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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 1 of S/ Crp. 1 u3 5
Product Nise tablets 100 mg
ITpoaykT Haiiz®, tTabnerku 100 Mr
Batch No / 1 V2401530 Batch Quantity / : 5,000,000 tablets /
Cepsisi N O0Bem cepum 5,000,000 tabneroxk
Analytical Report No / : 890001755257 Date of Analysis / : 14.08.2024
AnaJiuTHYecKknii oTuer Ne HaTa aHanau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jata npoHs3BoacTBa I'onen go (BKJI)
Analysis performed according to ND / Ananns nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
| Ne Test / Ilokazarenn | Result / PesynbTaTnl | Specification / Hopma ]
1 | Description / Onucanue | Complies / Cooteerctyer | Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ %eATOBATHIM OTTEHKOM
KpYTJIble [BOSKOBBIMYKIIbIE TabJIETKU C CIagKoi
| | MOBEPXHOCTHIO.
2 | Identification / Complies / CooTBeTcTBYET | The retention time of principal peak in the
IMoanHHHOCTD ‘ chromatogram of test solution should correspond
| to retention time of principal peak in Nimesulide
‘standard solution chromatogram under Assay /
Bpemsa ymepkuBaHHd OCHOBHOFO TMMKa Ha
XPOMATOrpaMMe UCIIBITYEMOIO pacTBOpa JOHKHO
COOTBETCTBOBATH BpeMeHH YIePKUBAHUS
OCHOBHOTO IHMKAa Ha XpOMaTOrpaMMe pacTBopa
craufgaptHoro ofpasua HuMecyiaupa (paszen
«KonuuecTBeHHOE OMpeeIeHHEN)
3 | Average weight and mass 307.3 mg/307.3 mr 310 mg£5.0% /310 Mmr+5,0%
:n;f:r:)mty [Cpenasnimaceala Complies / CooTBETCTBYET 18/20 tablets —-NMT + 5 %/
AIHOPOXHOCTE MACCRY 18/20 tabnerok — He Honee = 5 %
2/20 tablets — NMT = 10 % /
2/20 Tabnerok — He 6onee £ 10 %

4 |Dissolution / PacTtBopenne

799%, 100 %, 99 %, 98 %, 100 %,

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

| 100 %, C3H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAJILHOTO
A coaepxanust Ci3HpNaOsS (Humecynua) depes
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TponykT coorBeTcTBYET TpeboBanusam HJJ 3aknwouyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToproromneno: Santosh ITposepeHo: Pawan Kumar Onobpeno: Mernemkep / PykoBojuTeb
Kumar Maurya % 77 Abhishek Chavhan
A
Reprint Date / Reprint Date / Reprint Date /
JaTa: 14.08.2024 JHata: 14.08.2024 Hara: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +S1 404900 2900, Fax: +91 40 4300 2999, Ernail: maii@drreddys.ccm
CIM: L85195AP1554PLCQ04507

www.direddys.com




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

Qe
! ". Vill. Khol, Nalagarh Road, Baddj
Dr" Reddy S ® Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page2 of 5/ Crp. 2 m3 5

Product : Nise tablets 100 mg
HOpoayxr  : Haiiz®, tabnerku 100 mr
Batch No / : V2401530 Batch Quantity / : 5,000,000 tablets /
Cepua Ne Ob6nem cepun 5,000,000 TabneTok
Analytical Report No / : 890001755257 Date of Analysis / : 14.08.2024
AHaJuTHYecKMi oTueT Ne JlaTta ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npoH3BoACTBA I'ogen g0 (BKJ)
Analysis performed according to ND / Anaans nposeaen mo HJ: 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 / uam. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Ioxa3are.b ' Result / PesyabTaTsl [ Speciﬁcatﬂm / Hopma 7?
45 MHH.
5 |Water/ Boaa ‘ 3.2 % Not more than 6.0 % w/w / He 6onee 6,0_%
6 | Related substances / POlIC_TlSeHH-ble NpUMeECH 1

Impurity A / TIpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %
[Hmxe npenena o6HapyxeHHs
[(TTO = 0.0019 %)

Impurity B / [Ipumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C rebdetectedy/pecOuapyicena NMT 0.20 % / He 6onee 0,20 %
=0.0049
Impurity D / ITpumecs D Elil;gr{;gziﬁiggﬂapgigﬂiﬂﬁ) 4 NMT 0.20 % / He 6onee 0,20 %
| (T1O = 0.0049 %)
f Below LOD (LOD = 0.0062 %) /
- Huxe npenena oOHapyxeHus |
Impurity E / ITpumecs E (T1O = 0.0062 %) NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not detected / e obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanuam HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager /,Executive /
[Noxrorosneno: Santosh IIpoBepeno: Pawan Kumar Opnobpeno: Menemxep /[PykosonuTtens
Kumar Manrya gﬁ( ) Ahhishek (Chanthan /
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.08.2024 Hara: 14.08.2024 Harta: 14.08.2024

"
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Registered Office: 8-2-33
Tal. +51 40 4800

7, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
2500, Fax: +51 40 4300 2999, Ermail: maii@drreadys.com
CIN: L35195AP1S54PLCO04507
wwye direddys.com




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

Qe
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 3 of 5/ Crp.3 u3 5

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabnerkun 100 mMr
Batch No / : V2401530 Batch Quantity / : 5,000,000 tablets /
Cepmus Ne O61bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001755257 Date of Analysis / : 14.08.2024
AHaJIHTHYecKHil oTyeT Ne JaTta ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA T'onen go (B)
Analysis performed according to ND / Anasnus nposeaen no HJI: I1 N012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / [ToxazaTenn _ Result / PesyabTaTsi Specification / Hopma
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / ExuHuyHas
HeupeHTuULHpyeMas MpUMech
0.03%
Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 3.9 Acceptance value (AV) should be not more than
OaHOPOAHOCTH JO3UPOBAHHSA 15.0 / lokazatens npuemineMocT (AV) nomkeH
6ITL He Oonee 15,0

8 Microbial limits* / MukpoGnosoruyeckas uncrora*

I a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ O6wee 4uco a3pobHbIX He 6onee 1000 KOE/r
| MMKPOOPTraHH3MOB
b) Total combined yeasts and NA ~ | Not more than 100 CFU/g /
mould count / Obimee yncno He 60s1ee 100 KOE/r
IpPONOKEBBIX U IUTECHEBBIX
rpuboB
¢) E. coli - - NA | Shall be absent in 1g/ o
JlomkHBl OTCYTCTBOBAaTH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IMpumeuanue: [TpoaykT cooTBETCTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO

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

[oxarorosneno: Santosh IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep/ PykoBoaurens

Kumar Maurya ( Abhishek Chauhan /
. f— Bt

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 14.08.2024 Hata: 14.08.2024 Jlarta: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1584PLCO0O4507
wwww.erreddys.com




Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS

AHaJHTMUYECKHI oTueT Ne

CEPTHO®UKAT AHAJIU3A
Page4 of S/ Crp. 4u3 5
Product : Nise tablets 100 mg
IIpoayxt Haiiz®, tabnerku 100 mr
Batch No / 1 V2401530 Batch Quantity / : 5,000,000 tablets /
Cepusa Ne O61em cepun 5,000,000 TabneTok
Analytical Report No / : 890001755257 Date of Analysis / : 14.08.2024

JlaTa anaju3a

Date of Manufacture /
JlaTa npou3BOACTBA

: 07/2024 Date of Expiry / : 06/2027

I'oaen no (BKJI)

Analysis performed according to ND / Ananus nposeaen mo HJI; I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

28.09.2022)
Ne Test / IloxazaTenn | Result / PesyasTaThl ' Specification / Hopma :
9 | Assay/ KoaunyecTBeHHOe ‘ 98.3 mg/98.3 mMr Not less than 90.0 mg and not more than 110.0 mg |
onpejaejseHHe Ci3HjpN>OsS - Nimesulide in  tablet /
Ot 90,0 MrIr no 110,0 Mr C13H13N3058
| (aumecynun) B Tabnerke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Ilo 10 Ttabmerok B IIBX / amomHHHEBOM
Ilo 10 TabneTok B | 6nucrepe. Io 1, 2, 3 wm 10 6auctepoB BMecTe ¢
I[BX/amoMuHueBOM OaucTepe. |MHCTpYKUMEH MO0  NPUMEHEHUIO B NAuky
I[lo 3 Oaucrepa BMecTe C |KapTOHHYIO.
HHCTPYKLMEH N0 MPUMEHEHUIO B
Na4yKy KapTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / | According to ND / -
CootsercTByeT TpeboBaHUAM B coorBercTenu ¢ HJL
12 |Storage conditions / Xpanenne | Store protected from light below 25°C / B 3allMIIEHHOM OT CBETAa MeCTe npul
TeMmmepaType He Boilie 25°C
13 | Shelf life / Cpox roanoctn 3 years /3 roga -
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusm HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager | Executive /
IToarotoenexo: Santosh ITpoBepeno: Pawan Kumar Onobpeno: Menemxep /|PykoBogHTenb
Kumar Maurya ) Abhishek Chauhan

Reprint Date /
Hara: 14.08.2024

Reprint Date / Reprint Date /
Hara: 14.08.2024 Hata: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4300 2929, Email: maii@drreddys.com

CIN: L851954P1984PLCODAS0T
wivLdireddys.com




Dr.Reddy’s "6.‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page Sof 5/ Crp. 5u3 5

Product Nise tablets 100 mg
IpoaykT Haiiz®, Tabnerku 100 Mr
Batch No / : V2401530 Batch Quantity / : 5,000,000 tablets /
Cepua Ne B Oo6nem cepun 5,000,000 tabneTok
Analytical Report No / : 890001755257 Date of Analysis / : 14.08.2024
AuHajJuTHueckuii oTuet Ne Jara aHanu3za
Date of Manufacture / : 07/2024 Date of Expiry / 1 06/2027
Jata npoussoacTsa T'open go (BK)
Analysis performed according to ND / Anaaus nposeaen no HJI: 1 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 / usm. 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.

* AHanu3 Mo mnokasateno «MHKpoOHoorudeckas YMCTOTa» MPOBOAUTCSA INMPOHU3BOAUTENEM TIPH BBIIIYCKE MEPHOIHUYECKH
(c MHTepBanom ofHo ucreiTanue Ha 20 cepuil unu He MeHee 1 pasa B rox). [lokasarens MoxeT ObiTh He BKIFOUeH B CepTudukar

aHayvza iHpPMBIL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npousBoguTtens APC:

NMS-1A-243023, NMS-1A-243024, NMS-1E-243002

FP Manufacturer API Batch number /
Homep cepuH cydocTanuuu npoussoguressa IJIdD:

FERA00289, FERA00290, FERA00345

API Manufactured by & country /
IIpoussoaurtenr ADC, cTpana:

Mangalam Drugs and Organics Ltd, India /
Manranam [par3 aua Opranukce Jita, Maaus

Remarks : The Product conforms to ND /

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axawuenue: OJIOGPEHO

Hara: 14.08.2024 Jara; 14.08.2024

Prepared by / Checked by / Approved by: Manager | Executive /
[oarorosneHo: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemxep [ Pykosoaurens
Kumar Maurya /-Q’j'/ N Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 14.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +51 40 4900 2960, Fax: +91 40 4900 2929, Email: maii@drreddys.com
CIM: L85195AP1984PLCO04507
www direddys.com




