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Product : Nise tablets 100 mg
lpoaykr  : Haiis®, Tabnetku 100 mr
Batch No / : V2200099 Batch Quantity / : 50,00,000 tablets /
Cepusi Ne O6bem cepun 50,00,000 Tabnerok
Analytical Report No / : 040001507640 Date of Analysis / : 25.01.2022
AHaauTHYecKHil oTueT No JlaTta aHanu3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
Jara npoussoacrsa Topen go (BKA)
Analysis performed according to ND / Auanus nposenen no HJI: [T 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 / Iokasatenn ResuuP_%ym;raTbl ~ Specification/ Hopma
1 | Description / Onucanne Complies / CooTBETCTBYET Yellowish white round biconvex tablets with |

smooth surface. / bBenele ¢ eaToBaThiM
OTTEHKOM KpYTIJible IBOSKOBBIMYKJIbIE TaONEeTKH
C TJIaJIKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTercTByeT | The retention time of principal peak in the
MoannuHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepKUBaHHA OCHOBHOTO
MMKa Ha  XpOMaTorpaMMme  HCIIBITYEMOTro
pacTBOpa JOJDKHO COOTBETCTBOBATH BPEMEHH

yIEp>KUBAHHS OCHOBHOTO nuka Ha
XpOMaTorpaMMe  pacTBopa  CTaHZAPTHOTO
obpazua HUMeCYIuaa (pazmen

«KonuyecTBeHHOE ONpeAeacHUE»)

3 | Average weight and mass 308.1 mg/308.1 mr 310 mg+5.0%/310Mr+5,0%

Elgf:;)m:)tyﬂ/off:iﬂ:c’;::acca Complies / CoorBercTBYET 18/20 tablets —-NMT + 5 % /
Anopoa 18/20 tabnetok — He Gonee + 5 %

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

4 |Dissolution / PacTBopenue 97%,98 %, 97%, 97 %, 97%, 98 % |Not less than 75 % (Q) of labeled amount of
Ci3HaN>QOsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHasbHOro copeprkanus Ci3H2N20sS
(Humecynun) yepes 45 MuH.

5 |Water /Boaa 32% Not more than 6.0 % w/w / He Gosee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanuam HJT 3akiawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneHo: IMposepeno: Anil Kumar Onobpeno: Meremxep /| PykosonnTenn
Ankit ' Abhishek Chauhan Yy /

Q/Jf‘ | S
Print Date / Print Date / Print Date /
Hata: 25.01.2022 Hata: 25.01.2022 [Hara: 25.01.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Nise tablets 100 mg
MMpoaykT : . Haiiz®, Tabnerku 100 mr
Batch No / 1 V2200099 Batch Quantity / : 50,00,000 tablets /
Cepua Ne O0nem cepuu 50,00,000 TabneTok
Analytical Report No / : 040001507640 Date of Analysis / : 25.01.2022
AHaNMTHYECKHIT oTUeT No Jlara aHanu3za
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JlaTa npou3BOACTBA Togen a0 (BKIT)
Analysis performed according to ND / Auanus nposegen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IloxasaTen

Result / PesyabTaTnl

| ~ Specification / Hopma_ -

6 |Related substances / PoacTeennbie npumecu

1 0, 0,
Impurity A / ITpumecs A Less than LOQ (LOQ:0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tlpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6ostee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 % |
impurity / Eaunuunas ’ '
HeupeHTHdHLHpYeMas
pHUMeCh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 4.4 Acceptance value (AV) should be not more

OaHOPOAHOCTH J03HPOBAHUSA

than 15.0 / [okazatens npuemiemMocTH (AV)
JIOJKEH ObITh He Bonee 15,0

8 | Microbial limits / MukpoOuoJiorH4yecKkas YucTOTa

count / Obiuee uucno

a3poBHBIX MHKPOOPTaHH3MOB

a) Total aerobic microbial Less than 10 CFU/g /

Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r
|

' Not more than 100 CFU/g /
He 6onee 100 KOE/r

b) Total combined yeasts and Less than 10 CFU/g /

mould count / O6wee yucao Menee 10 KOE/r

IPOMOKEBBIX U NIIECHEBBIX

rpubos

¢) E. coli - Absent /
OTCyTCTBYET

Shall be absent in 1g /
JIODKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
Ilpumeuanue: [Tpoaykr cootBeTcTBYeT Tpebopaniam HJT

Conclusion : APPROVED /
Zaxarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroneHo: [IpoBepeno: Anil Kumar Onobpeno: Menenskep / PykoBonurens
Ankit \ 0 Abhishek Chauhan TL/

ﬁ 4 ( R A
Print Date / Print Date / Print Date /

JaTa: 25.01.2022

Hata: 25.01.2022

Hara: 25.01.2022

Registered Officc: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys com
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www.drreddys. com
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AHaJUTHYECKHIT oTyeT Ne

CEPTUD®PUKAT AHAJIN3A www.drreddys.corn
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Product : Nise tablets 100 mg B
Ipoaykr :  Haiis®, Tadnerku 100 mr
Batch No / 1 V2200099 Batch Quantity / : 50,00,000 tablets /
Cepust Ne O6bem cepnu 50,00,000 tabnerok
Analytical Report No / : 040001507640 Date of Analysis / : 25.01.2022

Hata aHaiau3a

JlaTa npon3BoACTBA

Date of Manufacture / : DEC.2021

Date of Expiry / : NOV.2024
Topen go (BKJT)

Analysis performed according to ND / Anaan3 nposeaen no HJI: I1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nzm. Ne 2 ot 10.08.2020)

Ne Test / TlokazaTeanb
9 |Assay/KosmuyecTtBeHHOe
onpeaejeHue

10 |Package/ YnakoBka

Result / PesyasTaTsl

i Specification / Hopma

97.7 mg/ 97.7 mr

Not less than 90.0 mg and not more than
110.0 mg C3H;2N20OsS Nimesulide in tablet /
Or 900mr mo 110,0mr Cj3H;2N20sS
(uumecynun) B TabeTke

in a carton. / Ilo 10 Tabnerok

NMPUMEHEHHIO B NMaYKy KapTOHHYIO.

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

B|carton. / Ilo 10 Tabmerox B IIBX /|

IIBX/amomuHnes oM 6muctepe. Io 2 | amomuunesom 6muctepe. Mo 1, 2, 3 unu 10
GIMcTepa BMECTE ¢ MHCTPYKUMEH IO | BIMcTepoB  BMecTe ¢ MHCTpYKUMeH 1o

NpPUMEHEHHIO B MAUKyY KAPTOHHYIO.

11 "Labeling / MapkupoBKa

Complies as prescribed /
CooteeTcTBYET TpeOOBAHUAM

According to ND /
B cootserctuu ¢ HJ

12 | Storage conditions /
XpaHenne

Temneparype He Borte 25°C

| Store protected from light below 25°C / B 3auuiieHHOM OT CBeTa MeECTe npH |

13 | Shelf life / Cpok rognocTH 3 years/ 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Tpoaykt coorBeTcTBYeT Tpebosanuam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoAroToBNEHO: IIporepeno: Anil Kumar Onobpeno: Menemxep / PykoBoaurenb
Ankit Abhishek Chauhan

(t Fe L
Print Date / Print Date / Print Date /
Hara: 25.01.2022 Hata: 25.01.2022 Hata: 25.01.2022

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: L85195AP1984PLCO04507
www.drreddys.com




