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Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerxu 100 Mr
Batch No / 1 V2102160 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Ob1em cepun 25,00,000 Tabnetox
Analytical Report No / : 890001563552 Date of Analysis / 1 27.12.2021
AHAJHTHYECKHH oTUeT Ne Jara ananusa
Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024
JlaTa MpoM3BOACTBA Togen a0 (BKJ)

Analysis performed according to ND / Auanus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020)

- Ne Test / Iloxa3zaTenn

Result / PesyabTaThl

Specification / Hopma |

1 Description / Onucanue

Complies / CooTBeTcTByET

Yellowish white round biconvex tablets with |
smooth surface. / DBeyble ¢ JKENTOBATHIM
OTTEHKOM KpYTJble IBOSKOBBIIYKIIBIE TabneTku |
C IIAJIKOH TIOBEPXHOCTBIO.

1

2 |Identification /
IMoanuHHOCTH

Complies / CooTBeTCTBYET

The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep:KuUBaHUs OCHOBHOTO

NMKa Ha XpOMATOrpaMMe  HCIBITYEMOTO
pacTBopa JOJKHO COOTBETCTBOBATb BPEMEHH
YNEPIKUBAHUS OCHOBHOTO TIHKa Ha
| XpOMaTorpaMMe  pacTBopa  CTaHJapTHOTO
| obpazua HUMECYJIHIA (pazmen

| «kKojiM9yecTBeHHOE OMPEIENICHHE)

3 | Average weight and mass
uniformity / Cpeansis macca
H OIHOPOJXHOCTBL MACCHI

309.6 mg/309.6 mr

Complies / CooTBeTCTBYET

310mg+50%/310Mr£50%
|

18/20 tablets —NMT £ 5 %/
18/20 Ttabnetok — ue bonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Ttabnetok — e 6onee = 10 %

4 | Dissolution / PactBopenue

96 %, 98 %, 96 %, 99 %, 99%,

Not less than 75 % (Q) of labeled amount of

100 % C13H2N20sS nimesulide is dissolved in 45
minutes / He Mmenee 75 % (Q) ot
HoMuHanesHoro cogepxkauusa Ci3H2N>OsS
| (nuMecynun) yepes 45 MUH.
5 | Water/Boaa 2.1% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: IIponykT coorBeTcTBYeT TpeboBanusm HJJ 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: IIpoBepeHo: Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar Himesh K&,_’U Botchu Anjali

(—J_— — ; b?j"‘*
Print Date / Print Date / Print Date /
Hara: 27.12.2021 Hara: 27.12.2021 Hara: 27.12.2021

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@drreddvs.com
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Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnerxn 100 Mr
Batch No / : V2102160 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O06bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001563552 Date of Analysis / : 27.12.2021
AnanuTnyeckuii orger Ne JlaTta ananunsa
Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024
JlaTa npou3BoacTBa Togen go (BKJI)

Analysis performed according to ND / Ananus nposeaen mo HJI: 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 / uzm. Ne 2 ot 10.08.2020)

Ne Test / Ilokazaresb |

Result / PesysabTaTsl

| Specification / Hopma

6 |Related substances / PoacTBeHHbIe NpHMecH

Impurity A / TIpumecs A
Impurity B / ITpumecs B
Impurity C / Tlpumecs C
Impurity D / Ilpumecs D
Impurity E / Ilpumecs E

Impurity F / Ipumecs F

Any unknown individual
impurity / EnuHuuHas
HeuaeHTHHIHpYeMast
pUMEChH

Total impurities / Cymma
npuMeceit |

7 | Uniformity of dosage units /
OaHOpoAHOCTL 103UPOBAHMS

0.01%
0.01%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

NMT 0.20 % / He Goxnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / TTokazaTens npuemnemoctu (AV)
JoJKeH ObITh He Gonee 15,0

8 Microbial limits / MukpoOuojiornyeckasi 4MCTOTA

a) Total aerobic microbial
count / Obmee yucio
a3pOOHBIX MUKPOOPTaHH3MOB

Less than 10 CFU/g /
Mewnee 10 KOE/r

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

b) Total combined yeasts and
mould count / O6iyee yucno
IOPOMOKEBBIX M INIECHEBBIX
rpubos

Less than 10 CFU/g /
Meuee 10 KOE/r

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

¢) E. coli

Absent /
OtcyTtcTBYET

Shall be absent in 1g/
JIOIKHEI OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND

/

Ilpnmeuanne: IIpoayxt coorBeTCTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TloarorosneHo: IIpoBepeHo: Opnobpeno: MeHemxep / PykoBonutens
Pardeep Kumar f Himesh Kumar Botchu Anjali gf

Print Date / Print Date / Print Date /

Hara: 27.12.2021 Hata: 27.12.2021 Hara: 27.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 4N 490N 290N, Fax- +91 40 490N 2999 Fmail- mail@drreddys.com
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Product : Nise tablets 100 mg

IMpoaykr  : Haiiz®, tabnerku 100 mr

Batch No / : V2102160 Batch Quantity / :+ 25,00,000 tablets /
Cepua Ne Ob6nem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001563552 Date of Analysis / 1 27.12.2021
AHaJguTHYecKuii oTueT Ne Jarta aHaJM3a

Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024

JlaTa npoM3BOACTBA Toaen go (Bi)

Analysis performed according to ND / Ananu3 nposegen o H: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / MokasaTean - Result / PesyabTathl Specification / Hopma |
9 | Assay/ KonnuecTBeHHOe 99.6 mg/99.6 Mr Not less than 90.0 mg and not more tha
onpejeJieHHe 110.0 mg Ci3H;2N>0sS Nimesulide in tablet /

Or 90,0 MT Ao 110,0 Mr C13H|3N205S
(uuMecynun) B TabNETKE

10 |Package/ YnakoBka 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. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomunnes om 6nucrepe. o 3 | amomuuneBom 6aucrepe. Ilo 1, 2, 3 wim 10
GnHcTepa BMECTE C MHCTPYKLME#H 1O | GJIMCTEPOB  BMECTE C  WHCTPYKLMEH 110
NPUMEHEHHUIO B MAYKY KapTOHHYIO. | IPHMEHEHHIO B MaYKy KapTOHHYIO.

11 |Labeling / Mapkupogka [ Complies as prescribed / | According to ND /
CootBetcTBYET TpeGOBaHUAM B coorBercTBUM ¢ HJ]
12 | Storage conditions / 'iStore protected from light below 25°C / B 3aLULIEHHOM OT CBETa MECTe npnﬂ
Xpanenne TeMriepaType He Bbiie 25°C

i 13 | Shelf life / Cpok roaHocta 3 years/ 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [TpoxykT coorBeTcTBYeT TpeboBanusM H/J 3axmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroenexo: ITposepeno: Onobpero: Menemxkep / PykoBonutensb
Pardeep Kumar ﬁ Himesh KW Botchu Anjali 3/

Print Date / Print Date / Print Date /
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