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CERTIFICATE OF ANALYSIS
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Product : Nise tablets 100 mg

IMpoaykr 1 Haiiz®, rabnerku 100 mr

Batch No / : V2201465 [Batch Quantity / : 25,00,000 tablets / j
| Cepusi No Odbem cepiu 25,00,000 radnerok
Analytical Report No / : 890001609228 Date of Analysis / : 22.08.2022
AHajguTHYecKHi oTyeT No Jarta ananu3za

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

JaTa nponssoacTBa T"onen po (BKA)

Analysis performed according to ND / Auanu3 nposenen mo H/I: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test/IlokasaTenn | Result / PesyabTaThl ] _Specification / Hopma
1 Description / Onncanune Complies / CooteercTRyeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ KenToBaTbiM
OTTEHKOM KpYIJible IBOSAKOBBIMYKJbIE TAONETKH
C r1aAKOIt MOBEPXHOCTHIO.

2 |Identification / ' Complies / CooTBercTByeT | The retention time of principal peak in the
| loanuHHOCTD | chromatogram  of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaep:KMBaHHsI OCHOBHOMO
n¥Ka Ha  XpOMarorpamMMe  MCIHBITYEMOro
pacTeBopa AOJKHO COOTBETCTBOBATH BPEMEHH

YAEp)KUBAHUA OCHOBHOI'0 nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpazua HUMeCyuaa (pazaen

«KonuuectBenHoe onpenesneHue»)

Average weight and mass 311.5mg/311.5 mr 310mg+5.0% /310 Mr+ 5,0 %

Er::flzm;t;’,{off:iﬂaizxacca Complies / Cooteetcreyet 18/20 tablets —-NMT + 5 % /
AHOPp 18/20 tabnetok — ue Gonee £ 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / Pacteopenne 98%, 96 %, 97%, 97%, 97%, 94% | Not less than 75 % (Q) of labeled amount of
C13H2N2OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaneHoOro coaepykannst Ci3H|2N2OsS
(HuMecynua) yepes 45 MUH.

W ‘

5 | Water /Boaa 38% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeyanune: I[TIpoayKT cooTBeTCTBYET TpeboBauusm HJT 3akaouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoaroroBneno: Ramakant ITposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens

U,L-b — —— | Manoj Kumar o (T
" : gt
Print Date / Print Date / Print Date /
Hara: 22.08.2022 JlaTa: : 22.08.2022 Hara : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HMKAT AHAJIM3A

Page20f3/Crp.2u3 3

Product ¢ Nise tablets 100 mg

ITposyxr :  Haiiz®, Tabnerku 100 mr

Batch No / 1 V2201465 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Odnem cepuu 25,00,000 Tadnerok
Analytical Report No / : 890001609228 Date of Analysis / : 22.08.2022
AHanuTHYecKHi oTyeT No Jarta ananunsa

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

JlaTa nponssoacrea TI'open go (Bxa)

Analysis performed according to ND / Anaaus nposeaen no HI: [T N012824/03-140119 {(amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

| Ne Test / IlokazaTean | Result / PesyabtaTsl | Specification / Hupn_.la: |
| 6 |Related substances / PoacTBenHbIe npHMecH |
1 0, ~ 0,
Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He Gonee 0,20 %
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ipumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Tpumecs E ' Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity F / Tpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuuHas
HeuIeHTHOHUHpYeman
npUMech
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
pUMecer
=7 Uniformity of dosage units / 4.1 Acceptance value (AV) should be not more
OanopoaHocTL 703MpoBaHUs than 15.0 / INokasatens npuemuemoctu (AV)
‘ JloykeH ObiTh He Gonee 15,0
8 | Microbial limits / MukpoGuonornyeckas 4ucrora B B
a) Total aerobic microbial | Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiuee YucIo Menee 10 KOE/r He Gonee 1000 KOE/r
a3p0oOHBIX MHKPOOPTaHH3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIponykT cootBercTBYeT TpeboRanusm HJJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Ramakant [Iposepeno: Himesh Kumar Onobpeno: Menenxep / Pykosoaurens

4 —_ | Manoj Kumar v )

~ <J = Ihh (e =

Print Date / Print Date / Print Date /
Hara: 22.08.2022 Haa. . 22.08.2022 Hara : 22.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Page3of 3/Crp.3 u33

Product Nise tablets 100 mg

Mpoaykr Haim®, radnetkun 100 mr

Batch No / 1 V2201465 Batch Quantity / : 25,00,000 tablets /
Cepust Ne Oo6BeM cepun 25,00,000 rabnetox
Analytical Report No / : 890001609228 Date of Analysis / 1 22.08.2022
AHanuTHYeCKHI oTyeT No Jlara ananuza

Date of Manufacture / : JUL.2022 Date of Expiry / : JUN.2025

JlaTa npousBojacrea Togen go (Bka)

Analysis performed according to ND / Ananus nposegen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Iloka3zaTenn

Result / PesynbTaTsl

S_p_et_:i_fic_sztiou / Hopma

b) Total combined yeasts and
mould count / O6iee uncno
[POACKEBBIX M MJIECHEBBIX
rpubos

Less than 10 CFU/g/
Menee 10 KOE/r

| Not more than 100 CFU/g/

He Gonee 100 KOE/r

¢) E. coli

Absent /
OrcyTcTBYyeT

| Shall be absent in 1g/

JomxHe! oTcyTcTBOBaTE B 1 1

9 |Assay/Konnyecrsennoe
omnpeneseHue

100.5 mg / 100.5 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N-OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mr C3HjaN-OsS
(numecynun) B TabneTke

10 | Package/ Ynakoska 10 tablets in PVC/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. / ITo 10 Tabnetok B|carton. / Ilo 10 Tabnerox B TIIBX /
[IBX/amomuunes om 6iucrepe. [To 3 | amomMuuuesom 6nucrepe. ITo 1, 2, 3 mam 10
‘GancTepa BMecTe ¢ MHCTPYKLMeEN MO | 61MCTepOB  BMECTE C  WMHCTPYKUMEH o
NPHMEHEHUIO B N1a4Ky KAPTOHHYIO. | IPHMEHEHHIO B NAYKY KAPTOHHYIO.

11 Labeling / Mapxupogka Complies as prescribed / According to ND /
CootBercTByeT TpeGOBaHUSAM B coorBercTBuu ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3awuiieHHOM OT cBeTa MecTe mpH
XpaHeHnue TeMMnepaTtype He Boiie 25°C
13 | Shelf life / Cpok rognoctu N

| 3 years/ 3 roga

Remarks : The Product conforms to ND /
Ipumeuanne: [Tpoaykr coorsercTBYeT TpeGoBanusam HJJ

Conclusion : APPROVED /
3aknawouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

[Moaroroeneng: Ralmakant ITposepeno: Himesh Kumar Onobpeno: Menemxkep / PyKOBO,E],%iTE‘.!‘Ib
. - Manoj Kumar -

Print Date / Print Date / Print Date /

Hara: 22.08.2022 Hata: : 22.08.2022 Mara : 22.08.2022
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