®e Dr. Reddy's Laboratories Ltd.
Dr. Reddy,s ‘... 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

CEPTH®HKAT AHAJTH3A
Pagelof 3/ Crp.1u33

Product : Nise tablets 100 mg
IMpoaykr :  Haiiz®, Tabnerku 100 mr
Batch No / : V2200737 Batch Quantity / : 25,00,000 tablets /
Cepun \e O06nem cepun 25,00,000 TabneTox
Analytical Report No / : 040001560227 Date of Analysis/ : 25.04.2022
AHaauTHUYeCKHH oT4yeT Ne JlaTa aHaaun3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JlaTa npoH3BOACTBA Toaen po (BKII)
Analysis performed according to ND / Anayiu3 npoBejeH 1o HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| N ' Test / [loxazaTe b Result / Pe3syabTaTsl | Specification/ Hopma _
1 |Description/ Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ JKeNTOBATHIM
OTTEHKOM KpYTJIbE ABOSKOBBITYKITBIE TaBETKH
C [N1aJIKOM [OBEPXHOCTLIO.

2 | Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
IMoaMHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems y[ep>uBaHUsI OCHOBHOTO
fliKa Ha XpOMAaTorpaMMme  HCIBITyeMOro
pacTBOopa IOJDKHO COOTBETCTBOBATh BPEMEHH
yaEpKUBAHUA OCHOBHOT'O nUKa Ha
XpoMaTOrpaMMe  pacTsopa  CTaHJIapTHOTO
obpasua HUMECYIHIA (pazaen
«KoNM4ecTBEHHOE ONpEeIeHHER)

3 | Average weight and mass 310.0 mg/310.0 mr 310mg+5.0% /310 Mr £5,0%

Elgf(::;)m:)tyﬂ/ofle:?;::acca Complies / CooTBETCTBYET [ 18/20 tablets —NMT + 5 %/
Anopoa 18/20 tabnerok — He Gonee £ 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnetox — He Gonee £ 10 %

4 |Dissolution / PacTBopeHue 97 %, 100 %, 96%, 95%, 99%, 98% | Not less than 75 % (Q) of labeled amount of
C13H,>N-058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
nomuHanbHoro cogepkanus Ci3H2N2OsS
(uumecynun) vepes 45 MUH.

5 |Water/Boma 25% | Not morPe than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / Poacreentible NpHMECH

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TPOAYKT COOTBETCTBYET TPEDOBAHUAM HJ1 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moarotosneno: Ankit [MposepeHo: Naresh Kumar Onobpeno: Menemxep / Pyxoonteits

ﬂ @ Manoj Kumar A *Z 'uut

o 2 f'_‘_‘_f,ﬂl—-"‘_'

Print Date / Print Date / Print Date /
JHarta: 25.04.2022 Hata: 25.04.2022 Tara: 25.04.2022
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Product Nise tablets 100 mg
Mpoaykr Haiia®, tabnerkn 100 mr
Batch No / 1 V2200737 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 040001560227 Date of Analysis / 1 25.04.2022
AHaniaTUYeCcKMii oTueT Ne Jarta anajansza
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JiaTa npoN3BOACTBA Togen mo (BK)

Analysis performed according to ND / Auanus nposeaex no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Specification / Hopma

| Ne Test / IlokasaTesb Result / Pe3yabTaTsl
3 0, 0,
Impurity A / Tlpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
[mpurity B / ITpumece B 0.02% NMT 0.20 % / He Gonee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6oxee 0,20 %
Impurity E / [Tpumecs E Not Detected NMT 0.20 % / He Gonee 0,20 %
| Impurity F / ITpumecs F ' Not Detected | NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EquHuunas
HeuaeHTHULHpYeMas
TIPUMEChH
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
| | npumMeceH
2.2 Acceptance value (AV) should be not more

7 | Uniformity of dosage units /
OAHOPOAHOCTH X03HPOBAHUS

than 15.0 / [Tokasartens npuemiaeMoctv (AV)
nomkeH 6bITh He 6onee 15,0

a) Total aerobic microbial
count / Ob1uee ynucno
a3pOo6HBIX MUKPOOPraHH3MOB

8 | Microbial limits / MuxpoGuoaornyeckas 4uCcToTa

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

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

| b) Total combined yeasts and
mould count / Obiee uucno
JPOMOKEBBIX M MIIECHEBBIX
rpuboB

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

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

Remarks : The Product conforms to ND /

Ipumeuanne: [IpoaykT cootBeTcTBYeT TpedoBaHism HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToagrotoBneHo: Ankit IMpoeepeHo: Naresh Kumar Onobpeno: Menemxep / Pykosoantens
' ' Manoj Kumar |
C@f @/ l f\n’ :_-"-E_gfi__ -
Print Date / Print Date / Print Date /
Hata: 25.04.2022 Jlara: 25.04.2022 Jara: 25.04.2022
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Product Nise tablets 100 mg

ITpoaykr Haiiz®, tabnerku 100 Mr

Batch No / : V2200737 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O0nem cepun 25,00,000 tabnerok
Analytical Report No / : 040001560227 Date of Analysis / 1 25.04.2022

| AHAJINTHYECKHIL OTHeT Ne JlaTta anaan3a

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

JlaTa mpon3BoJacTBa T'open g0 (BK.T)

Analysis performed according to ND / Anasus npoeeaen no HJI: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / ITokazaTean

Result / PesynabTaThl

Specification / Hopma

¢) E. coli

Absent /
OTcyTCcTBYET

Shall be absent in 1g /
JIOJKHBI OTCYTCTBOBATh B 1 T

9 |Assay/KoanyecrsenHoe
omnpeneneHue

| 99.8 mg/ 99.8 mr

Not less than 90.0 mg and not more than

110.0 mg C;3H;2N>0sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr Ci3HpN2OsS
(uuMecyun) B Tabnerke

10 tablets in PVC/aluminum blister. 1,2, 3 or 10

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Tabnerox B|carton. / Ilo 10 tabmerox B IIBX /
B X/amoMunues oM 6nucrepe. [To 2 | amomunuesom 6nuctepe. ITo 1, 2, 3 win 10
GIHCTepa BMECTE C MHCTPYKLHMEH 10 | GIMCTEpOB  BMECTE € HHCTPYKUMEH 1o
APUMEHEHHIO B MIAYKy KapTOHHYIO. | IPUMEHEHHIO B a4YKy KapPTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootercTByeT TpebGOBaHUAM | B cootrercTBun ¢ HJJ

12 |Storage conditions / Store protected from light below 25°C / B 3AIMILEHHOM OT CBETa MECTe IIpH

XpaHeuue Temrneparype He Boiie 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 roga

Remarks : The Product conforms to ND /
Ilpumeuanne: [Tpoaykt cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosne”o: Ankit

Checked by /
[Mposepeno: Naresh Kumar

i

Approved by: Manager / Executive /
Ono6peno: Menemkep / PykoBoanTenb
Manoj Kumar }

(£
Print Date /

Hara: 25.04.2022

Print Date /
Hara: 25.04.2022

Print Date /
JHara: 25.04.2022
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