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Product : Nise tablets 100 mg

Ipoaykr  : Haiis®, Tabnerku 100 Mr

Batch No / : V2200608 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6beM cepuu 25,00,000 TabneTok
Analytical Report No / : 040001555942 Date of Analysis / : 18.04.2022
AHanuTHYeCKHIii oTdeT No Jlata aHaaunza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa NnpoU3BOACTBA Tonen a0 (Bx)

Analysis performed according to ND / Anann3 nposegen mo HJI: 11 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/IlokazaTean Result / PesyabTaThbl | Specification/ Hopma

1 |Description / Onucanue Complies / CooTBeTCTBYET | Yellowish white round biconvex tablets with
smooth surface. / bBenable ¢ kentoBaTeM
OTTEHKOM KPYLJIble IBOSKOBBIMYK/IBIE TabneTKH
C IIaAKOi TOBEPXHOCTBIO.

2 | Identification / Complies / CooTBercTBYET The retention time of principal peak in the
IoANNHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep:k1uBaHHs OCHOBHOIO
NMKa HA XpOMaTrorpaMme  HUCHEBITYEMOIo
pacTBOpa JOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>XUBaHUA OCHOBHOTO n1Ka Ha
XpOMaTorpaMMe  pacTBopa  CTaHIapTHOIO
obpazua HUMECYIUAA (paznen
«KonuvecTBeHHOE OMNpeeIeHHe»)

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

Elr:f(:;)m:)tyﬂlofffl::laﬂcs;::acca Complies / CooTBeTCTBYET 18/20 tablets - NMT + 5 %/
AHOpOA 18/20 tabnerok — He bosnee = 5 %

2/20 tablets ~ NMT £+ 10 % /
2/20 tabneTok — He 6onee = 10 %

4 ;Dissolutionﬁ’a:n;openne 96 %, 97 %, 96%, 97%, 96%, 96 % |Not less than 75 % (Q) of labeled amount of

C13H2N-OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
| HomuHanbHOro cogepxkanus Ci3Hj2N>OsS
| (uumecynun) yepes 45 MUH.

5 |Water /Boaa 3.5% - Not morPe than 6.0 % w/w / He 6osee 6,0 % |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusM HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloxroroBnero: Yﬂ— Ipoepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosoaurens
Ramakant By ol Kusum Lata ~ N\ e "

o> J- e
Print Date / Print Date / Print Date /
Jara: 18.04.2022 Jlata: 18.04.2022 Jara: 18.04.2022
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Product : Nise tablets 100 mg

Opoaykr  : Haiiz®, trabnerxku 100 mr

Batch No / : V2200608 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O061eM cepuu 25,00,000 tabneTok
Analytical Report No / + 040001555942 Date of Analysis / : 18.04.2022
AHAJMATHYECKHIA 0TueT No JlaTta aHan3a

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa rIpon3BOACTBA TI'ogen go (BK)

Analysis performed according to ND / Ananus nposeaen mo HJI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N | Test/ MokazaTeb | Result / PesyabTaTsl | Specification / Hopma
6 |Related substances / PoacTBeHHBIE IPUMeECH _
Impurity A / [Ipumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D / Tpumecs D Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity E / Ilpumecs E | INeofictecied NMT 0.20 % / He 6onee 0,20 %
| Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less Than LOQ (LOQ: 0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Equnuunas
HeuaeHTUOHUMpYeMas
| NPUMECH
| Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
| nprMecei
7 _Uniformity of dosage units / 44 Acceptance value (AV) should be not more
OaHopoaHOCTHL X03UPOBAHHS than 15.0 / [ToxasaTens npuemnemocTtH (AV)
JoJpkeH OpITh He 6oee 15,0
8 |Microbial limits / MuxpoGuoiOrHdyecKkas 4ncTOTA -
a) Total aerobic microbial | Less than 10 CFU/g / [ Not more than 1000 CFU/g /
count / Obiee yuco | Menee 10 KOE/r He 6onee 1000 KOE/r
| a3pOBHBIX MUKPOOPraHH3ZMOB
| |
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / [
mould count / Obiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TIECHEBBIX
rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TponykT coorBeTcTBYET TpeboBanusm HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToenexo; A IIpoBepeHo: Pardeep Kumar Onobpeno: MeHemxep / PykoBoanTeNb
Ramakant Lp .\.‘01“,’\1 ; Kusum Lata
(L ]
Print Date / Print Date / Print Date /
Hara: 18.04.2022 Jata: 18.04.2022 Hara: 18.04.2022
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Product : Nise tablets 100 mg
Mpoaykr : Haiiz®, Tabnerku 100 mMr

Batch No / 1 V2200608 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepun 25,00,000 TabneTox
Analytical Report No / : 040001555942 Date of Analysis / : 18.04.2022
AHaJNUTHYECKHI oTueT No Jarta ananuza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Jlara npou3BoACTBA T'oaen go (BK)

Analysis performed according to ND / Anaaus nposeaen no H/I: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| Ne Test / [TokazaTean Result / PesyabTaThl | Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTByeT JloJDKHBI OTCYTCTBOBATE B 1 T
9 | Assay/ KoquuecTBeHHO® 98.4 mg/98.4 mr Not less than 90.0 mg and not more than
onpejejeHne 110.0 mg C;3H(2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr C13H;2N2OsS

(aumecynun) B TabneTke |

10 |Package/ YnaxoBka 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
in a carton. / Ilo 10 rtabnerok B|carton. / Ilo 10 Tabaetox B IIBX /
[IBX/amoMuHuer om 6muictepe. [lo 2 | amomunnesom 6nvctepe. Ilo 1, 2, 3 wan 10
6nucTepa BMECTE C MHCTpYKLMed 1o | GMucTepoB  BMeEcTE € MHCTPYKLMe# 1o |
NPUMEHEHHIO B NNavKy KapTOHHYIO. | IPUMEHEHHIO B MAYKy KapTOHHYIO.

@ 11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /

' ' CooTteercTBYyeT TpebOBaHUAM B cooterctBuu ¢ HJI
12 "Storage conditions / Store protected from light below 25°C / B 3alMIueHHOM OT CBeTa MECTE MNpH
XpaHenne Temneparype He Boiue 25°C

13 | Shelf life / Cpok roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusm HJI 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loaroTosseHo: 6 ITposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoquresb
Ramakant (7)) \ aly Kusum Lata

(Vo W\ i N\ 22
Print Date / Print Date / Print Date /
Hara: 18.04.2022 Jara: 18.04.2022 Jara: 18.04.2022

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



