Dr, Reddy's Laboratories Ltd.
Formulation Unit-6

o
Y ". Vill. Khol, Nalagarh Road, Baddi,
Dr' Reddy S 2 Distt. Salan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Pagelof4/Crp. 1 u34d
Product : Nise tablets 100 mg
Npoayrr : Hais®, Tabnerkn 100 mr
Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepin 5000000 TabaeTok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024 |
Ananurudeckui order Ne Jdata ananisa
Date of Manufacture / : 11/2024 Date of Expiry / : 1072027
JIaTa NPOH3BOACTBA I'onen no ['Bml’l)
Analysis performed according to ND / AHanus nposeaed no HJI: [TN012824/03-140119 (amend Ne 1 from 08.06.2020 / n3m.
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 / u3m. Ne 3 ot
28.09.2022)

Ne |  Test/Ioxasaten, | Result/PesyneTaTel l """ Specification / Hopma

1 |Description/ Omncanue Complies / CooTBercTByer Yellowish white round biconvex tablets with
smooth surface. / Bernble ¢ XeNTOBATBIM OTTEHKOM

KpyIJible ABOSAKOBBINYKAble TableTKH c riamkor
MOBEPXHOCTBIO.

2 |Identification / Complies / CooTseTcTBYET | The retention time of principal peak in the|

IoasHHHOCTL chromatogram of test solution should correspond to

‘ | retention time ot principal peak 1 Nimesuhde

standard solution chromatogram under Assay /

BpeMs  yAEpXHWBaHMS OCHOBHOTO MHMKAa Ha

XpOMATOrpaMMe MCILITYEMOIO pacTBOpa AOJKHO

COOTBETCTBOBATH BPEMEHH yIepKHBaHs

OCHOBHOFO TNHKa Ha XpoMartorpaMme pacTBopa

| cTaHgapTHoro obpasua HuMecynupa (pasaen
«KoanuecTBenHOE ONPENETIEHHEN)

3 Average weight and mass ~ 311.0mg/ 311_.-(-) MT 310mg+5.0%/310Mr+£5,0%

:I:cfg: r:lotii/lf l:);l:::;:b Complies / CooTBercTsyeT 18/20 tablets - NMT + 5 %/
Macebl . 18/20 tabneTok — He Gonee = 5 %

2/20 tablets - NMT + 10 %/
2/20 Tabnerok — He Bonee = 10 %

| | — - - e —
4 | Dissolution / PacTrBoperne 96 %, 98 %, 98 %, 98 %, 102 %, | Not less than 75 % (Q) of labeled amount of
' 102 % Cy5I1,2N20,$ nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAILHOTO

cogepxanna Ci3H;2N20sS (HUMecynum) yepes 45 ]
MHH. |
Remarks : The Product conforms to ND / ’ Conclusion : APPROVED /
Ipumeyanne: [Iponykr coorsercTByeT TpefoBanaM HI Zakaouenne: OJOBPEHO
Prepared by /[loarotonero: | Checked by / ITposepeno: Approved by: Manager / Executive /
Ambresh Kum )e’ Santosh Kumar Maurya~, Opnobpeno: Menemxkep / PykasoduTens
éf‘ ' @_ Pavan Kumar Sharma y :'t ——
" _] _—.-"‘"
Reprint Date / Reprint Date / Reprint Date /
Hata: 21.12.2024 Hara: 21.12.2024 Hara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabadi - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 299S, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCNO4507
wwvedrreddys.com
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Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Page2o0f4/Crp. 2 u3 4
[Product : Nise tablets 100 mg TR
INponyxr Haii3®), rabnerkn 100 mr :
Batch No / 5 V2402698 Batch Quantity / : 5000000 tablets /
Cepita Ne O6bem cepni 5000000 Tabnerok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHaauTH4ecKKiT ordyeT Ne Jdara anaauza
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2027
JlaTa upon3soacrsa T'oaen no (BrJY) .
Analysis performed according to ND / Auanus nposegen mo HJI: TT N012824/03-140119 {amend Ne 1 from 08.06.2020 / uam.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022) s o

Ne Test / [loxasarens | ' R_esﬁlt/_Pe3;{I_1;_TaTu Specification / Hopma P

| 2.6 %

Not more than 6.0 % w/w / He 6onee 6,0 %

5 "IWater/Bona
=

| Related substances /ﬁpncn-ienuue npumecH

Impurity A / HpnmecgmA_" -

TBelow LOD (LOD = 0.0019 %) /

|NMT 0.20 % / He 6o1ee 0,20 %

|
I
! Impurity B / Ilpumecs B

[ Impurity C / TIprmecs C
’Impurity D /Tlpumecs D

| Impurity E / ITpumecs E
Tmpurity F / TIpumecs F

‘Any unknown individual
impurity / Eappaudnan

| Hixe npenena o6uapyxenna (I10 =

0.0019 %)
0.02%
|Not detected / He o6napy»xeHa

‘Below LOD (LOD = 0.0049 %) /

Huxe npenena o6napyxenus (IO =

0.0049 %)
INot detected / He o6Hapyxetia

INot detected / He obHapyxera

| Below LOQ (LOQ =0.0143 %) /
Hwxe npeaena KoJMueCTBEHHOIO
onpepeneuns (TTKO = 0.0143 %)

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

/ OanopoanocTs

HeuaeHTMdHIHpyeman
| MPHMECE |
Total impurities / Cymma 0.02 % INMT 1.5 % / He 6onee 1,5%
nprMeceit :
"7 | Uniformity of dosage units 1.7

Acceptance value (AV) should be not more than
15.0 / Tokazarens npuemnemoctyt (AV) nomxes

Remarks : The Product conforms to ND /
Hpumeaanue: Ipogykt cootseTcTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Hara: 21.12.2024

Hara: 21.12.2024

Preparcd by /Ilogrorosiacho: | Checked by / [1posepero: Approved by: Manager / Executive /
Ambresh Kumar_ 4 _ Santosh Kumar Maurya Ono6peno: Menemkep / Pykopoiutelib
& @l_ Pavan Kumar Sharma oe=
&1 pm—
Reprint Date / Reprint Date / Reprint Date /

Harta: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 4G 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LS5195AP1984PLCO04AS07

wwyy.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltq

Formulation Unit-6

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

Tel : +91 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT Al I;\.I! MN3A

Page3of 4/ Crp. 3 u3 4

Product : Nise tablets 100 mg

Ipoayxr : Haiis®, tabnerku 100 mr

Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /
Cepuna Ne Obnem cepun 5000000 Tabnerok
Analytical Report No / : 040002765195 Date of Analysis / : 21.12.2024
AHanuTHYecKn# oryer Ne JlaTa aHaJIH3a

Date of Manufacture / : 11/2024 Date of Expiry / ¢ 1072027

llaTa npoH3BOACTBA Togen o (BKJI)

Analysis performed according to ND / Auanns nposeuen o H/I[: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / n3m.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

128.09.2022)
Ne ~ Test / Mlokasareas . Result / PeaynabraTs | ) - Ebeciﬁcnﬁ_on/ __Elqul\gg__ ey Lol
| AO3MpOBAHHS |6I>ITB ne Gosee 15,0
8 | Mictabial imits*  MuspoGwanormesciean swwerorar T
a) Total aerobic microbial NA Not more than 1000 CFU/g /
: count / O6iee 11ico ‘l—lc 6osiee 1000 KOE/r
‘ a3pobHeIX .
_I MHKPOOPraHH3MOB | '
' b) Total combined yeasts : T NA | Not more than 100 CFU/g / —i
|and mould count / Obwee He 6osee 100 KOE/r
YMCIIO OPONOKEBBIX U
TLIECHEBBIX IPHOOB !
¢) E. coli ' NA Shall be absent in 1g/
JIoJKHBl OTCYTCTBOBaTH B ] T
9 Assay / KoanuecTBeHHoe 1009 mg/ 1005 mMr Not less than 90.0 mg and not more than 110.0 mg|
onpejeseHne CisHaN-OsS  Nimesulide in tablet /
Ot 90,0 mr mo 110,0 mr C3H>N-0sS (numecynua)
‘ B Tabnerke
10 |Package/ Ymakopxa | 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

| blisters and patient information leaflet | blisters and patient information leaflet in a carton. / |
in a carton. / Jlo 10 Tabnerox B ITo 10 Ta6netok B [IBX / amoMiHueBom 6aHcTepe.

IBX/amomunresom Guucrepe, [lo 2|{ITo 1, 2, 3 wm 10 6ancrepos

6nKcTepa BMECTE ¢ HHCTPYKIMEH O | MHCTpYKUMEH M0 NPHMEHEHHIO

BMeECTE C
B Nauyky

11 | Labeling / Mapxuposka | Complies as prescribed /

|

|

I MPHUMEHEHHIO B NadKy KAPTOHHYK). | KAPTOHHYIO.
!

|

)

According to ND /

Remarks : The Product conforms to ND /
Ilpnmeuanne: IIpoaykr cootBeTcTBYeT Tpebosanusm HJJ

Conclusion : APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /Tloaroroeneno; | Checked by / [Tposepeno:
Ambresh Kumar_4 . Santosh Kumar Maurya

&

Approved by; Manager / Executive /
Onobpeno: Menemkep / PykgBonirmens
Pavan Kumar Sharma | Do

Lt

Reprint Date / Reprint Date /
Hara: 21.12.2024 Hata: 21.12.2024

‘Reprint Date /

Jara: 21.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Email: mzii@drreddys.com
CIN: L85195AP1984PLCOJ4507

www.drreddys.com




Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

vill. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.coin

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIH3A

Page4 of 4/ C1p. 4 uz 4

Product : Nise tablets 100 mg

Tlpoayxr : Haiia®, Tabnerkn 100 mr

Batch No / 1 V2402698 Batch Quantity / : 5000000 tablets /

| Cepua Na Obnem cepiti 5000000 Tabnerok
Analytical Report No / : 040002765195 Date of Analysis/ ¢ 21,12.2024
AHANRTHYECKHIT OTYeT Ne Jara anannsa

Date of Manufacture / 1 1172024 Date of Expiry / : 1072027

JiaTa npeu3BoACTEA IToaex ao (Bia)

Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Analysis performed according to ND / Auanu3s nposeaen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / nam.

~ Specification / Hopma

Ne | Test/Mokasaresn | Result/Peaymrarsr |
. ‘ | CooTBercTByeT TpeGoBaHMAM | B cootsercTBHH € HA
12 |Storage conditions/ | Store protected from light below 25°C / B 3awumwenaom oT CBETa MECTE NpH TeMnepatype

" 12
He Beie 25°C

Xpanense

"l MIT'l_Shelf_lit? / Cpox rbﬁnonu ‘ 3y§rs /3 rona

*The manufacturcr performs the “Microbiological Limits” test at rclcase periodically (one test for 20 batches or at lcast once per

year). The test can be absent in the Certificate of Analysis.

* AHanu3 no mnokasaresio «MHkpoSHonoruyeckas 4MCTOTa» MPOBOOUTCA TPOM3BOAMTENEM NP BhINYCKE MEPHOIHYECKH
(C HHTEPBANOM OMIHO MCIIbITaHKe Ha 20 cepuit unu He mexee | pasa B ron). TToxaszarens MoxkeT 6bITb HE BKNIOUEH B Ceprrduxkar

aHaI13a hipMbl,

API name (INN) / A©C (MHH):

Nimesulide / Hamecynun

AP] manufacturer batch number /
Homep cepnn nponssogutens APC:

NMS/14100687, NMS/14100690

FP Manufacturer API Batch number /

Homep cepnu cyOcTaHun nponssoanTes I'JIP:

FERA00615, FERA00616

API Manufactured by & country /
IIpoussoautens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jpars JIta., Uaaus

Remarks : The Product conforms to ND /

Ipameuanue: ITpoaykt cootsercTByeT TpeboBanusm HII

Conclusion : APPROVED /
3akarouenne;: OJJOGPEHO

Prepared by /IToarotosneno: | Checked by / IIposepeno:
Ambresh Kumar \~¥y _| Santosh Kumar Maurya
2 A

Approved by: Manager / Executive /
Onobpero: Menemwkep / PykopopiTesb
Pavan Kumar Sharma A

Reprint Date /
Jara: 21.12.2024

Reprint Date /

Hara: 21.12.2024

Reprint Date /
Hara: 21.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. +91 4G 49C0 2900, Fay:

+91 40 4900 2985, Email: maii@direddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




