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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 1 of 4 / Crp. 1 u3 4

Product : Nise tablets 100 mg
Mpoaykr : Haiiz®, Tadnetku 100 mr
Batch No / 1 V2300106 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000Tabnerok
Analytical Report No / : 890001641392 Date of Analysis / : 23.01.2023
AHaNUTHYECKMIT oTyeT No JlaTa aHanusa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
JaTa npon3BoacTea I'ogen po (BK1)
Analysis performed according to ND / Ananus nposenen no HJ: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020. amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

| N Test / IlokasaTensn Result/ PesyabTaTh! Specification / Hopma i

1 | Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBesnblie c KenToBaThiM
OTTEHKOM KPYTJIbi€ IBOSIKOBBITIYKJIblEe TabMETKH |
C FIaAKO#M MOBEPXHOCTHIO. .I

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the|
IMoasuuHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram |
under Assay / Bpems yaep»K1BaHUs OCHOBHOTO
NUKa Ha  XpOMarorpamMme  HCIBITYEMOTO
pacTBOpa HO/DKHO COOTBETCTBOBATH BPEMEHM

YIOEPKUBAHUSA OCHOBHOT'O nuKa Ha
XpoMarorpamMmme  pacTBOpa  CTaHOApTHOrO
obpaszua HHUMeECYIHAa (paznen
«KoanyecTBEHHOE ONpeaeeHUE)
3 | Average weight and mass 310.4 mg/310.4 Mr 310 mg+5.0%/310 mMr+5,0% ]
uniformity / Cpenwsin macea 18/20 tablets - NMT £ 5 % /

H OHOPOJHOCTL MACChI
AHOPOA 18/20 TabneTok — He Sonee = 5 %

2/20 tablets —NMT + 10 % /
2/20 tabnerok — He 6osiee = 10 %

4 | Dissalutinn / PacTropenne 100 % 101 %, 101 %, 103 %, 99 %, | Not less than 75 % (Q) of labeled amount of
99 %, C3H12N-05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepxkanus Ci3Hi1oN20sS
(Humecymnun) yepes 45 MuH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IlpoayxT cooTBeTCTBYET Tpeboranusm HJ| Zaxnwuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloaroroeneHo: Pardeep ITpoepeno: Himesh kumar Onobpeno: Menemxep / PykoBogurens
Kumar QJ/D Amit Kumar A\

l 5 P”/
Reprint Date /23.01.2023 Reprint Date /23.01.2023 Reprint Date /23.01.2023
Hara: Jara: Hara:

REEIStered UInice: B-2-337, Road No. 3, Banjara Hls, Hyderabad - SULUSH, 1Sangand, g

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 2 of 4 / Crp. 2 u3z 4

Product : Nise tablets 100 mg

poaykT : Hais®, tabnerku 100 mr

Batch No / : V2300106 Batch Quantity / + 5000000 tablets /
Cepusn Ne Ob61em cepuu 5000000Tabnerok
Analytical Report No / : 890001641392 Date of Analysis / 1 23.01.2023
AHajquTHueckuii otuer No Jlara ananmusa

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

JlaTa npoussoacTBa I'ogen no (Bka)

Analysis performed according to ND / Auaanus nposeaen mo H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 or
28.09.2022)

N | Test / [okasates . Result / Pesyastarst Specification / Hopma
5 |Water /Boaa 2.4% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoACTBEHHBIE IPUMECH B - __
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6Gounee 0,20 %
| Hinke npenena Koin4ecTBEHHOTO
onpenenenus (IKO = 0.0057 %)
Impurity B / ITpumecs B 0.03 % NMT 0.20 % / He 6onee 0,20 %
Not detected / 6 €Ha
Impurity C / IIpumecs C e ObHapyIe NMT 0.20 % / He 6onee 0,20 %
| Impurity D / Tpumecs D Below LOD (LOD = 0.0049 %)/ |NMT 0.20 % / He Goxee 0,20 %
Huxe npenena obHapyskenus (I1O
=0.0049 %)
Impurity E / [Tpumecs E Not detected / e obHapyxena | NMT 0.20 % / He 6onee 0,20 %
Impunty F/ Tlpumecs F Not detected / 1e 06Hapy)KeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Equanunas '
HeuleHTHbuuMpyemas
NpUMeCh
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
lpumeceh l
T fJnFormity of dosage units / 2.6 ;'Acceptance value (AVS should be not more |
OaHopoAHOCTHL 103U POBAHMS than 15.0 / TlokazaTens npueMaeMoct (AV) |
l nomken OpITh He GoJee 15,0 ‘

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIponyxT cooTBeTcTBYET TpeGoBanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: Pardeep ITpoBepeno: Himesh kumar Opnobpeno: Menemxep / PykoBoauTens
Kumar Amit Kumar . . -

1 | A
Reprint Date /23.01.2023 Reprint Date /23.01.2023 Reprint Date /23.01.2023
Jara: HaTa: Jara:

REEIGlered Ulite: 8-2-337, noad No. 3, oanja S, TTyUeTabad - SuUUS, eiangana, imnaia

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
CEPTHOHKAT AHAJIH3A

Page 3 0f4 / Ctp. 3uz 4

Product Nise tablets 100 mg
Mpoaykr Haiia®, Tabnetkyn 100 mr
Batch No / : V2300106 Batch Quantity / ¢ 5000000 tablets /
Cepits Ne O6bem cepun 5000000Ttabnerok
Analytical Report No / : 890001641392 Date of Analysis / : 23.01.2023
AHanuTH4yecKHii oTyer Ne Jara anaanza
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
Hata nponzsoacrea TogeH no (BKJI)
Analysis performed according to ND / Anaaus nposeaen nmo HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
8 Mlcroblal limits* / MukpoGroaorudeckas uncrora*
'a) Total acrobic microbial ' Not Applicable Not more than 1000 CFU/g /
count / O6iuee ynucao He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPraHW3MOB
| b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / O6wee yncno He 6onee 100 KOE/r
JPOXOKEBBIX H IIECHEBBIX
rpuboB
c) E. coli Not Applicable Shall be absent in 1g/
Jlo/mKHBI OTCYTCTBOBATL B 1 T
9 |Assay/KoanyecTtBeHHoe 98.3 mg/98.3 mr Not less than 90.0 mg and not more than
ompeaeseHHe 110.0 mg C13H|2N>OsS Nimesulide in tablet /
Ot 90,0 Mr pi(e] 110,0 Mr C|3H|3N2055
(HuMmecyaun) 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. / Tlo 10 Tafnerok B carton. / ITo 10 Tabnerox B TIBX /
IBX/amomuuuesom Grmcrepe. [1o 3 | anoMuHueBOM 6nucrepe. Ilo 1, 2, 3 unu 10
GancTepa BMecTe C MHCTPYKLHe Mo | GNUCTEpOB  BMECTE C  MHCTPYKLHMeH [0
NPHMEHEHHUIO B NAYKY KAPTOHHYIO. | IPUMEHEHHIO B [IAYKy KapTOHHYIO.
11 |Labeling / Mapkupogka Complies as prescribed / According to ND /
CooTBETCTRYET TPEOOBAHUAM B coorBetrcTRuu ¢ HII
12 | Storage conditions / Store protected from light below 25°C / B 3alquineHHOM OT CBETa MecTe npu
XpaHenune TeMrneparype He Boie 25°C
13 | Shelf life / Cpox roanoetu 3 years /3 roga -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIpoayxt coorsercTayer Tpebopanusm HJJ 3axsouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Pardeep ITpoeepeno: Himesh kumar Omnobpeno: Menemxep / Pykosomurens
Kumar f Q,J’_/: Amit Kumar b
) = “"'“,-—-—"""_H_F
Reprint Date /23.01.2023 Reprint Date /23.01.2023 Reprint Date /23.01.2023
Hara: Jara: Hara:

Registered Ce: &-2-327, noad ?ﬁﬂﬁﬁ?ﬂr_ﬁmluduau SUUUST, TeTangari, (11dld

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



@os
Dr.Reddy’s ‘_’."

Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page40of 4 /Crp. 4n3 4

Product Nise tablets 100 mg

Mpoaykr Ha#i3®, tabnerkn 100 mr

Batch No / 1 V2300106 Batch Quantity / : 5000000 tablets /
(Cepna Ne O0nem cepun 5000000Tabnerox
Analytical Report No / : 890001641392 Date of Analysis / ¢ 23.01.2023
AHaJMHUTHYeCKHH 0T4eT No JlarTa aHanuza

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

,LlaTa NpPpoN3BOACTEA

TI'onen po (BKu1)

Analysis performed according to ND / Auanus nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 oT

28.09.2022)

*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.

* Ananms no nokasaremo «MHKpoGHONOrHUECcKas YMCTOTa» MPOBOAMTCS TPOH3BOAHUTEEM NP BBLIMYCKE TMEPHOAHUYECKH
(c uHTepBanoM oaHO McmbiTaHue Ha 20 cepuil uiu He MeHee 1 pasa B rox). ITokasarens MOXKeT 6bITh HE BKITIOUEH B Ceptudukar

aHanu3a GupMel.

Remarks : The Product conforms to ND /
Hpamveuane: [1ponyxT cootBeTcTBYET Tpedopauusam HJT

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO

Prepared by / Checked by /
Ioarororneno: Pardeep IIpoBepeno: Himesh kumar

—)

g -

Kumar QL,

Approved by: Manager / Executive /
OnobpeHo: Menemkep / PyKoBOAUTEND

Amit Kumar .
\\‘/—
{5 T —

o«

Reprint Date /23.01.2023 Reprint Date /23.01.2023
Hara: Hara:

Reprint Date /23.01.2023
Jara:
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