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CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIHM3A
Page Lof 4/Crp. 113 4

Product : Nise tablets 100 mg
Mpoaysr 1 Hais®. rabaerku 100 mr
Batch No / 1 V2300090 Batch Quantity / :+ 5000000 tablets /
Cepist Ne O6vem cepun 5000000 TabaeTtok
Analytical Report No / : 040001736549 Date of Analysis / : 22.01,2023
ABANHTHYECKHI oTveT No Mara anaausa
Date of Manufacture / : Dec-2022 Date of Expiry / 1 Nov-2025
JlaTa npoussoacran Togen po (Bx:1)
Analysis performed according to ND / Ananus nposenen no HI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / sam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / w3m. Ne 3 or
28.09.2022)

[N | Test / ITokazaTens ___ Result/ Pesyastars == Specification / Hopma |

1 |Description / Onucanne Complies / CoorsercTayer | Yellowish white round biconvex tablets with
! smooth surface. / Bensle c xentoBaTuhim
[ OTTEHKOM KpYrJibie  1BOAKOBBITIYIUJIBIC
| TabneTKy ¢ ranKkoi NOBEPXHOCTHIO,

2 | Identification / Complies / CoorsercTyeT The retention time of principal peak irm:
| ommuHoCTD chromatogram  of test solution should
correspond 1o retention time of principal pcak‘

in Nimesulide standard solution |

‘ chromatogram under Assay / Bpewms
YACPXMBaHHA  OCHOBHOIO  NWka  Ha
XpOMaTorpaMMe,  HCIBITYEMOro  pacTeopa
| | AOJKHO COOTBETCTBOBATSH BPEMEHH
| | YAEPKMBaHWUA  OCHOBHOTO  IIMKa Ha
‘ XpOMaToOrpaMMe  pacTeBopa  CTAHAAPTHOrO
obpasua HHMeCYuaa (paznen

«KonnyecTBeHHOe onpeneneHHe)

| 3 |Average weight and mass ' 309.8 mg /309.8 mr [310mg+5.0%/310mr £5,0%
| unifi ity /
e el aces 18/20 tablets — NMT + 5 % /

| n oasiopoamocTs Maceb! ; = .
i P 18/20 Tabnerok — He Gonee £ 5 %

i |' 2720 tablets — NMT + 10 %/
I 2/20 Tadnerox — He Gonce £ 10 % |

T4 ‘ Dissalution / Pacteopenne | 102 %, 102 %, 100 %, 99 %, 98 %, | Not less tian 75 % (Q) of labeled amount of |
i 98 %o, CizHiaNaUsS nimesubide 1s dissolved 1n 45
| | minutes / He stesee 75 % (Q) or

|

|

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanne: [Tpoaykr cooTReTCTRYeT TpeboBanusam HJ[ 3axmoqenne: O/JIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oxrorosneno: Iposepeno: & Onobpero: Meremrep / Pykosoiten
Ranjeet CD Naresh Kumar = Manoj Kumar -h“ Q#‘if"
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.01.2023 Hata: 22.01.2023 Jarta: 22.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
wu e dineddys.cuti
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATHU3A

Page 2 0f4/ C1p. 2 u3 4

Product : Nise tablets 100 mg

flpoayxry @ laia®, tabnerkn 100 mr

Batch No / : V2300090 Batch Quantity / : 5000000 tablets /

Cepua No O61em cepin 5000000 Tabnerok
Analytical Report No / : 040001736549 Date of Analysis / + 22.01.2023
AnanuTudeckuii oTyer N _ |AaTa ananuza

Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025 n
JlaTa nponiBoacTsa Topen po (8kn)

Analysis performed according to ND / Anaaus nposeaes mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3mM. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / 1i3m. Nu 3 ot
28.09.2022)

N Test / NokasaTens [ Result/ PesynsTaTs! ~ Specification/ Hopma
HoMuHanbHOTO copepxanust Cp3HaN-OsS
(HuMecynua) uepes 45 MuH.

5 | Water / Boaa = T2.6% wiw | Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / Pom;:rue.m_lble npumMecH E i =
Impurity A / Ipumecs A Less than LOQ (LOQ = 0.0057%)/ | NMT 0.20 % / He Gonee 0,20 %
Huzke nipepena odHapyxeuus (I10 =
0.0057%)
Impurity B / Ilpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not detected / He oBHapyxena NMT 0.20 % / He Gonee 0,20 %
o Y 0, 0,
Impurity D / Mpusmecy D Less than LOQ (LOQ = 0.0147%) / NMT 0.20 % / He 6onee 0,20 %
Hinke npegena odHapysxeHns (I10 =
0.0147%)
Impurity E / Ilpumecs E Not detected / ne obuapy:xeHa NMT 0.20 % / He 6onec 0,20 %
Impunty F/ l'.lpHMecs F Not detected / He 06Hapy*eHa NMT 0.20 % / He Gonee 0.20 %
Any unknown individual 0.02 % NMT 0.20 % / He 6onee 0,20 %
impurity / EnHHiYHas i
, HenaeHTHHLHpyeMas
npuMecs
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeuanue: [poaykT coorBercTyeT TpeboBaumam H]T 3axmouenne: OJJOGPEHO
Prepared by / Checked by / . Approved by: Manager / Executive /
INoarotonaeno: ITposepeno: P Opnobpeno: Meuemxkep / PykosotTeis
Ranjeet @ s Naresh Kumar = Manoj Kumar 7h » I
- t_‘_'_‘_‘_,..--
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.01.2023 Hara: 22.01.2023 Hara: 22.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydarcbad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTH®HMKAT ANMAJI3A

Page3 of 4/ C1p. 3 uz 4

Product : Nise tablets 100 mg

Mpoayer  :  Haiiz®, Tabrerkn 100 me

Batch No / 1 V2300090 Batch Quantity / : 5000000 tablets /
Cepun No OGbem cepun 5000000 Tabnerok
Analytical Report No / : 040001736549 Date of Analysis / : 22.01.2023
AHanuTHYECKHIT oTueT Ne Marta anaaunsa

Date of Manufacture / 1 Dec-2022 Date of Expiry / : Nov-2025

Jlata npon3BoacTea Topeu Ao (Bx.1)

Analysis performed according to ND / Ananuz nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. No 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 / uam. Ne 3 ot
28.09.2022)

N Test / lokasaTens ~__ Result/ PesyanTaThl | Specification / Hopma
| Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecen
=7 1 Uniformity of dosage units / | = 38 | Acceptance valuc (AV) should be not more B

| ROMKEH 6bITh 1He Gonee 15,0

t
|
‘ " | OAHOPOAHOCTD R03HPOBAHUR |‘ than 15.0 / [ToxazaTens npuemseMocTH (AV) |
|

3 | Miérobial lil_qi__ts*-}" Mmgpgﬁ_rm.fmn_l;iecrt;n uneToTA*

|2) Total aerobic microbial Not Applicable [ Not more than 1000 CFU/g /
count / O6ee yncno | He Gonee 1000 KOE/r
23pOGHBIX MUKDOOPTaHHIMOB
[b) Total combined yeasts and Not Applicable | Not more than 100 CFU/g / —
mould count / Obmee ynucno He 6onee 100 KOE/r
| IPOOKEBBIX 1 IIECHEBLIX |
5 rpuboB -
9. colt Not Applicable | Shall be absent in 1g /

| loymkHs! OTCYTCTBOBATE B 1 T

S| S A —
9 | Assay/ Koauuecrsennoe 98.7 mg / 98.7 mr | Not less than 90.0 mg and not more tha?'_
[ 110.0 mg C13H2N20sS Nimesulide in tablet /|

onpeneseHue
Or 90,0mMr po 110,0mr CisH;Na2OsS
J (vHMecynnn) B TabneTke
Remarks: The Product conforms to ND / Conclusion: APPROVED /
ITpumeyanne: [1pogyKT cooTBeTCTBYET TpedoBanitam HII Saxmouennc: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloaroToBneHo: IIposepeto: é}/ Onobpeno: Menemxep / PYKOBOIHTENL
Ranjeet = Naresh Kumar Manoj Kumar | )
< (D L J s
Reprint Date / Reprint Date / Reprint Date /
IMata: 22.01.2023 Hata: 22.01.2023 Ilara: 22.01.2023

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyd=rabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 185195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUHPHKAT AHAJTH3A

Page40f4/ Crp. 4 u3 4

Product : Nise tablets 100 mg

Ipoaysr  : laiis®, tadnerku 100 mr

Batch No / 1 V2300090 Batch Quantity / : 5000000 tablcts /
Cepun Ne QGbom cepuu 5000000 Tabnerok
Analytical Report No / : 040001736549 " |Date of Analysis / : 22.01.2023
AnamuTudeckuit oTuer Ne Hata anannia

Date of Manufacture / : Dec-2022 Date of Expiry / + Nov-2025

[lara nponsBoAcTBa [ogen no (BKI)

Analysis performed according to ND / Ananus nposeaes mo HJI: TT N012824/03-140119 (amend Ne | from 08.06.2020 /
yam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / 113m. Ne 3 ot
28.09.2022)

Ne Test / llokazaTens | ~_Result/ Pesyautatn I Specification / Hopma _

10 | Package/ ¥YnakoBia 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaﬂet ina
in a carton. / I[lo 10 Tabnerox B|carton. / Tlo 10 Ttabnerox B IIBX /
' [IBX/amomunuesom Gaucrepe. Ilo 2 [anomunnerom 6nmctepe. [lo 1, 2, 3 unu 10
Gnuctepa BMecTe C MHCTpyKuHeil 0o [6NUCTEPOB BMECTE C  MHCTPyKuWed  mo

TIPUMEHEHHIO B NAYKY KapTOHHYIO. MPHMEHCHHIO B NMaYKy KApTOHHYIO.
| 11 |Labeling/ Mapxuposka | Complies as prescribed / | According to ND / B
CootsercTBYET TpeGOBAHUAM ‘ B cootsercrBii ¢ HI{ |
12 "SErag—e conditions / Store protected from light below 25°C / B 3aummlieHHoM OT cBeta MecTe NpH |
| Xpauenne Temneparype He Bolre 25°C

13 iShelf life / Cpox rognoctn |3 years/ 3 roma 1
L ! - i

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 hatches or at least once per
year). The test can be absent in the Certificate of Analysis.

* AHanH3 1O nokazaTtcmo «MHKpOGHOJOrHYeckas YHWCTOTa» [IPOBOAMTCS NPOHU3BOAMTENEM [IPH BBINYCKE IEPHOAMYECKH
(c MHTEpBaNOM OAHO HcnbiTaHUe Ha 20 cepuit WK He MeHee | pasa B ron). [loxasarens MokeT 6bITb He BKIO9eH B Ceprudukar

aHamnH3a PUpPMEL.

Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpameuanne; [Ipogykr coorBeTcTBYeT TpeGoBanusM HJT 3axawouenne: OJOFPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarotoBneHo: : TIposepeHo: [ Ono6peno: Meremxep / Pymnomrrenb
Ranjeet @/’ Naresh Kumar ’f’(/ Manoj Kumar

1 i f_l:_L,J
Reprint Date / Reprint Date / Reprint Date /
Jata: 22.01.2023 Hara: 22.01.2023 Jata: 22.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyczrabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2989, Einail: mail@drreddys.com
CIN; L85195AP1984PLCO04507
www.drreddys.com




