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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIU3A
Page 1 of4/ Ctp. 1 u3 4

Product : Nise tablets 100 mg
Ipoaykr  : Haii3®, tabnerxu 100 mr
Batch No / 1 V2300091 Batch Quantity / : 5000000 tablets /
Cepns Ne Oobem cepun 5000000 Tabnerok
Analytical Report No / : 040001735822 Date of Analysis / : 21.01.2023
AHanuMTUYeCKHii oTueT Ne Jara aHaauza
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
JlaTa mpoH3BOACTBA I'ogen go (BKII)
Analysis performed according to ND / Auaaus nposenen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

Ne | Test / IToxazaTenn ~ Result/ Pesyasratbl Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with'
smooth surface. / bensle ¢ xentoBarbim
OTTEHKOM KpYTJIble ABOSIKOBBINYKITbIE

TabNeTKy ¢ raagkoi MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
HoaauHHOCTb ‘chromatogram of test solution should
correspond to retention time of principal peak

in Nimesulide standard solution

chromatogram under Assay / Bpewms

yAepKUBaHUs OCHOBHOTO  TIHKa Ha
| XpoMaTorpamMMe  HCIBITYEMOTO  pacTBOpa
LOJKHO COOTBETCTBOBATh BpEMEHU
yaep>KuBaHus OCHOBHOTO  TITHKa Ha
XpoMaTorpaMme  pacTBopa  CTaHAApTHOTO

obpazua HUMeCYIuaa (paznen
«KonnuecTBeHHOE ONpeeneHUE)
"3 | Average weight and mass 309.4 mg / 309.4 mr 310 mg £ 5.0 % /310 Mr+ 5,0 %
uniformity / Cpeausia macca 18/20 tablets — NMT + 5 % /

H OAHOPOAHOCThL MACCHI
Aropoa 18/20 Tabnerok — He Gonee = 5 %

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

4 |Dissolution / PacrBopenue 99 %, 99 %, 100 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of |
99 %, C13H12N>O0s5S nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) oT

Remarks: The Product conforms to ND / Conclusion: APPROVED /
ITpumeuanue: [TpoaykTt coorBeTcTBYET TpeboBanuam HJL 3axmwdenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: 4 IIpoBepeHo: @ Onobpero: Menemkep / PykoBoauTen
Ankit N Naresh Kumar Manoj Kumar 2 w 4
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.01.2023 Jlara: 21.01.2023 Jlata: 21.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4800 2555, Email: mail@drieddys.com
CIN: L85195AP1S84PLCO0A507
www.arreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-56

Vill. Kiol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56C01-G2
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 u3 4

Product Nise tablets 100 mg
IMpoaykr Haii3®, Tabserku 100 mr
Batch No / : V2300091 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepnn 5000000 TabneTok
Analytical Report No / : 040001735822 Date of Analysis / : 21.01.2023
AHAIUTHYECKNH 0TYeT No Jara anaausa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
JaTta npon3BoacTBa I'onen oo (BK.T)
Analysis performed according to ND / Awanns nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
i Ne Test / IlokazaTenn Result / Pe3yibTaThl ~ Specification / Hopma

HoMuHanpHOro coaepkanus Ci3Hi2N->OsS

(HuMecynun) yepes 45 MUH.

5 | Water/ Bona

2.8 % wiw

Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBenHbIe npuMecH

Impurity A / Ilpumecs A

Impurity B / TIlpumecs B

Impurity C / Hpumecs C

Impurity D / TTpimecs D

Less than LOQ (LOQ = 0.0057%) /
Hwxe npenena odHapyxeuns (I10 =
0.0057%)

0.03%

Not detected / He oOHapyxkeHa
Below LOD (LOD = 0.0049%) /
Huxe npenena obnapyxenus (I10 =
0.0049%)

Not detected / He obHapyxeHa

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 %

Impurity E / Ilpumecs E

Impurity F / Ilpumecs F

Any unknown individual
impurity / EquHHuHas
neugentiduLIipyeMan
NPUMCCh

0.02 %

Not detected / He o6HapyxeHa

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

Remarks: The Product confo

rms to ND /

Ipumeyanne: I1poaykT cooreTcTBYET TpeboBanusam HJJ

Conclusion: APPROVED /
3akawuyenue: OJJOBPEHO

Jara: 21.01.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBnexo: o [TpoBepeHo: OpobpeHo: Menemxep / PykoBoauTesb
Ankit / /4 : Naresh Kumar éj Manoj Kumar ? /

& = i res
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.01.2023

Jarta: 21.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Krnol, Nalagarh Road, Baddi,
Distt. Solen, H.P., 173 205, INDIA
Tal: +91 98166 56C01-G2
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJIM3A
Page3 of4/ Crp.3 uz 4
Product : Nise tablets 100 mg
IMpoaykr  : Hais®, Tabaerkn 100 mr
Batch No / : V2300091 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepun 5000000 Tabnerok
Analytical Report No / : 040001735822 Date of Analysis / 1 21.01.2023
AHaJIHTHYECKHI oTUyeT No Jarta ananusa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
JaTta npon3BoacTea I'ogen no (BK.T)
Analysis performed according to ND / Auanus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / I[TokazaTeab Result / PesyabTaThl Specification / Hopna
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npuMecer
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more

OAHOPOAHOCTL J03NPOBAHUS

than 15.0 / [Tokazarens npuemiaemoctu (AV)
JoyxkeH ObITh He Gonee 15,0

8 |Microbial limits* / MukpoOnosaornyeckas yucrora*

a) Total aerobic microbial Not Applicable
count / OBuuee ymcio
a9pOGHBIX MUKPOOPraHU3MOB ‘

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts and Not Applicable
| mould count / Obuiee uncno
| IPOMOKEBBIX H MNECHEBBIX

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

Shall be absent in 1g/
Jl0smKHBI OTCYTCTBOBATE B 1 T

rpudoB

¢) E. coli Not Applicable
9 | Assay/ KoaunuecrBeHHoe 99.5 mg/99.5 mr

onpejeneHHe

Not less than 90.0 mg and not more than
110.0 mg Ci3H,2N-0OsS Nimesulide in tablet /
Or 90,0 Mr oo 110,0 Mr CanNzOsS
(Humecynun) B TabneTke

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusiM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosnexo: 17 Ilposepeno: U Ono6peHo: Menemxep / PykoBoauTels
Ankit [ A Naresh Kumar Manoj Kumar -
Reprint Date / Reprint Date / Reprint Date /

Jlara: 21.01.2023 Hata: 21.01.2023 Jata: 21.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2395, Email: mail@drieddys.com
CIN: L85195AP1284PLC004507

www.drreddys.com



®e Dr. Reddy's Laboratories Ltd
’ °® Formulation Unit-6
Dr. Reddy s “. Vill. Knhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56C01-02
www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 4 of 4/ Crp. 4 n3 4

Product : Nise tablets 100 mg
IMpoaykr  : Haiiz®, tabnerku 100 mr
Batch No / : V2300091 Batch Quantity / : 5000000 tablets /
Cepusi No Odbem cepuu 5000000 rabneTok
Analytical Report No / : 040001735822 Date of Analysis / : 21.01.2023
AHaJUTHYECKHIT oTyeT No JlaTa ananu3za
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
Hdara nponssoacTea TI'onen go (BKa)
Analysis performed according to ND / Ananus nposenen no HJL: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne ~Test/ IlokazaTenn i ~ Result / Pesynsrartel ~ Specification/ Hopma )

10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B JIBX /
IBX/amomunueBom Onucrepe. Ilo 2 | amomunuerom 6amctepe. Ilo 1, 2, 3 unu 10

fnncrepa BMecTe C MHCTPYKUMel o | 6aucTepoB BMecTe C  HMHCTpyKUMeH mno

TIPUMEHEHHIO B MMa4YKy KapTOHHYIO. MPUMEHEHHIO B Ma4Ky KapTOHHYIO.
11 ”LabeliE/ Ma;K_upomca | Complies as prescribed / According to ND /
CootBeTcTBYET TpeOGOBaHHAM B cootserctBuu ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT CBE€Ta MECTE MpH
XpaHenue TemIeparype He Beiuie 25°C

| 13 | Shelf life / Cpok roasocrn 3 years/ 3 roja

*The manufacturer performs the “Microbiological Limits™ test at release periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.

* AHanu3 mno nokasaremo «Mukpobuonoruyeckas UYMCTOTa» MPOBOAUTCS INPOM3BOIUTENEM NPH BBINYCKE NEPUOAUYECKH
(c unTepBanoM oxHO ucnbiTanue Ha 20 cepuit unu He MeHee 1 pasa B roa). [Tokazatens Moxer ObITh He BKIoYeH B Ceprudukar
aHann3a GUPMBI.

Remarks: The Product conforms to ND / Conclusion: APPROVED /
ITpameuanne: ITpoaykt coorBercTByeT TpeboBanusam HJL 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: - ITposepeno: Onob6peno: Menemxkep / Pykopoaurens
Ankit A : Naresh Kumar é Manoj Kumar )L
Reprint Date / Reprint Date / Reprint Date /

Hata: 21.01.2023 Hata: 21.01.2023 Jara: 21.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com



