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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

1 |Description / Onucanne

Complies / CooTBeTcTBYET

CEPTUOPUKAT AHAJIU3A
Page10of 4/ Crp.1u3 4
Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabnetku 100 Mr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo0bem cepuu 5000000Tabnerok
Analytical Report No / + 040002059347 Date of Analysis / ¢ 29.08.2023
AHaJquTHYeCKHH oTueT Ne Jarta ananuza
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npoH3BOACTBa T'omen go (Bk.)
Analysis performed according to ND / Ananns nposeaen no HJI; IT 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 / Ilokazarenn Result / PesyapTaTnl Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Beseie ¢ )XeATOBATHEIM OTTEHKOM
KpYTJible BOSIKOBBINYKIbIE TabIETKH ¢ rianKoii
[IOBEPXHOCTHIO.

2 Identification /
MoaauHHOCTL

Complies / CooTBeTCTBYET

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 /
BpeMmsi ymepuBaHUs OCHOBHOIO TIHKa Ha
XpOMaTOrpamMMe UCTIBITYEMOrO pacTBOpPa J0KHO
COOTBETCTBOBATh BpEeMEHH  YAEPKHUBAHHs
OCHOBHOrO MHMKa Ha XpOMaTOrpaMMe pacTBOpa
cTaHgapTHoro ofpasua HuMecynuaa (paslen |
«KonuuecTBeHHOE ONIPENeICHUE)

3 |Average weight and mass
uniformity / Cpeanas macca
H OIHOPOXHOCTb MACCHI

308.6 mg/308.6 mr

Complies / CooTBeTCTBYET

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

18/20 tablets = NMT = 5 % /
18/20 tabnetrok — He Gosiee = 5 %

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

4 Dissolution /

98 %, 98 %, 97 %, 100 %, 100 %,
98 %

PacTtBOpeHne

Not less than 75 % (Q) of labeled amount of

| C13H2N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAJILHOTO
cogepxanusa C3H2N20sS (HuMecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboraHmsM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[ToarotoBneHo, ITposepeno: Santosh Kumar Ono6peHo: Menemxep / PyKoBogUTEIL

Rama kant @*‘*’w Maurya @/ Manoj Kumar @J
.

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.11.2023 Iara: 15.11.2023 Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Any unknown individual
impurity / EnuHnuHas
HeuzeHTuULIHpYyeMas
NpUMEChH

Total impurities / Cymma

0.03%

| 0.06%

Huke npesena KoNM4eCTBEHHOTO
onpeznenenus (ITKO = 0.0136 %)

CEPTUOHUKAT AHAJIU3A
Page20f4/Crp.2 uz 4
Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000TabneTok
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHaauTHYeCKHIT oTueT Ne Jara ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa mpou3soacTaa Toaeu po (BKJ)
Analysis performed according to ND / Auanus nposeaen mo HJI: IT 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTean Result/ ITe3)7J1;TaT|>l Speciﬁ_cinOI_l / Hopma
5 |Water/Boaa 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHbIe NpHuMecH
Impurity A / Ilpumecs A 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumece B 0.01% NMT 0.20 % / He 6oaee 0,20 %
Impurity C / IIpumecs C Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D/ Ilpumecs D Not detected / He 06Hapy)KeHa NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0062 %) /
Impurity E / IIpumecs E Huxe npenena o6uapyxenus ([10 = NMT 0.20 % / He 6ouiee 0,20 %
0.0062 %)
Impurity F / Tipumecs F Below LOQ (LOQ =0.0136 %)/ |\\MT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpnmeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakaruenue: OJJOBPEHO

Iara: 15.11.2023

Hara: 15,11,2023

Prepared by / Checked by / Approved by: Manager / Executive /
[loaroTopneHo: IIposepeno: Santosh Kumar OnobpeHo: Menemxkep / PykoBoanten
Rama kant \{k_ul/r Maurya @i Manoj Kumar J .Z. !7
Reprint Date / Reprint Date / Reprint Date /

JHara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A
Page 3 of 4/ Crp. 3 u3 4
Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000Ttabnerox
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHAJNHTHYECKHIl oTueT Ne Jdara ananusa
Date of Manufacture / :+ 07/2023 Date of Expiry / : 06/2026
Jara npou3BoacTBa Togen go (BKJT)
Analysis performed according to ND / Auanus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IloxasaTean Result / Pe3yanTaThi Specification / Hopma
npumecei
7 | Uniformity of dosage units / 1.2 Acceptance value (AV) should be not more than -
OaHOpOAHOCTL JO3UPOBAHMSA 15.0 / Iokazarens npuemiieMocTH (AV) momxex
6eIT He Gonee 15,0 |
8 |Microbial limits* / MukpoGuosioruyeckas yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1iee 4uco He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPTaHH3MOR
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee yncno He 6osee 100 KOE/T
JPOAOKEBBIX U TUIECHEBBIX
rpubos
c) E. coli NA Shall be absent in 1g/
JIO/DKHBEI OTCYTCTBOBATh B 1 T
9 | Assay/KonuuecTennoe 98.5 mg/98.5 mr | Not less than 90.0 mg and not more than 110.0 mg
onpeaejeHue C;3H2N20sS  Nimesulide in tablet /|
Or 90,0mMr gmo 110,0mr Ci3Hi2N2OsS
(uumecynmun) B TabneTke
10 |Package/ YnakoBka 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 carton.
in a carton. / Tlo 10 Tabnerox B|/ Ilo 10 Tabmerox B IIBX / amoMuHHEBOM
I[IBX/amomunuesoM 6Gnucrepe. [To 2 | Gnucrepe. Io 1, 2, 3 umm 10 6nmcTepos BMecTe ©
6nMcTEpa BMECTE ¢ MHCTPYKLMEH 10 | MHCTPYKLMEH [0 INPHMEHEHHIO B  MadKy
MPUMEHEHHUIO B NIAUKy KAPTOHHYIO. | KAPTOHHYIO.

Remarks : The Product conforms

Mpumeuanne: [Iponykr coorBercTByeT TpeboBanusam HJ

toND /

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

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

INMoaroTosneHo: r IIpoeepeHo: Santosh Kumar Onobpeno: Menemxkep / PykoBoanTemb

Rama kant M\}L Maurya { : Manoj Kumar ]” 3 j
/ e L

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.11.2023 Jlara: 15.11.2023 Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Ltd.
Formulation Unit-6

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

CEPTUDUKAT AHAJIM3A
Page4of 4/ Crp. 4 uz 4

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnerxy 100 mMr
Batch No / 1 V2301345 Batch Quantity / : 5000000 tablets /
Cepust Ne O6Bem cepuu 5000000tabnerok
Analytical Report No / : 040002059347 Date of Analysis / : 29.08.2023
AHaauTHYeCKMii oTueT Ne Jlata aHaau3a
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JaTa npoH3BOACTBA I'oxen po (BKIT)

28.09.2022)

Analysis performed according to ND / Ananus nposexes no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

11 ‘ Labeling / MapkupoBka

Complies as prescribed /
CootBeTcTBYeT TpeOGOBaHUAM

According to ND 7.
B cootsercTeuu ¢ HJ

12 | Storage conditions /

XpaHeHue

TeMriepatype He Boiie 25°C

13 l Shelf life / Cp;)K FOMHOCTH

5)@“3 roma

Store protected from light below 25°C / B 3aUIMIIEHHOM OT CBETA MecTe npu

*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.
* AHanmz mo mokazaTemo «MHKpoOHoNOrHYeckas YHCTOTa» IPOBOAMUTCS IMPOU3BOAUTEIEM NP BBIMYCKE MEPUOJUUYECKH
(c vHTEepBanoM ofHO HcnbiTaHue Ha 20 cepuii WK He MeHee 1 pasa B ron). [Tokaszatens MoxeT O6bITh HEe BKMOYeH B CepTudukar

aHaIM3a JUPMBL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoaurens APC:

MS-1A-223029-M1, MS-1A-223030-M1

FP Manufacturer API Batch number /
Homep cepuu cyOcTanmuu npouspogutens I'JID:

FEQA00324, FEQA00325

API Manufactured by & country /
Ilponseogurens ADC, cTpana:

Mangalam Drugs and Organics Ltd, India /
Mamnranam [pars su1 Opranuke JIta, UHaua

Remarks : The Product conforms to ND /
ITpumeuanne: [Iponykr cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmaouenue: OJOBPEHO

Mara: 15.11.2023

Hara: 15.11.2023

P;epared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IIpoBepeno: Santosh Kumar Onobpeno: Menemkep / PykoBojHTeNb
Rama kant @W’lﬁ Maurya C Manoj Kumar ; E}
Reprint Date / Reprint Date / Reprint Date /

Jata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0OD4507
www.drreddys.com




