Dr.Reddy’s “:‘

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

Vill. Khal, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AHAJUTHYECKHI OTYeT No

CEPTU®UKAT AHAJIM3A
Page 1 of 3/Crp. 1 u33
Product : Nise tablets 100 mg N
MpogykT :  Haiis®, Tabnerkn 100 mr
Batch No / 1 V2201393 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tadnerok
Analytical Report No / : 890001603565 Date of Analysis / : 26.07.2022

JlaTa anannsa

Date of Manufacture / : JUN.2022
Jara nponu3BoacTea

Date of Expiry / : MAY.2025
I'open no (BK.T)

Analysis performed according to ND / Ananns nposemen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020)

N | Test /T_IO_Ka%ETeJlb

INoaauuHOCTL

Result / PesyabTaThi | ~ Specification / Hop@

1 .Description/OnucaHne Complies / CooTBeTcTBYET [ Yellowish white round biconvex tablets with

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

|

smooth surface. / bBensle ¢ XeENTOBATHIM
OTTEHKOM KpYTJble ABOSAKOBBIMYKJible TabneTku
C M1aKo# MOBEPXHOCThIO.

’

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>KHBaH1s OCHOBHOTO
NMKa Ha  XpOMaTorpaMMe  HCITBITYEMOro
pacTBOpa AOJDKHO COOTBETCTBOBaTh BpPEMEHH

" OAHOPOAHOCTHL MAcCChI

yIOepXUBaHUS OCHOBHOTO nHKa Ha
XpoMmaTorpaMMme  pacTBopa  CTaHIapTHOTO
obpazua HUMeCYJIHIa (paznen
«KonuuecTBeHHOE OnpeeNeHHe»)
3 “Average weight and mass 311.5mg/311.5 mr 310 mg£5.0% /310 mMr+5,0%
uniformity / Cpeaxas macca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 %/

18/20 tabnerox — He bonee + 5 %

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

4 | Dissolution / PacTBopenue 99%, 100 %, 99%, 160%, 98%, 96% | Not less than 75 %@) of labeled amount of

C13HaN20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomHHansHOTO copepxaHus CizHjpN-OsS
| (Humecynun) uepes 45 MHUH.

5 | Water / Bona

3.6 % Not morPe than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Gulpd-

Ilpumeuanue: [IponykT cooTBeTcTBYET TpeboanusmM HJI 3akarouenue: O/IOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Ramakant [Iposepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBonnTens

Qj;, Manoj Kumar \h]ﬁlﬁ'
Ly =

Print Date / Print Date / Print Date /
Jara: 26.07.2022 Hata: : 26.07.2022 Hara : 26.07.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!l, Naiagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AHAJMTHYECKUTT 0TYeT Ne

CEPTUO®UKAT AHAJIU3A
Page20of3/Crp. 2133
Product : Nise tablets 100 mg - '
IMpoaykr  : Haiis®, tabnetku 100 mr
Batch No / 1 V2201393 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne O6bemM cepun 25,00,000 Tabnerok
Analytical Report No / : 890001603565 Date of Analysis / 1 26.07.2022

Jata anaaunza

Date of Manufacture / : JUN.2022
JlaTa npou3BOACTBA

Date of Expiry / : MAY.2025
ToaeH po (BKa)

Analysis performed according to ND / Auasnus nposeaen no HJI: I1 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 ot 10.08.2020)

N [ Test / IlokasaTenn Result / Pe3yasTaThl | Specification / Hopma
6 | Related substances / PoacTBennbie npumecn - -
Impurity A / Ilpumecs A 0.02% NMT 0.20 % / He 6onee 0,20 %
. 0
Impurity B/ [Tpumecs B Less than LOQ (L0OQ:0.0084%) NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6oee 0,20 %
Impurity D / ITpumece D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F | Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual ‘ 0.02% NMT 0.20 % / He 6onee 0,20 % :
impurity / ExuHudnas
HEUACHTHHLMpYeMast ‘
npUMech
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 25 Acceptance value (AV) should be not more
OaHOpOAHOCTHL AO3UPOBAHUSA | than 15.0 / ITokasarens npuemnemoctu (AV)
| BOTDKEH oeITh He Gonee 15,0
8 __'Mizrobial limits / Mukpo6uonoruyeckan 4ucrora - |
a) Total aerobic microbial Less than 10 CFU/g / [ Not more than 1000 CFU/g /
count / Obee yucno Memnee 10 KOE/r | He 6osiee 1000 KOE/r

a3p06HBIX MUKPOOPTraHU3MOB

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Bl

IIpumeuanne: [TpoaykT coorBercTByeT TpeboBannsam HJ[ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Ramakant [Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens

=f Manoj Kumar ﬂ’;jﬁ‘-‘g—f

o

Print Date / Print Date / Print Date /
Hata: 26.07.2022 Hara: : 26.07.2022 Jara : 26.07.2022

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJII3A
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Page30f3/Crp.31u33

Product Nise tablets 100 mg
TpoaykT Haitz®, tadnetki 100 mr
Batch No / : V2201393 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Odbem cepun 25,00,000 TabneTok
Analytical Report No / : 890001603565 Date of Analysis / 1 26.07.2022
AHaanTuyecKuii oTyer No JlaTta aHanusa
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025
JlaTa npou3BOACTBA |Togen oo (BrJT)
Analysis performed according to ND / Ananns nposeaen no HJI: [T N012824/03-140119 (amend No 1 from 08.06.2020 /
vzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / 113m. Ne 2 ot 10.08.2020)
Ne | Test / [lokazaTens Result / PesynbTaThl Specification / Hopma )
b) Total combined yeasts and | Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obuee uncno Metnee 10 KOE/r He 6osee 100 KOE/r
JIPOAIKEBBIX H MIECHEBLIX
rpudoB
¢) E. coli Absent / | Shall be absent in 1g/
I OtcyTcTBYET JlomkHbI OTCYTCTBOBATL B 1 T
9 | Assay/ KosnuecrBeHHoe 100.2 mg/100.2 mr Not less than 90.0 mg and not more than
| onpexenenne 110.0 mg Cy3Hi5N>0sS Nimesulide in tablet /
Or 90,0 Mr o 110,0 Mr C13H|:N305S
(Humecynun) B Tabnerke
10 |Package/ Ynakorka 110 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 Ttabnerok B|carton. / Ilo 10 Tabnerok B JIBX /|
[MBX/anomunues om 6iuctepe. Ilo 3 | amomuuierom 6micrepe. [To 1, 2, 3 umu 10|
Oncrepa BMeCTe ¢ MHCTpYKLMelt no |OaucTepoB  BMecTe € MHCTpyKLMEd 1O |
NPHMEHEHHIO B MaykKy KAapTOHHYK. | [IPUMEHEHHIO B MAYKy KapTOHHYIO. |
11 |Labeling / MapkupoBka Complies as prescribed / | AccordingtoND/ 1
CooTeeTcTBYeT TpeOOBaHUAM B coorserctBuit ¢ HJ|
12 |Storage conditions/ Store protected from light below 25°C / B 3auidigeHHOM OT cBeTa Mecte MpH
| XpaHenue Temneparype He Belme 25°C
13 | Shelf life / Cpok rognocTn 3 years /3 rona o o o |

Remarks : The Product conforms to ND /
Hpumeuanne: [Iponykt coorBerctByet Tpebopanuam HJ{

Conclusion : APPROVED /
3axkawuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykosoauTens

Manoj Kumar f

j}h

Print Date /
Hara: 26.07.2022

Print Date /

Jara: : 26.07.2022

Print Date /
Hata : 26.07.2022

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: L85195AP1984PLC004507
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