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Product : Nise tablets 100 mg o
INpoaykr : Haita®, Tabnerku 100 Mr

Batch No / 1 V2202434 Batch Quantity / : 25,00,000 tablets /

Cepusi Ne O6nem cepumn 25,00,000 Tadbnerok
Analytical Report No / : 040001697499 Date of Analysis / 1 29.11.2022
AHaauTH4ecKnii oTyet No JlaTa ananu3a

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

Hara npousBoacTBa I'onen a0 (BKJ)

Analysis performed according to ND / Ananus nposenen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Test/ Mokasatens | Result / PesyasTaThl Specification / Hopma |
1 |Description/ Onucanue I Complies / CooTBercTByET Yellowish white round biconvex tablets with |

smooth surface. / DBenble ¢ XenToBaThIM
OTTEHKOM KPYTJble ABOSKOBLIMYKJbIE TabNneTku
C INIaIKOM MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HoanuHHOCTB chromatogram of test solution should |
| correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
under Assay / Bpems ynepKuBaHUs OCHOBHOrO
NMKa Ha  XpOMAaTOrpaMMe  HCIIbITYEMOTO
pacTBOpa AOJDKHO COOTBETCTBOBATb BPEMEHH
yIep>KuBaHHsl OCHOBHOTO nuka Ha |
XpoMmarorpaMMe  pacrtBopa  CTaHAApTHOro
obpazua HUMECYnuja (paznen
«KonuuectseHHoe onpeseneHnen»)

3 'Averageweight and mass © 3102mg/310.2 mr 310 mg+£5.0%/310mMr+5,0% |
uniformity / Cpeansas macca

Complies / CooTBETCTBYET 18/20 tablets —-NMT £ 5 % /
W OJHOPOIHOCTH Macchl

18/20 Tabnetox — ue bonee £ 5 %

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

4 | Dissolution / PacTtBopenue 94%, 93%, 93%, 97%, 91%, 94% | Not less than 75 % (Q) of labeled amount of
Ci3H b IN05S Wimesullde 1s dissolved in 43
minutes / He menee 75 % (Q) or
HoMuHaNEHOTO cogepkanHus Ci3HpN»OsS

| (Humecynuna) yepes 45 MuUH.

5 |Water /Boaa ' 24 % Not more than 6.0 % w/w / He Gonee 6,0 %

Remarks: The Product conforms to ND / Conclusion: APPROVED /

IIpumeuanne: JIpoaykT cooTBeTCTBYET TpeboBaHuam HJL 3akmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IToarorosneno: Ramakant Hposepeno: Pardeep Kumar Onobpeno: Menemxep / PyxoBoaurens
Q‘“Eg/ ] i’ Amit Kumar ‘5 N \f//"

Print Date / Print Date / Print Date /

JHara: 29.11.2022 Hara: : 29.11.2022 Jata : 29.11.2022
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Product : Nise tablets 100 mg ]
Ilpoayxr : Haiiz®, tabnerxkun 100 mr
Batch No / 1 V2202434 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Obbem cepuu 25,00,000 Tabnerox
Analytical Report No / : 040001697499 |Date of Analysis / : 29.11.2022
AHanuTHYeCKHil oTdyeT Ne |daTa ananusa
Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025
JaTta npouzsoacrea Togen o (BkN)
Analysis performed according to ND / Auanns nposenen 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 / uam. No 2 ot 10.08.2020)

N | Test / [TokazaTenn

6 Related substances / PoacTBeHHbIe IpUMecH

Impurity A / ITpumecs A

Impurity B / IIpumecs B
Impurity C / Ilpumecs C
Impurity D / Tlpumecs D
Impurity E / Ilpumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / Ennnrunas
HeHIEeHTHHLIHpYeMast
NpHMEChH

Total impurities / Cymma
pUMecen

7 | Uniformity of dosage units /
OaHOpPOAHOCTE A03UPOBAHUS

; Result / Pe3yabrarsl Specification / Ho_pma

o - o
Below limit of detection (LOD: TN 020 LICIGOMECIOI201%

0.0019%)
| 0.03% NMT 0.20 % / He 6onee 0,20 %
NGADIELSCES NMT 0.20 % / He Gonee 0,20 %
. 0,
Less than LOQ (LOQ - 0.0T47%) | \iMT 0.20 % / He Goree 0,20 %
Not Detected
NMT 0.20 % / He 6onee 0,20 %
Not Detected
NMT 0.20 % / He 6onee 0,20 %
0, 0
0.02 % NMT 0.20 % / He 6onee 0,20 %
0.06% NMT 1.5 % / He 6onee 1,5 %
o 2.9 Acceptance value (AV) should be not more

than 15.0 / IToka3arens npuemnaeMocTy (AV)
noJpkeH ObITh He Oonee 15,0

8 |Microbial limits / Mukpo6uoJoruyeckasi UMcTOTA

a) Total acrobic microbial Luss than 10 CTU/g / Not e tian 1000 CCU/y /

count / Obuiee uucno Menee 10 KOE/r He 6osee 1000 KOE/r

a3poOHBIX MUKPOOPraHU3MOB
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarororneHo: Ramakant IIposepeno: Pardeep Kumar Onobpeno: Mernemxep / PykoBoaurens

i Amit Kumar N
uldt = | AN

Print Date / Print Date / Print Date / !
Hara: 29.11.2022 Jara: : 29.11.2022 Hara:29.11.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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CEPTH®UKAT AHAJIU3A
Page3 of3/Ctp.3u33
Product Nise tablets 100 mg -
Hpoaykt Haiiz®, tabnerku 100 mr -
Batch No / 1 'V2202434 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepnu 25,00,000 Tabnerok
Analytical Report No / : 040001697499 Date of Analysis / ¢ 29.11.2022
AnannTuueckuii oTuyer Ne |daTa anannza
Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025
JlaTa npousBoacTea TI'ogen go (BKa)
Analysis performed according to ND / Auaiu3 nposegen o HJI: [T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
v3m. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)
:.N‘«_r _ Test/ IlokasaTesas Result / PesyabTaThl Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OGuee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXKIKEBBIX U [IECHEBBIX
rpu6os
"c) E. coli Absent / Shall be absent in 1g/
OTcyTcTBYET JIOMKHBI OTCYTCTBOBaTh B 1 T
9 |Assay/ KoanuecTseHHOe 98.6 mg/ 98.6 mr Not less than 90.0 mg and not more than
onpeaejieHHe 110.0 mg C;3H;2N205S Nimesulide in tablet /
Or 900mr go 110,0mMr C3H;2N->OsS
(Humecymun) B TabreTke
10 |Package/ YmakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10|
I blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 rtabaetok B|carton. / Ilo 10 Tabnetox B IIBX /
[IBX/amomMuHues oM 6aucrepe. [1o 2 | amomunuesom 6aucrepe. Ilo 1, 2, 3 nam 10
Gnucrepa BMeCTe C MRCTPYKUMEH NO | GIMCTEPOB  BMECTe C  MHCTpyKuueH Mo
NPUMEHEHHIO B MAYKy KAPTOHHYIO. | IPUMEHEHHUIO B a4Ky KAPTOHHYIO.
11 _'_Labeling / MapkHpoBKa Complies as prescribed / According to ND / =
| COOTBETCTBYET TPEGOBAHUAM B cootBetcTBuu ¢ HJ|
| o |
12 | Storage conditions / Store protected from light below 25°C / B 3ammiieHHoM OT cBeTa MeCTe MpH
XpaHenue TeMIieparype He Bbiue 25°C
13 | Shelf life / Cpox roguocrs |3 years /3 roza -

Remarks: The Product conforms to ND /
ITpumeyannue: [IponykT cootBercTByeT TpeboBaHusaM HJI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Ramakant \}k [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
(Ve P Amit Kumar >N
'LL(’_/ O(T—/' i .-""'f._
Print Date / Print Date / Print Date / .
Harta: 29.11.2022 Hata: : 29.11.2022 Hata :29.11.2022
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