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Product : Nise tablets 100 mg

IMpoaykT :  Haiiz®, tadnerku 100 mr

Batch No / 1 V2102264 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oobem cepun 25,00,000 radneroxk
Analytical Report No / : 040001492389 Date of Analysis / : 28.12.2021
AHAIHTHUYECKHH oTUeT Ne Jara anannza

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

JlaTa npou3BoACTBA TI'open go (Bk)

Analysis performed according to ND / Ananuns nposexen o HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne | Test/IlokazaTenn | Result / PesyabTats! Specification / Hopma
1 | Description / Onncanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with:
smooth surface. / bBensle ¢ KenToBaThM
OTTEHKOM KpYTJble BOSKOBBINYK/bIE TaONETKH |
C I1aIKOM MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBercTBYET The retention time of principal peak in the
IMoanHMHHOCTD chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepHBaHHs OCHOBHOTO
MUMKa Ha  XpOMaTorpamme  HUCITBITYEMOro
pacTsopa MO/KHO COOTBETCTBOBATH BPEMEHH

yIOepKUBaHHS OCHOBHOFO nH1Ka Ha
XpoMmarorpaMMme  pacTBOpa  CTaHAAPTHOTO
obpaszLa HUMecynuaa (pazmen
«KonnuecTBeHHOE OMpeneneHUe»)
3 | Average weight and mass 308.9 mg/308.9 mr 310mg+£5.0% /310 mMr+5,0% -
i ORI 6y CRenHia Macc Complies / CooTBeTcTBYET 18/20 tablets —~NMT £ 5 % /

| H OAHOPOJHOCTH MACCHI
(" oA pox 18/20 Tabnetok — He Oonee = 5 %

2/20 tablets — NMT = 10 %/

2/20 tabnerok — He 6onee + 10 %
4 | Dissolution / PacTrBopenne 102 %, 98 %, 100 %, 99 %, 99%, |Not less than 75 % (Q) of labeled amount of
98 % C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepxkanus Ci3HjnN-OsS
(vumecynun) uepes 45 MHH.
5 |Water/Boaa 1.8 % Not more than 6.0 % w/w / He 6onee 6,0 %
| S -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusm HJI Zaxmwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TTonrorosieHo: ITposepeno: Onobpeno: Menemxep / PykoBoauTtens
Ankit &— Himesh Kugr:_}_/__;—:) Pawan Kumar /%I/
Print Date / Print Date / Print Date /
Jata: 28.12.2021 Hara: 28.12.2021 Jata: 28.12.2021
Registered Office: 3-2-337, Road No. 3, Banjara HIll5, Hyderabad - 5UULUEE, [2langana, Inoia

Tel: =01 40 4200 2500, Fa 1404800 2998, Email: mail@drreddys.com
CIN: L25195AP1984PLCO0A50D7

wvewe direddys.com
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Product : Nise tablets 100 mg
ITpoaykT Hali3®, tabnerkn 100 mr
Batch No / 1 V2102264 Batch Quantity / 1 25,00,000 tablets /
Cepust Ne Oo0nem cepun 25,00.000 TadneTox
Analytical Report No / : 040001492389 Date of Analysis / : 28.12.2021
AHANUTHUECKHI oTueT No JlaTa anaau3za
Date of Manufacture / : NOV.2021 Date of Expiry / : OCT.2024
Jlara npoH3BOACTBA T'onen g0 (BKJT)
Analysis performed according to ND / Ananus nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020)

Ne

Test / [loka3zaTenanb

Result / PesyabTaTst

6

Related substances / PogcTBeHHbIe NpHMeCH

Impurity A / Ilpumecs A
Impurity B / I[Tpumecs B
Impurity C/ Ipumecs C
Impurity D / ITpumecs D
Impurity E / TIpumece E
Impurity F / I[Tpumecs F

Any unknown individual
impurity / ExuHHuHas
HEeUACHTH)ULHPYEMas
npHmech

Specification / Hopma

Less than LOQ (0.0057%)
0.01%
Not Detected
Not Detected
Not Detected
Not Detected

Less than LOQ (0.0143%)

[NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gostee 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gosnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 % |

Total impurities / Cymma 0.01 %
npuMecert
7 | Uniformity of dosage units / 25 - Acceptance value (AV) should be not more
OaHOpOIHOCTL T03HPOBAHUS than 15.0 / ITokazarens npuemyieMocTu (AV)
JIoJpKeH ObITh He Bonee 15,0
_ |
8 | Microbial limits / MukpoGuosornueckas 4Y4HCTOTa

' a) Total aerobic microbial

count / O01ee yucno
a3pOOHBIX MUKPOOPTraHH3MOB

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

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

b) Total combined yeasts and
mould count / O6iee uncio
IPOMOKEBBIX U MIIECHEBBIX
rpubos

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

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

¢) E. coli

Absent /
OrtcytcTBYET

Shall be absent in 1g/
JomxHel 0OTCYyTCTBOBaTE B 1 I

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykt coorBercTByeT TpeboBauusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosieHo: IposepeHo:
Ankit

Himesh Ku:lfa_i—}5’—_’-’/-‘p
‘= :

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

Pawan Kumar &7—’,

CIN: L85195AP1934PLT004507

wiwwedrreddys.com

Print Date / Print Date / Print Date /
Hara: 28.12.2021 Jara: 28.12.2021 Hara: 28.12.2021
Registered Onice: 8-2-33/, Road No, 3, Banjara Hills, Hyderabad - 200034, 1elangana, india
Tel: +91 40 1800 2900, Fax: 291 40 4300 2995, Emcil: mailiddrreddys. com
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[Product Nise tablets 100 mg

[Mpoaykr Haii3®, tabnerkn 100 mr

Batch No / 1 V2102264 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 radnerox
Analytical Report No / : 040001492389 Date of Analysis / : 28.12.2021
AHaINTHYECKHI oTueT No JlaTa aHasiu3a

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

Jata npon3BoAcTBEA Togen xo (BKJ)

Analysis performed according to ND / Ananus nposesen mo 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 / u3am. Ne 2 ot 10.08.2020)

N Test / IlokazaTeanb Result / PesynbTarh | Specification / Hopma |
9 |Assay/ KonnuecTBeHHoe 99.7 mg/99.7 mr Not less than 90.0 mg and not more than |
onpeaeaeHue 110.0 mg C;3Hi»N>OsS Nimesulide in tablet /
Ot 90,0 MI a0 110,0 Mr C]}H]:NgOsS
(uMMecyuna) B TabNETKE
10 |Package/ YnakoBka 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 Tabaetox B|carton. / Ilo 10 Tabrerox B IIBX /
IBX/amomunues oM 6nuctepe. [1o 2 | amomunueBom 6nuctepe. Io 1, 2, 3 wnmn 10
GnucTepa BMECTE C MHCTPYKUMeH 1o | 6IMCTepoB  BMECTE € MHCTPYKLUMEH 1O
NPUMEHEHHIO B MauKy KAPTOHHYIO. | IPUMEHEHHIO B NAa4Ky KapTOHHYIO.
11 |Labeling / MapknpoBka Complies as prescribed / According to ND / -
CooTseTcTBYET TpeOOBaHUAM B cootserctBuM ¢ H/|
12 |Storage conditions / Store protected from light below 25°C / B 3amuumeHHOM OT CBETa MECTE 0OpU
XpaHeHne Temieparype He Bbinte 25°C
13 | Shelf life / Cpox roanoctu |3 years/3rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: ITpogykr cooreTcTBYET Tpebopauusm HJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: ITpoeepeHo: Onobpeno: Menenxep / PykoBoautens
Ankit Himesh Kugr}_ﬂl//; Pawan Kumar

@/ b /2YL/
Print Date / Print Date / Print Date /
Jara: 28.12.2021 Hara: 28.12.2021 Hata: 28.12.2021

T
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