Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page1ofS/ Crp. 1u3 5
Product Nise tablets 100 mg
Hpoaykr Haiiz®, Tabnetku 100 Mr
Batch No / 1 V2302542 Batch Quantity / : 5000000 tablets /
Cepusi No Ob6nem cepum 5000000Taberox
Analytical Report No / : 040002341191 Date of Analysis / : 26.12.2023
AHaJauTHYecKHil oTueT No Harta ananusa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
JlaTa npou3soncTsa Topen xo (BKm)
Analysis performed according to ND / Auanu3 nposenen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / IlokazaTenn __Result/ PesyabTaTnl _ Specification/ Hopmya
1 |Description/ Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benple ¢ %eNTOBaTBIM OTTEHKOM
KpYTJible BOSKOBBIMYKJIbIE TAONETKH C TIaJKOoM
NOBEPXHOCTBIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
NoanuHuOCTHL chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemsi yaep>HBaHHS OCHOBHOTO [MKa Ha
XPOMATOrPaMMe UCIIBITYEMOT0 PaCTBOPa NOKHO
COOTBETCTBOBATH BpEMEHH  YIEPKUBAHUS
OCHOBHOrO MHKa Ha XpOMAaTorpaMMe pacTBOpa
cTaHgapTHOro obpasua Humecynuaa (paznen
«KoMYeCTBEHHOE OTIPENENEHUE))
3 | Average weight and mass 312.2mg/312.2 Mr 310 mg+5.0% /310 mMr£5,0%
:;I::f(:;)mlty / Cpenuns macca Complies / CooTBeTCTBYET 18/20 tablets —NMT £ 5 % /
AAHOPOAHOCTL MACCRL 18/20 tabnerok — He Honee + 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee = 10 %
4 | Dissolution / PacrBopenue 97 %, 97 %, 97 %, 96 %, 96 %, 97 % |Not less than 75 % (Q) of labeled amount of

C13H2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaIBHOTO
conepxxanus Ci3H;pN>OsS (rumecynnn) yepes
45 muH.

Remarks : The Product conforms to ND /
Hpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBanusM HJ{

Conclusion : APPROVED /
3axmouyenue: OJJOGPEHO

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

Ioarorosneno: Ambresh ITpoBepeno: Santosh Kumar Onobpeno: Mernemxep / PykoBoauntesb

Kumar Maurya 2 Manoj Kumar \—.ai
— (‘n., L

Reprint Date / Reprint Date / Reprint Date /

Hata: 26.12.2023 Jara: 26.12.2023 Jara: 26.12.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’:‘
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS

5 |Water/Boaa

2.7%

CEPTHO®UKAT AHAJIM3A
Page2 of S/ Crp.2u3 5
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2302542 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000TabneTox
Analytical Report No / : 040002341191 Date of Analysis / ! 26.12.2023
AHaJHTHYECKHI oTYeT No Jara anaausa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
JaTa npoH3BoACTBA T'ogen po (Bx)
Analysis performed according to ND / Anasu3 nposesen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wzm. 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 / usm. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTtens | Result/ Pesyaprars Specification / Hopma

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

6 | Related substances / PogcTBenubie npuMecu

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C
Impurity D / ITpumecs D

Impurity E / Ilpumecs E

Impurity F / ITpumecs F

Any unknown individual
impurity / Enuan4Has
HeUJEHTUDULHpYeMast
HpUMech

Below LOD (LOD = 0.0019 %) /
Hwxe npenena obHapysxeHus (ITO =
0.0019%)

Below LOQ (LOQ = 0.0084%) /
Hipke npenena KOIMYeCTBEHHOTO
onpenenenns (IIKO = 0.0084%)

Not detected / He o6Hapy»eHa

Not detected / He obHapyxeHa

Below LOD (LOD = 0.0062 %) /
Huxe npenena obuapyxenus (IO =
0.0062%)

Below LOD (LOD = 0.0045 %) /
Hwxe npepena o6Hapyxenus (I10 =
0.0045%)

0.02%

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 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
ITpumeuanne: ITpoaykr coorsercryer Tpebosanusm HJT

Conclusion : APPROVED /
Zaxiaouenue: OJIOBPEHO

Prepared by / Checked by / . Approved by: Manager / Executive /
ITonrotopneHo: Ambresh [Ipoeepeno: Santogh, Kumar Onobpeno: Menemxep / PykoBoanTenb
Kumar o ' Maurya 2 Manoj Kumar ("I}‘ o
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.12.2023 Hara: 26.12.2023 Jata: 26.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

O}ZlHOpO[lHOCTb AO3HPOBAHHA

CEPTUOUKAT AHAJIU3A
Page3 of S/ Crp.3u3z 5
Product Nise tablets 100 mg
Ilpoaykt Haiiz®, tabnetku 100 Mr
Batch No / 1 V2302542 Batch Quantity / : 5000000 tablets /
Cepus Ne Obnem cepun 5000000TabneTox
Analytical Report No / : 040002341191 Date of Analysis / 1 26.12.2023
AHanuTHYecKHil oTueT N2 HaTa ananusa
Date of Manufacture / 1 12/2023 Date of Expiry / ¢ 11/2026
JlaTa npou3BOACTBA T'oaeu po (BKT)
Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. 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 / usm. Ne 3 ot
28.09.2022)
Ne Test / Ilokasatesb Result / Pe3ysibTaTh! ‘Specification / Hopma - |
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more than

15.0 / ITokazatens nprueMieMocTy (AV) 1oyKeH
6bITh He Gontee 15,0

8 |Microbial limits* / Muxpo6uoaornyeckas YucTOTA*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obiee yucio He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6ee yncio He 6onee 100 KOE/r
IPOMOKEBBIX M IUIECHEBBIX

rpuboB

¢) E. coli NA Shall be absent in 1g/

JIO/mKHBI OTCYTCTBOBATH B 1 T

9 |Assay/ KonuuecTBeHHOe
onpexeieHue

100.3 mg/ 100.3 mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hi2N>OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3HipN2OsS
(HuMecynua) B TabneTke

Remarks : The Product conforms to ND /
IIpumeuanue: ITponykT cooTBeTCTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

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

[ToaroToBneHo: bresh IIposepeno: Santosh Kumar Onobpeno: Menemxep / Pykosogiitenb

Kumar & Maurya ﬁ", Manoj Kumar r J
(s (L LLs

Reprint Date / Reprint Date / Reprint Date /

Hata: 26.12.2023 Harta: 26.12.2023 Hara: 26.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Paged4 of S/ Crp. 4m3 5

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2302542 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000TabneTok
Analytical Report No / : 040002341191 Date of Analysis / 1 26.12.2023
AHaauTHYecKHii oTyeT No Jlara ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTa npou3BOACTBA I'oxen go (BKJT)
Analysis performed according to ND / Anasu3s nposegen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / IloxasaTen Result / PesyanTaTht Specification / Hopma

10 P—ackage / 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. / ITo 10 Tabnerok B|/ [To 10 Tabnerox B IIBX / amomuHHEBOM
MBX/anromunmepom 6nucrepe. o 2 | 6nucrepe. [To 1, 2, 3 unu 10 6auctepos BMecTe ¢

OnucTepa BMECTE C MHCTPYKUHMEH Mo

WUHCTPYKUMENH [0 MNPUMEHEHHIO B  Mayky

MPUMEHEHHIO B 124Ky KapTOHHYIO. | KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / ‘According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cootBercrBuu ¢ H]|
12 |Storage conditions / Store protected from light below 25°C / B 3amiuiIeHHOM OT CBETa MECTE MpPH
XpaHeHnue TeMrmepaType He Boile 25°C
13 | Shelf life / Cpok 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.
* AHanM3 MO [OKa3aTeNno «MHKpOOHOIOTHYECKass YHUCTOTa» TMpPOBOAMTCA MPOMU3BOJMTENIEM IIPH BBIMYCKE MMEPHOJIHYECKH
(c MHTepBaIOM OIHO MCTIBITaHUe Ha 20 cepuit MU He MeHee 1 pasa B rox). Iloxasarens Moxer 6eiTh He BiOYeH B CepTudukar
aHann3a QHpMBIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynupg,

API manufacturer batch number /
Homep cepuu npoussogureas ADC:

233012

MS-1A-233011-M1, NMS-1A-233012, NMS-1A-

FP Manufacturer API Batch number / .
Homep cepun cyocTanmuu npoussogures I'JID:

FEQAO00509, FEQA00510, FEQA00554

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
IIpumeuanue: [TIpoaykT cooTBeTCTBYET TpeboBanusam H/T

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBneHo: /}f)resh IIpoBepeno: Santosh Kumar Opobpeno: Menemkep / PykoBoanTenb
Kumar 8 Maurya Manoj Kumar e .
Reprint Date / Reprint Date / Reprint Date /

Jata: 26.12.2023 Jara: 26.12.2023 Jara: 26.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6

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

CEPTUDPUKAT AHAJIU3A
PageSof S/ Crp.5u3 5

Product Nise tablets 100 mg
ITpoaykTt Haiiz®, tabnerku 100 mr
Batch No / 1 V2302542 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6nem cepun 5000000Tabnerok
Analytical Report No / : 040002341191 Date of Analysis / : 26.12.2023
AHaJINTHYECKHH oTUeT No Jara ananusza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npou3BoOACTBA I'ogen no (BK)
Analysis performed according to ND / Auanu3 nposeaen no HJI: 11 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, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

[ IIpousBoautean ADC, cTpana:

| Manranawm Jlpar3 sux Opranukc Jita, Maaus

Remarks : The Product conforms to ND /
IIpumeuanue: [TpogykT coorBeTcTBYeT TpeboBaHusm HL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[ToaroroeneHo: Ambresh

Kumar @\/

Checked by /
ITposepeno: Santosh Kumar
Maurya

Approved by: Manager / Executive /
Onobpeno: Meuemxep / PykoBoguteins
Manoj Kumar ;

Mt

Reprint Date /
Jata: 26.12.2023

Reprint Date /
JaTa: 26.12.2023

Reprint Date /
Jara: 26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




