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Product : Nise tablets 100 mg

IpoaykT :  Haiizs®, tadnerkn 100 mr

Batch No / 1 V2201200 ]Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Oo6nem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001592098 Date of Analysis / : 27.06.2022
AHaNUTHYECKUH oTHeT No JlaTa ananu3a

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

Jara npon3BoACTBA Topen go (BK)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 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 / llokasaTenb I Result / PesyjabTarhl

Specification / Hopma

1 |Description / Onncanue | Complies / CootrBeTcTBYET

|Yellowish white round biconvex tablets with
smooth surface. / bBensle ¢ XKenTopaTbiM
OTTEHKOM KPYTJible [IBOSIKOBBIMYK/IbIE TAONETKH
C r1afKo# TIOBEPXHOCTBIO.

2 |Identification / . Complies / CoorBeTcTByeT
[MoanunHOCTL

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 ynep»vBaHHs OCHOBHOTO
OMKa Ha  XpOMaTorpamMe  HCIBITYEMOTO
pacTBOpa AO/KHO COOTBETCTBOBATH BPEMEHU
yIEepIKUBAHNS OCHOBHOTO nunKa Ha
XpoMarorpaMme  pacTBOpa  CTaHAApTHOIO
obpaszua HUMeECYJIHAa (pazmen
«KonyecTBEHHOE ONPEAEIEHNE)

3 |Average weight and mass 310.0 mg/310.0 Mr
uniformity / Cpegnsisi Macca

Complies / CooTBeTCTBYET
U OAHOPOXHOCTH MACCHI |

310mg+5.0%/310Mr£5,0%

18/20 tablets —NMT £ 5 % /
1 18/20 tabnetrok — He Goslee = 5 %

12/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Gonee = 10 %

4 |Dissolution / Pacteopenne | 99%, 98 %, 99%, 101%, 100%, 98% | Not less than 75 % (Q) of labeled amount of

C13H,2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro copepxkanus Ci3HixNoOsS
(wumecynun) yepes 45 MHUH.

5 Water / Boaa ' 31 %

‘Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
IIpumeuanne: IMpoaykT coorBercTBYeT TpebGoBanusam HJL

Conclusion : APPROVED /
3aknwyedue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Honrarornern Pardeep Tporepern: Himesh Kumar QnobpeHo: Menenxep / PykosoauTes
Kumar f _ QJ’,’_Q Kusum Lata N : \ o

Print Date / Print Date / Print Date /

Jara: 27.06.2022 ' Hara: 27.06.2022 Jarta 27.06.2022

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Page2 of 3/Crp.2 u33

[Product : Nise tablets 100 mg

Mpoaykt : Haiz®, Tadnerkn 100 mr

Batch No / 1 V2201200 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Ob6nem cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001592098 Date of Analysis / : 27.06.2022
AHaJHTHYECKHIT oTueT Ne JlaTa ananusa

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

JlaTa npou3BOACTBA Iomen go (BKJ)

Analysis performed according to ND / Ananus nposeaen no HJI: [T 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 / ITokazaTenn

Impurity A / Ilpumecs A

'.[mpurity B /Tlpumecs B
Impurity C / ITpumecs C

Impurity D / ITpumecs D
[Impurity E / TIpumecs E
| Impurity F / Ilpumecs F

Any unknown individual
‘ impurity / Exnunnynas
HEWAECHTUPHULIMpYEeMast
pUMeCh

Total impurities / Cymma
npumeceit

| _' ' Result / PesyabTaTht | ] Specification / Hop@ :
6 | Related substances / PoacTeennbie npumecH

i

NMT 0.20 % / He 6onee 0,20 %

7 | Uniformity of dosage units /
OaHOpPOAHOCTb A03HPOBAHMS

0.02%
0.01% NMT 0.20 % / He Gonee 0,20 %
Not Detected NMT 0.20 % / He Gonee 0,20 %
Not Detected | NMT 0.20 % / He 6onee 0,20 %
Less Than LOQ (LOQ: 0.0186%) | NMT 0.20 % / He 6onee 0,20 %
Not Detected | NMT 0.20 % / He 6onee 0,20 %
0.02% NMT 0.20 % / He 6onee 0,20 %
0.06 % NMT 1.5 % / He Gonee 1,5 %
1.8 _ Acceptance value (AV) should be not more
than 15.0/ Ilokasarenb npuemaeMocTH (AV)

noJpKeH GbITh He Gonee 15,0 |

8 Microbial limits / Muxpoonosiorudeckasi Y4HCTOTA

a) Total aerobic microbial
count / Ob1ee yucio

L a3poOHBIX MHKPOOPraHH3MOB

| Less than 10 CFU/g / Not more than 1000 CFU/g / "
' Menee 10 KOE/r He 6onee 1000 KOE/r ‘

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameaanue: [Iponyxr cooTBeTcTBYeT TpeboBanuam HJ| 3akmrouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMonrorosneHo: Pardeep [Tposepeno: Himesh Kumar Onobpeno: Meremiep / PyKkoBOAUTEND
Kumar ﬁ — J —— Kusum Lata Ne -

Print Date / Print Date / Print Date /

Jara: 27.06.2022 JHara: 27.06.2022 Jara 27.06.2022
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Product Nise tablets 100 mg

IpoaykT Haii3®, tadbnerku 100 mr

Batch No / 1 V2201200 Batch Quantity / : 25,00,000 tablets /
Cepua Ne O6bem cepun 25,00,000 rabneTok
Analytical Report No / : 040001592098 Date of Analysis / : 27.06.2022
AHanuTHyecKkunii oruer Ne JlaTa aHaiu3a

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

JlaTa npou3BOACTBA Toaen no (BKJT)

Analysis performed according to ND / Auanns nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. No 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

Ne Test / Ilokazarens Result /le3ym>TaTu | Specification / Hopma |
b) Total combined yeasts and | Less than 10 CFU/g/ | Not more than 100 CFU/g / |
mould count / Obwee yucno Menee 10 KOE/r He 6onee 100 KOE/r |
IPOJOKEBBIX U TLIECHEBBIX ‘ |

[ rpubos |
| |
¢) E. coli ‘ Absent / Shall be absent in 1g/
| OtcyTcTRYeT JloKHBI OTCYTCTBOBATE B 1 T
9 Assay / KoandecTBenHOE | 99.2 mg/99.2 mMr Not less than 90.0 mg and not more than
onpesaeeHHe | 110.0 mg Ci3H2N:0sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3H;2N-OsS
| (uuMmecynun) B TabreTke

10 |Package/ YnakoBka i 10 tablets in PV C/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 TaGnerok B carton. / Ilo 10 Tabmerox B TIBX /
[IBX/amomuuues om 6nucrepe. [To 2 | amomunueBom 6mucrepe. Ilo 1, 2, 3 mwm 10
OnucTepa BMECTe ¢ HHCTPYKLMEH Mo | GNIHCTepOB  BMecTe €  WHCTpYKUHeH Mo

| | IPUMEHEHHUIO B NIAYKy KAPTOHHYIO. | IPUMEHEHHIO B TAYKy KAPTOHHY!O.

| 11 |Labeling / MapxupoBka ;' Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHUAM B cooteercTBuu ¢ HJL

12 | Storage conditions / Store protected from light below 25°C / B 3amuuieHHOM OT CBeTa MeCTe IpH

XpaHeHHe

13 [ Shelf life / Cpox rogHOCTH

TeMmneparype He Belile 25°C

3 years / 3 rozna

Remarks : The Product conforms to ND /
Ipumeyanne: IIpoaykt cooTBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hara: 27.06.2022

Jata: 27.06.2022

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

[NoaroroeneHo: Pardeep IIporepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoanTels

Kumar Kusum Lata QS i-: .
= —) S

Print Date / Print Date / Print Date /

Jlata 27.06.2022
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