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Dr. Reddy's Laboratcries [td.
Formulaticn Unit-6

Vill. Khot, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND:A
Tel: +91 981€6 56001-02
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page 1 0of S/ Crp. 1 u3 5
Product Nise tablets 100 mg
IIpoaykT Haiiz®, tabnerku 100 mr
Batch No / : V2400804 Batch Quantity / + 5,000,000 tablets /
Ceprsn Ne O6nem cepun 5,000,000 TziIIeTOK
Analytical Report No / : 040002538650 Date of Analysis / : 30.05.2024
AHAJUTHYECKHI oTyeT No HAara ananusa
Date of Manufacture / 1 05/2024 Date of Expiry / 1 04/2027
JlaTa npousBoJcTBa T'open a0 (BK.I)
Analysis performed according to ND / Auanus nposesen no H/: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / loxasaTean [ Result / Pesyastater Specification/ Hopma |
Description / Onucanue Complies / CooTBeTcTBYyET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ )%eNnTORATHIM OTTEHKOM
KpYTJIble ABOSKOBBINMYKblE TabneTky c raagkoi
MOBEPXHOCTHIO.
|
2 |Identification / Complies / CooTBercTBYET The retention time of principal peak in the |
IMopnuHHOCTH chromatogram of test solution should correspond |
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems ynaep:KUBaHHST OCHOBHOTO TIHKAa HA
XpOMAaTOrpaMMe HCIBITYEMOro pacTBopa A0KHO
COOTBETCTBOBATh BpEeMEeHH yIAEpIKUBAHUA
OCHOBHOTO MHUKa Ha XpoMmarorpammMe pacTBopa
cTaHmapTHoro obpasua Humecynupa (paszen
«KoIMuecTBEHHOE OTIPENEIEHUE)
3 | Average weight and mass 309.6 mg /309.6 Mmr 310 mg+£5.0% /310 mMr+ 5,0 %
l;;l;f:r:)nlz)é Cpeansin macea u Complies / CooTBeTCTBYET 18/20 tablets —NMT = 5 % /
POAHOCTL MACCLE 18/20 Tabnetok — He 6onee + 5 %
2/20 tablets — NMT + 10 % /
2/20 tabnetox — He Honee + 10 %
4 | Dissolution / PacTBopeHue 97%, 96 %, 96 %, 101 %, 100 %, | Not less than 75 % (Q) of labeled amount of
99 %, C3H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaJILHOTO
copepkannst Ci3H 2N20sS (Humecyaua) yepes

Remarks : The Product conforms to ND /
Hpameuanne: [TpoaykT cootBeTcTBYeT TpeboBaHusIM H]T

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToxrorosneHo: Santosh

Kumar Maurya @

Checked by /
IIporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauteins

f Manoj Kumar ] g q

[

Reprint Date /

Jata: 30.05.2024 Hara: 30.

Reprint Date /

Reprint Date /

05.2024 JHara: 30.05.2024

Registered Cffice: 8-2-3
Tel: +91 40 490

N
3
{

7, Road No. 3, Barjara Hills, Hyderzbad - 500034, Teiangana, India

12800, Fax: +51 40 4500 2999, Email: maii@drreddys.com

CIN: L85155AP1S84FLCOD4507
wwaw.drreddys.com




Dr. Reddy's Laboratocries Ltd.
Formulaticn Unit-6

@
Dr, Reddy’s 1‘.. Vill. Khol, Nalagarh Road, Baddj,
i Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page2of S/ Crp. 2 u3 5

Product : Nise tablets 100 mg
IpoayxT : Haiz®, Tabnerku 100 mMr
Batch No / 1 V2400804 Batch Quantity / : 5,000,000 tablets /
Cepua No O0BeM cepuu 5,000,000 TabneTox
Analytical Report No / : 040002538650 Date of Analysis / : 30.05.2024
AHaJINTHYeCKHH oTyeT No Jara anaansa
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JlaTa npon3BoACTBa T'omen go (BKJI)
Analysis performed according to ND / Ananns nposenen mo H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. No 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 / TlokazaTes Result / Pe3yabTaThl | _ Specification / Hopma
45 MHH.
"5 |Water/Bona 31 % | Not more than 6.0 % w/w / He Gonee 6,0 %
6 |Related substances / PoacTBeHHbIe npuMecH . -
Impurity A / Tlpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) / |NMT 0.20 % / He 6onee 0,20 %

Hibke npepena KoIW4ecTBEHHOTO
ompeaenedus (IIKO = 0.0084 %)

I Impurity C / TIpumecsk C ot detected / He o6HapyxeHa  |[NMT 0.20 % / He 6onee 0,20 %

| Impurity D / Tlpumecs D Not detected / He o6Hapyxena  'NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not detected / He obHapyseHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not detected / ne obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual NMT 0.20 % / He 6oxee 0,20 %
impurity / EquHuuHas 0.04%

HepmeHTmbnquyeMaﬂ NpHUMeECh

Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TpogykT coorBeTcTBYET TpeboBanusM HJ 3axiaouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxrorosneHo: Santosh [Tpoepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoautens
Kumar Maurya & (:ﬁ/ Manoj Kumar g q
Reprint Date / Reprint Date / Reprint Date /

Jata: 30.05.2024 Hara: 30.05.2024 Jara: 30.05.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490G 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L851954P1584FLCOO4507
www.drreddys.com




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

@
Dr. Reddy,s q-...‘ Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, IND!IA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Page30of S/ Crp.3 u3 5

Product : Nise tablets 100 mg
IMpoaykt  : Haiiz®, Tabnerkn 100 mr
Batch No / : V2400804 Batch Quantity / : 5,000,000 tablets /
Cepist Ne O6bem cepHit - 5,000,000 Tabnerok
Analytical Report No / + 040002538650 Date of Analysis / : 30.05.2024
AHaJuTHYeCKHi oTyeT Nt Jata anajausa
Date of Manufacture / : 05/2024 Date of Expiry / ¢ 04/2027
JlaTa npoH3BOACTBA Toaen g0 (BKIT)
Analysis performed according to ND / Auanu3 nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / IlokasaTenn ' Result / Pe3yabTaThbl Specification / Hopma
npumecei
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more than
OaHOpoAHOCTb J03HPOBAHHUSA 15.0 / Tlokazarens npuemneMoct (AV) nomkeH
ObITh He Oostee 15,0

8 | Microbial limits* / MukpoGuojornueckas uncrora*

a) Total aercbic microbial count NA |Not more than 1000 CFU/g /
/ Obiee yKucno a3pobHbIX He 6osiee 1000 KOE/r
MHUKpPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Ob1uee uncno He 6onee 100 KOE/r
IPOMOKEBBIX M MIIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JIO/DKHBI OTCYTCTBOBAaTh B 1 T
9 | Assay/ KojuuecTBeHHOE 99.2 mg/99.2 mMmr Not less than 90.0 mg and not more than 110.0 mg
onpejeeHne Ci3H12N>OsS  Nimesulide in tablet /

Or 90,0mMr gmo 110,0mr C;3H;2N2OsS
(auMecynun) B Tabnetke

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJL 3aknwuyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBieHo: Santosh [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxosogurens
Kumar Maurya & ,» Manoj Kumar if—‘z r]
Reprint Date / Reprint Date / Reprint Date /

HaTa: 30.05.2024 Jlara: 30.05.2024 Jata: 30.05.2024

Registered Cffice: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +81 46 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1584FLCO04507
www.direddys.com




Dr.Reddy’s "z'

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

Vifl. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page4of 5/ Crp. 4n3 5

Product Nise tablets 100 mg

ITpoayxT Haiiz®, Tabnerku 100 Mr

Batch No / : V2400804 Batch Quantity / : 5,000,000 tablets /
Cepun No O0bem cepun 5,000,000 Tabnerok
Analytical Report No / : 040002538650 Date of Analysis / : 30.05.2024
AHaJMTH4yecKyii oTuyet Ne JlaTa aHaausa

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027

JlaTa npoH3BOACTBA Toaex go (BKJI)

Analysis performed according to ND / Anann3 nposeaen mo HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

28.09.2022)
Ne | Test/Nokasarteas | Result/ PesyapTatel B Speciﬁcat_i_b_p_ﬂopma B
10 |Package/ YnakoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

blister. 3 blisters and patient
information leaflet in a carton. /

blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerox B I[IBX / antoMuHHEeBOM

ITo 10 TabneTok B | Gnucrepe. o 1, 2, 3 wim 10 6aucTepoB BMECTE ©
[MBX/amoMHHHEBOM  BJIHCTEpPE. | MHCTPYKLUMEH [0 NPUMEHEHHIO B MaykKy
[[To 3 6mmcrepa BMecTe C|KapTOHHYHW.
| uncTpyKUIMElt IO TpPUMEHEHUIo B
nayky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTtBeTcTBYET TpeOOBaHUAM B cooteercTBun ¢ HJJ
| 12 |Storage conditions / Xpanenue Store protected from light below 25°C / B 3awmuuieHHOM OT CBETa MecTe MpH
Temneparype He Boiwe 25°C
13 | Shelf life / Cpox rogunocTu 3 years /3 roga

Remarks : The Product conforms to ND /
Ipumeyanue: [IponykT cooTBeTcTBYET TpebosanusaM HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /
INoarorosneHo: Santosh [IpoBepeno: Pardeep Kumar

Kumar Maurya @\
= le”’

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosogurens

Manoj Kumar -
i

Reprint Date /
Hara: 30.05.2024

Reprint Date /
Jara: 30.05.2024

Reprint Date /
Hata: 30.05.2024

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: maii@drreddys.com
CIN: L85195AP1984FLCOT4507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.
Formulatiocn Unit-6

Vill. Khol, Nalagarh Road, Badd),
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIN3A
Page5of 5/ Crp. Su3 5

Product Nise tablets 100 mg
MpoaykT Haiiz®, tabaerku 100 Mr
Batch No / : V2400804 Batch Quantity / : 5,000,000 tablets /
Cepusa No O6Bem cepiu 5,000,000 Tabnerok
Analytical Report No / :+ 040002538650 Date of Analysis / : 30.05.2024
AHaJauTH4ecKHi oTueT Ne JlaTa aHaJsiu3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa nponsBojcTBa Togen po (BKJI)
Analysis performed according to ND / Anaaus nposeaen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / n3m. Ne 3 ot
28.09.2022)

*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.
* Aganuz no rnokazatemo «MukpoOuoJoruiueckas YUCTOTa» MPOBOAMTCA MNPOW3BOAWTENEM IPH BBIMYCKE NEPHOAWYECKH

(c HHTepBAJIOM OIHO HUcTbITaHHe Ha 20 cepuil WM He MeHee 1 pa3a B rof). [TokasaTens MOXeT ObITb He BKIOYEH B Ceprucdukar

aHasm3a GHpMBbL

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npouspoaurtes A®C:

NMS-1A-243008, NMS-1A-243009

FP Manufacturer API Batch number /
Homep cepun cy6cTannun npoussoaurens I'JID:

FERA00250, FERA00251

API Manufactured by & country /
IIpouseoaurens ADC, cTpaHa:

Mangalam Drugs and Organics Ltd, India /
Mauranam J{pars sug Oprauuke JItn, Maaua

Remarks : The Product conforms to ND /
ITpumeuanne: [TponykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakawyenne: OJJOBPEHO

Prepared by /

Kumar Maurya

IToarorosieno: Santosh

Checked by /
[poeepeno: Pardeep Kumar

=L

o

o

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pyxosogurens

Manoj Kumat _z 9

Reprint Date /
Jara: 30.05.2024

Reprint Date /
Hara: 30.05.2024

Reprint Date /
Hata: 30.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #91 40 4900 2200, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584FLCO04A507

www.direddys.com




