Test/Iokasatens | Result / Pe3y.1bTaTss { Specification / Hopma )
OxHOPOANHOCTL AO3HPOBAHUA | than 15.0 / ITokazarens npuemneMoctH (AV)
‘ HomkeR 6uiTh He Oonee 15,0

8 |Microbial limits* / Mukpo6uosornyeckas qncrota* __Du :

a) Total aerobic microbial NA = | Not more than 1000 CFU/g /

count / O6iuee gucno He 6onee 1000 KOE/r

a3p0o6HBIX MUKPOOPTaHH3MOR |
ij Total combined yeastsand |  NA Not more than 100 CFU/g /

mould count / O6iee uucno He 6onee 100 KOE/r

JPONOKEBLIX H IUIECHEBBIX

rpuboe

¢E.coi - NA Shall be absent in 1g/ e i

JIomKHB! OTCYTCTBOBATH B 1 I |

9 | Assay/ KosnuecTneHnoe 100.3 mg/ 100.3 mMr Not less than 90.0 mg and not more than
110.0 mg Ci3H2N2OsS Nimesulide in tablet /

onpeaeneHne
Or 90,0mr gmo 110,0mr Ci3H;2N2OsS
. (Humecynmmp) B TabneTKe
10 |Package/ YnaxoBka 10 tablets in PV C/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / [lo 10 Tabnerok B|carton. / Ilo 10 Ttabnerok B IIBX /
[TBX/amomunmeBom Gnuctepe. IMo 3 | amomunuesom 6iancrepe. Ilo 1, 2, 3 wnu 10
GmcTepa BMECTE C HHCTPYKUHeii no | 61MCTepoB  BMECTE € MHCIPYKLWEH 1o
NPHMEHEHMIO B MAYKY KAPTOHHYIO. | HPUMEHEHHIO B 144Ky KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
! |' CootbetcTByeT TpeOOBaHHAM B cootsercreva ¢ HI
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [poaykr coorBeTcTRYET TpeGoBanuaM HI{ 3axmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Managgr / Executive /
[MoarorosneHo: Pardeep ITporepeno: Pawan Kumar Onobpeno: Menemxgp / Pykosogutens
Kumar l Abhishek Chauhan /
N 1
Reprint Date / Reprint Date / Reprint Date /
Jlara: 23.09.2024 Hara: 23.09.2024 Hara: 23.09.2024

Registered Office; 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: 91 40 4300 2900, Fax: +91 40 4500 2999, Email: maii@direddys.coin
CIN: L85195AP1384PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6
D R dd y .... Vill. Khol, Nalagarh Road, Baddi,
rrreadys Qe Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddvs.com

CERTIFICATE OF ANALYSIS
CEPTHD®HEAT AHAJTH3A

Paged of 4/ Ctp. 43 4

Product : Nise tablets 100 mg

Hpoaykr  : Haia®, Tabrerku 100 Mr

Batch No / t V2401846 Batch Quantity / : 5000000 tablets /
Cepun Ne Ob6Bem cepiit 5000000 Tabrerok
Analytical Report No / : 890001763369 Date of Analysis / 1 23.09.2024
Auvanurnuccknii oTuer No JlaTa aHanM3A

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

Jlata npouseoacTea TINogen g0 (Br)

Analysis performed according to ND / Ananu3 nposeaen no HJI; [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / wamM. Ne 3 or

28.09.2022)

j Ne Test / Hokasatean == Rgsult-( _Pe_zyjllﬁ'w_rp,l___ - ] Speciﬁbatioxi/l-ﬂ)pn1a
12 | Storage conditions / Store protected from light below 25°C / B zamuiueHHoM OT CBETa MECTE MpH
Xpauenude TeMneparype He Bbiwe 25°C

13 zs_l{é_li'_lﬂ'e/ Cpoxk roamocTH ?3 years /3 rona

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AHanus no mnokasareno «MukpoGHONOrHuyeckas “MCTOTa» MPOBOXHTCA TMPOM3BOAMTENEM MPHU BLITYCKE NEPUONH4ECKH

(¢ MHTEPBaNOM OIHO MCTIEITaRME Ha 20 cepuit win He Menee 1 pasa B rox). [lokasaTens Moxer GbiTh He BiUuO4eH B CepTHAHMKAT
AHATHIA (PHpPMBL

API name (INN) / A©@C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14070436

Homep cepun nponsBoguTeasn APC:

FP Manufacturer API Batch number / ] FERA00443

HoMmep cepun cy6cTannuu nponzsogutens I'JId:

API Manufactured by & country / Aarti Drugs Ltd., India /

ITponssoanrens ADC, crpana: | Aaptu [Jlpars Jlta., Uuaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: IIpoayKT COOTBETCTRYET TpeboBannam HJI 3axtiouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Managey / Executive /
IoarorosneHo: Pardeep [TpoBepeno: Pawan Kumar Onobpeno: Menepwep / Pykopoauresns
Kumar A Abhishek Chauhan // f
Reprint Date / Reprint Date / Reprint Date /

Hata: 23.09.2024 Hara: 23.09.2024 Hara: 23.09,2024

Registered Office: 8-2-337, Road No. 3, Barjara Rills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4903 2900, Fax: +91 40 4500 2949, Email: maii@drreddys.coin
CIN: L85195AP1984PLCON4507
www. drreddys.com




