Dr. Reddy's Laboratories Ltd.

9

! o Formulation Unit-6

Dr. Reddy s '. Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIII3A

Page 1 of 3 /Crp. 1133

Product : Nise tablets 100 mg

[IpoayxT 1 Haiiz®, Tabnerkir 100 mr

Batch No / : V2201958 Batch Quantity / : 25,00.000 tablets /

| Cepus No - Odwnem cepuu 25.00,000 Tabnerok J
Analytical Report No / 1 040001643710 Date of Analysis / ¢ 26.09.2022
AHaJUTHYecKHii oTyeT No JlaTta aHaan3sa

Date of Manufacture / : SEP.2022 Date of Expiry / : AUG.2025

Jara npounssoacrsa INogen ao (BKN)

Analysis performed according to ND / Ananus nposeaen no HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
113M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

- n/Hopma |

N | Test / [lokasaTenb Result/ PesyasTaThl Specification / Hopma

1 |Description / Onucanne Complies / CoorBercTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XenTOBaTBIM
OTTEHKOM KpYT/ble ABOSKOBBINYKJIbIE TabNeTKH
| C rTagKOW NOBEPXHOCTLIO.

|
2 | Identification / : Complies / CooTBeTcTBYET The retention time of principal peak in the|
MoanuHHOCTL chromatogram of test solution should|
correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram
under Assay / Bpems yaep)KHBaHHS OCHOBHOTO
NMMKa Ha  XpOMATOTPaMME  UCTIBITYEMOTO
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHH
YIAEPKUBAHUS OCHOBHOTO nuka Ha
| XpoMaTorpamMme  pacTBOpa  CTaHAAPTHOTO
obpa3ua HUMecynuaa (pa3men
«KonuuecTBeHHOE onpeJeneHHe»)

3 |Average weight and mass | a 310.6 mg/310.6 mr 310 mg £ 5.0% /310 Mr£5,0%

zlzf(:;)m:)tjﬂ/off:i«“aﬂ;::acca Complies / CooTBeTcTBYyET 18/20 tablets - NMT £ 5 %/
Asop 18/20 Tabnetok — He Honee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnetok — He Gonee = 10 %

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

Ci3HaN>0sS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbHOTro copepxanusa Ci3HjpN.OsS
(numecynun) yepes 45 MuH.

5 |Water/ Boaa i 24 % iNot more than 6.0 % w/w / He Gonee 6,0_%
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeuanune: IIponykT coorBercTyet TpeGoanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Togrotornerno: Kushal Kumar Hponepeno:%&mal;ant Omnobpeno: Menemicep / Pylcoqomlrcm,

m ) {(,(9']'1 }U Manoj Kumar ¥ i&i’
Print Date / Print Date / Print Date /
Hara: 26.09.2022 Hata: : 26.09.2022 Hata : 26.09.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOUKAT AHAJN3A

Page20f 3/ Crp. 2 13 3

Product Nise tablets 100 mg

[MpoaykTr Hafi3®), tadbnetkir 100 mr -

Batch No / 1 V2201958 Batch Quantity / : 25.00.000 tablets /
|Cepua Ne |O0bem cepum 25,00,000 TE]6J‘I€TO_K
Analytical Report No / : 040001643710 | Date of Analysis / : 26.09.2022
AHanHnTHYeCKHil oTueT Ne | daTa avannsa

Date of Manufacture / : SEP.2022 (Date of Expiry / : AUG.2025

JaTa npoussoacrsa

|TomeH no (BKT)

Analysis performed according to ND / Auanu3 nposesen no HJL: T1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IToxazarean

~ Result/ PesynbTaThl

| Specification / Hopma

6 | Related substances / PoacTBennble npumecu

Impurity A / Tpumecs A

[mpurity B / [Ipumece B
Impurity C / ITpumecs C

Impurity D / Ilpumecs D

I[mpurity E / IIpumecs E
| Impurity F / [Ipumecs F

Any unknown individual
impurity / EnHuyHas
HenaeHTUULMpYeMast
npumMecs

Total impurities / Cymma
npumeceii

0.0019%)
Less Than LOQ(LOQ:0.0084%)
Not Detected
Not Dctected
0.03%
Not Detected

0.02%

0.07 %

7 | Uniformity of dosage units /
| OaHopoaHocTs K03upoOBaHNA

Below Limit Of Detection (LOD:

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 601ee 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 / Tlokazatens npuemnemoctu (AV)

JNOJIKeH ObITh He 6onee 15,0
|

8 Microbial limits / MuxpoGrosorndyeckas 4HCTOTA

a) Total aerobic microbial
count / Obee uncno

a3pOOHBIX MUKPOOPraHH3MOB

<10 CFU/g/
<10 KOE/r
|

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

Remarks: The Product conforms to ND /
IIpumeuyanne: IIponykt cooTseTcTBYET TpeboBaHuam HJI

Conclusion: APPROVED /
Saxmouyenune: ONOBPEHO

Prepared by /
IToxroro BIICHQ: Kushal Kumar

(\e—

Checked by /
IIpoBepeno: Ramakant

s

Approved by: Manager / Executive /
Onobpeno: Menemiep / PYI{O_jB(},Hl-iTCRI:

Manoj Kumar ‘}h:)fgi&_ti—-!

Print Date /
Jara: 26.09.2022

Print Date /
Hara: : 26.09.2022

Print Date /
Jarta : 26.09.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJM3A

Page3of 3/ Crp.3u33

Product Nise tablets 100 mg

TIpoaykT Hait3®, Tadnerku 100 mMr -

Batch No / 1 V2201958 Batch Quantity / : 25,00,000 tablets /
Cepua No Obbem cepuu 25,00,000 TadneTok
Analytical Report No / : 040001643710 Date of Analysis / : 26.09.2022
AHanuTHUYecKUui oTueT No JlaTa avaausa

Date of Manufacture / : SEP.2022 Date of Expiry / ¢ AUG.2025

JlaTa npon3BOACTBA Iogen ao (BK)

Analysis performed according to ND / Auanus npoeenen no H/I: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / [lokazaTean Result / PesyabTaTsl | B Specification / Hopma
b) Total combined yeasts and Less than 10 CFU/g/ | Not more than 100 CFU/g /
mould count / O6iuee uncno Menee 10 KOE/r He 6onee 100 KOE/r
IPOMNIKEBBIX U TIECHEBBLIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g /
OrcyTcTBYyeT JonmxkHbl oTCyTCTBOBaTE B 1 T
9 | Assay/ KoanuyecrBenHoe 100.5 mg/100.5 mr Not less than 90.0 mg and not more than
onpejgeenne 110.0 mg Ci3H2N>OsS Nimesulide in tablet /
Or 90,0 MI pale] 110,0 MIr C13H|3NQOSS
(numecynun) B Tabnetke
| 10 Package / Ynakoska 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 Tabnerox B|carton. / Ilo 10 Tabnerox B TIBX /
[1BX/antomunnes om 6auctepe. [To 2 | amomuuuesoM 6nucrepe. Ilo 1, 2, 3 unu 10
6iMcTepa BMECTE ¢ MHCTPYKUMEH Mo | GNIUCTEpOB  BMECT€ C  HMHCTpyKUMeHd no
TIPUMEHEHHIO B MTAYKY KAPTOHHYIO. | MPUMEHEHHIO B MavKy KapTOHHYIO.

11 iabeling /_M_aplcua)mca

| Complies as prescribed /
CooteercTBYET TpeOOBaHHAM

12 | Storage conditions /
XpaHeHue

According to ND /
B cootBetrcTeuu ¢ HJ

Store protected from light below 25°C / B 3al(MIIEHHOM OT CBETA MECTE npui

Temneparype He Boitue 25°C

13 | Shelf life / Cpok rognoctu

3 years/ 3 ropa

Remarks: The Product conforms to ND /
Mpumeuanue: [Ipoxykt coorBercTByeT TpeboBaHuaM HJ{

Conclusion: APPROVED /
Zakmwuenue: OJOBPEHO

Prepared by /
IToarorosneno: Kushal Kumar

Checked by /

IIposepero: Ramakant
P

Approved by: Manager / Executive /
Onobpeno: Menenep / Pykoponurens
Manoj Kumar

})}, ek

Print Date /

Print Date /

JlaTa: 26.09.2022

Jara: : 26.09.2022

Print Date /

Hara : 26.09.2022
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