Dr.Reddy’s €&

Dr. Reddy's Lahoratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distr. Solan, M.P., 173 205, INDIA
Tel:+21 98146 56001-02

voww. drieddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page1 of4/Crp.1u34

Product Nise tablets 100 mg
IIpoaykr Hai3®, Tabnerku 100 mr
Batch No / 1 V2301731 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepun 5000000 tabnerox
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AHaJHTHYeCKHiT oTyeT Ne JlaTra ananu3za
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa mpou3BoO/JACTBA T'onen go (BKI)
Analysis performed according to ND / Anasns nposenen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
I_ Ne Test / Iloka3aTesb Result / PesyabraTh! Specification / Hopma |

1 | Description / Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with|

smooth surface. / Benble ¢ )KeJITOBaThIM OTTEHKOM
KPYIJIbIE JBOSKOBBITYKIIbIE TAONETKH C INIAJKON
MOBEPXHOCTHIO,

Identification /
IMognuuHOCTL

Complies / CoorBercTByeT

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 /
Bpemst yIaepxuBaHMsi OCHOBHOTO IMKa Ha
XpOMATOrpamMMe UCIILITYEMOro pacTBOpa AOKHO
COOTBETCTBOBATH BpEMEHH  YAEpXKHBaHHUA
OCHOBHOTO MHKa Ha XpOMaTorpaMMe pacTBOpa
craujapTHoro ofpasua Humecynuna (paszen
«KonuuecTBeHHOE OMpeaeTIeHHE)

Average weight and mass
uniformity / Cpeansis macca
4 OJHOPOJAHOCTDb MACChI

310.8mg /310.8 mr

Complies / CooTBeTcTBYET

310 mg+5.0%/310mMr+5,0%

18/20 tablets - NMT £ 5 % /
18/20 tabnetok — He donee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — ne 6onee £ 10 %

Dissolution / PactBopeHue

97 %, 98 %, 97 %, 97 %, 98 %, 99 %

Not less than 75 % (Q) of labeled amount of
Ci13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaJIBHOTO
conepxkanus Ci3H12N2OsS (Humecynnn) uepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoxykr coorBeTcTBYET TpeboBanusiv H]|

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by /

IloaroToBneHo: Santgh

Kumar Maurya

Checked by /
ITpoBepeHo: Pardeep Kumar

o[~

Approved by: Manager / Executive /
Onobpeno: Menemkep / PyxoBoaurens
Amit Kumar

Ao

Reprint Date /
Hara: 16.01.2024

Reprint Date /
JaTa: 16.01.2024

Reprint Date /
Hata: 16.01.2024

Ragistered Oifica

Tel +¢

i) 4000 250

{J, e 491 40 4
CIN: L851954P1934PLCE04507
vawdrreddys.com

3-2-337, Roac o 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Q00 2999, Email: moil@drreddys.com
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Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H P, 173 205, INDIA
Tel - +61 93166 56001-02
wenw,drreddys.com

CERTIFICATE OF ANALYSIS

5 Water / Boga

34%

CEPTUDUKAT AHAJIM3A
Page2 of4/Crp.2 n3 4
Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerku 100 Mr
Batch No / 1 V2301731 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 rabnerox
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AHaJHTHYECKHIT oTyeT No Jlata aHaJqu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jarta npous3BoacTea T'oaen po (BKJI)
Analysis performed according to ND / Arnann3s nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / IloxazaTean __Result/ PesyabTartel Specification / Hopma

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

6 |Related substances / PoacTBeHHBIE MpHMecH

Impurity A / Ilpumecs A

Impurity B / IIpumecs B
Impurity C / IIpumecs C
Impurity D / I[Ipumece D

Impurity E / ITpumecs E

Impurity F / IIpumecs F

Any unknown individual
impurity / Equnuynas
HeugeHTudhuLUpyeMast
pUMECH

Total impurities / Cymma

Below LOQ (LOQ = 0.0057%) /
Hinke npepena KOJIHM4ECTBEHHOTO
onpegenenns ([TKO = 0.0057%)

NMT 0.20 % / He 6osee 0,20 %

0.03%

Not detected / He o6HapyxeHa

0.0049%)

Not detected / He obHapyxeHa

0.01%

0.04%

. Below LOD (LOD = 0.0049 %) /
Huxe npenena obHapyxenus (I10 =

. Not detected / He obHapyxeHa

NMT 0.20 % / He 6o5ee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oxnee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykt cootBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /
IToaroromineno: Santosh
Kumar Maurya &

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoguTens
Amit Kumar *—

B~

Reprint Date /
Hara: 16.01.2024

Reprint Date /
Hata: 16.01.2024

Reprint Date /
Jata: 16.01.2024

Registered Oifice: 8-2-337, Read N

Tol: +91

102500 26060, Fax

o 3, Banjara Hills, Hyderabad - 500034, Telangana, India
24071 40 4200 299¢, Email: mail@drreddys.cam

CIN: LS5195AP1584PLC00450G7

vivw.drreddys.com




Dr.Reddy’s Q_’:'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi
Disit. Solan, H.P, 172 205, [MDIA
Tel : +91 98156 56001-02
vavwdrreddys.com

CERTIFICATE OF ANALYSIS

npUuMecen

CEPTUOUKAT AHAJIN3A
Page3 of 4/ Crp.3 u3 4
Product Nise tablets 100 mg
IIpoayxr Haii3®, Tabnerku 100 mr
Batch No / 1 V2301731 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002107022 Date of Analysis / ¢ 13.09.2023
AHanuTH4YecKHii oTyeT Ne JlaTa ananu3za
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npousBoacTBa T'oxen no (BK.T)
Analysis performed according to ND / Anasnn3 nposeaen mo HJ: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 or 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 / HHokazaTenp Result / PesyabTaThI Specification / Hopma

7 | Uniformity of dosage units /
OaHopoaHOCTL 103UPOBAHMST

8 | Microbial limits* / MukpoGuonornueckas uncrora*

3.6 Acceptance value (AV) should be not more than
15.0 / ITokazatens npueMiaeMocTh (AV) nomkeH

ObITE He Gonee 15,0

a) Total aerobic microbial NA Not more than 1000 CFU/g /

count / Obuiee yucio He 6osee 1000 KOE/r

a3pO6HBIX MHKPOOPraHU3MOB '

b) Total combined yeasts and NA Not more than 100 CFU/g/ -
mould count / O6uiee yuco He 6onee 100 KOE/r

JIPOACKEBBIX M IIECHEBBIX

rpubos

¢) E. coli NA Shall be absent in 1g/

Jomxuel oTcyrcTBOBaTE B 1 T

9 | Assay/ KosnyecrBenHoe
onpegejieHHe

Not less than 90.0 mg and not more than 110.0 mg
Ci3H;:N20sS - Nimesulide in tablet /
| Or 90,0mMr o 110,0 mr  C13H12N2OsS
(uuMecynun) B TableTke

99.3 mg/99.3 mMr

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

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / IJo 10 Tabnerok B
[1BX/anomunueBom Gnuctepe. Ilo 2
6nncrepa BMecTe ¢ MHCTpYKLMEH 10
NPUMEHEHUIO B Ma4Ky KapTOHHYIO.

blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerok B IIBX / amoMHHHEBOM
6nucrepe. Io 1, 2, 3 unu 10 61ucTepoB BMecTe C
WHCTPYKUMEH MO TNPHMEHEHHIO B  Ma4Ky

KapTOHHYIO.

Remarks : The Product conforms to ND /

IIpameuanue: IlponykT coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3axkmwouyenne: ONOBPEHO

Prepared by /

Checked by /

Approved by: Manager / Executive /

ITogroromieHo: Santosh

IIpoBepeno: Pardeep Kumar

Onobpeno: Menemxep / PykoBoaurens

Jata: 16.01.2024

JaTa: 16.01.2024

Kumar Maurya Cf Amit Kumar e
Reprint Date / Reprint Date / Reprint Date /

Jara: 16.01.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +01 40 4200 2900, Fax: 461 40 4

CIN: L851954 4PLCO0AS0T
www.dreeddys.com

r

002999, Email:

mail@drreddys.com
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Di. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page4of 4/ Crp. 4 u3 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 Mr
Batch No / : V2301731 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepun 5000000 Tabnetox
Analytical Report No / : 040002107022 Date of Analysis / : 13.09.2023
AHanuTHYeckuii oTyeT No JaTa aHasqu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTta npousBoacTBa Toaen no (Bku)
Analysis performed according to ND / Ananns nposenen 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 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / wam. Ne 3 ot
28.09.2022)

11 |Labeling / MapkupoBka

Complies as prescribed /

According to ND /

CooTBeTCTBYET TpeOGOBaHUAM B cootBerctBun ¢ HJJ,

12 [Storage conditions /
XpaHeHue

Temreparype He Boiie 25°C

Store protected from light below 25°C / B 3amumieHHOM OT CBeTa MecTe MpH

13 | Shelf life / Cpox roanocTu

3 years/ 3 rona

*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.

* Amanus no mokasatemo «Mukpo6GHOIOrUdeckas YHCTOTa» TMPOBOAMTCA IPOH3BOIAMTENEM MPH BBIITYCKE MEPHOAHYECKH
(c uuTepBanom oaHo McmeTanve Ha 20 cepuii WM He MeHee 1 pasa B rox). [lokasatesns MOXeT GbITh He BKIiOUeH B CepTHhUKAT

aHanM3a ipMBeL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussonurenss ADC:

NMS/13060590, NMS/13060591

FP Manufacturer API Batch number /
Homep cepun cy6cTanmuu npoussogutess IJID:

FEQAO00352, FEQA00353

API Manufactured by & country /
IIpouseoantens ADC, cTpaHa:

Aarti Drugs Ltd., India /
Aapti Ipars JIta., Maaus

Remarks : The Product conforms to ND /

IIpumeuanne: [Tpoxykr coorBeTcTBYeT Tpebosanuam HJT

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToprorosneno: Santpsh ITpoBepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoaurens
Kumar Maurya & Amit Kumar A

—
Reprint Date / Reprint Date / Reprint Date / '
Hara: 16.01.2024 Jara: 16.01.2024 Jara: 16.01.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 5000324, Telangana, india

Tl =91 40 4900 2000, Fae +91 40
CIN: L85165A

00 2892, Email* mail@drreddys,com
U045/

www direddys.coim




