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Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Pagelof S/ Crp. 1uz5
Product Nise tablets 100 mg ]
Mpoayir Haia®, Tabaerxu 100 mr
Batch No / 1 V2401460 Batch Quantity / : 5,000,000 tablets /
Cepnsa Ne O6Bem cepun 5,000,000 Tabnerok
Ealytical Report No / : 890001752983 Date of Analysis / < 31.07.2024
AnasMTHYECKHIi oT4eT No Hara anamusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3BOACTEA Toaen go (BK.)
Analysis performed according to ND / Auanus nposeaen no HJI; TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mim. 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 / MokasaTeas Result / PesysbTaTs! Specification / Hopma

1 |Description/Onncanme  Compl

2 |Identification/
HogauuHoCTL

Complies / CooTBercTByeT

| Complies / Cootsercteyer | The retention time of pn'ncipalm?)_calz in the
p b |

Yellowish white round biconvex lablets with
[ smooth surface. / Benbie ¢ 2KeNTOBATHM OTTEHKOM |
| KpyTIIble ABCAKOBBINYKMEIE TabneTku ¢ rnamkoit
| TIOBEPXHOCTHIO. [

= :
|

| chromatogram of test solution should correspond
|to retention time of principal peak in Nimesulide
| standard solution chromatogram under Assay /
|BpeMﬂ YOEpPXKHBAHHA OCHOBHOTO TIMKa Ha
XPOMaTorpaMMe HCIbITYEMOro pacTBopa JOJIKHO
COOTBETCTBOBATH BpEMEHH YAEPXKUBAHHS
OCHOBHOrC NHKAa Ha XpOMAaTorpaMMe pacTBOpa
craupaptHoro ofpasua Humecynuna (pasgaen
| «KonuuecTBeHHOE ONpeneneHHe»)

3

Kverage weight and mass
uniformity / Cpeansist macca i |

| OAHOPOAHOCTEL MACCHI [
|

309.5 mg /309.5 mr

Complies / CooTBercTBYET

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

18/20 tablets —NMT £ S % /
18/20 tabnerok — He Gonee = 5 %

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

4 |Dissolution / PactBopenue
96 %,

95%, 97 %, 95 %, 96 %, 95 %, | Not less than 75 % (Q) of labeled amount of

C13H12N-0OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or HOMUHaNLHOTO
coaemkaHus C13H12_NgO_55 (HuMecynHuy) yepes

Remarks : The Product conforms to ND /
Hpumeuanne: [Tponykt coorsercTByet TpeboBanusm HIT

Conclusion : APPROVED/
3amouenne: OJAOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ToaroroBneno: Santosh Iposepeno: Pawan Kumar Onobpeno: MeHemxkep / Pykgsonitens
Kumar Maurya o) Pavan Kumar Sharma _ =

/f} - = l;"’f_‘_,___.
Reprint Date / Reprint Date / Reprint Date /
Jarta: 31.07.2024 Hara: 31.07.2024 JHara: 31.07,2024

kegistered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana; India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




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

‘ @

) o@® Vill. Khol, Nalagarh Road, Baddi

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

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIA3A
Page2of 5/ Crp.2u35

Product : Nise lablets 100 mg
IlpoaykT  : Haiiz®, rabnetkn 100 mr
Batch N¢ / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6beM cepHmt 5,000,000 TabreTok
Analytical Report No / ;: 890001752983 Date of Analysis / : 31.07.2024
AHaJHTHYECKHI oTyeT No JlaTa aHanH3a
Date of Manufacture / + 07/2024 Date of Expiry / ¢ 06/2027
JlaTa Npo#3BOACTBA ToaeH xo (Bic)
Analysis performed according to ND / Auanus nposesex no HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Na 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

N [ Test/Hoxasatens _ Result/ Pesyanatel g Specification/ Hopma
45 MUH.
" 5 |Water/Boga 3.1 % Not more than 6.0 % w/w / He Gonee 6,0 % |
_6_-'I Related | substances / PoacTBenubie np_mwecn i _ .

! TImpurity A / Tlpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %
| Hwxe npenena obHapyxeHusa
(ITO = 0.0019 %) |

Impunty B/ Tlpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He Gonee 0,20 % :

Hike npenena KOnNu4ecTBEHHOTO
onpeaeneuns (TTICO = 0.0084 %)

| Impurity C / Tpumecs C Not detected / He 0BHapyxeHa NMT 0.20 % / He 6onee 0,20 %

|
| Impurity D / Tlpumecs D Below LOD (LOD = 0.0049 %)/ |NMT 0.20 % / He 6onee 0,20 %

.' ‘ Huxe npenena obxapyxenns
- | (TIO = 0.0049 %)

Below LOD (LOD = 0.0062 %) /
Impurity E / Tlpumecs E Hwxe npenena obHapysxeHus NMT 0.20 % / He 6onee 0,20 %
(11O = 0.0062 %)

Impurity F / ITpumece F Not detected / He o6Hapy» eHa NMT 0.20 % / He 6osaee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: ITpoaykt coorBeTcTBYET TpeboBaHuam HJL 3awnouenue: ONOBPEHO
Prepared by / Checked by/ | Approved by: Manager / Executive /
[MogroTorneHa: Santosh ITporepeno: Pawan Kumar Onofipenn: Mewemxep / PyKQBOATTE
Kumar Maurya @ v, Pavan Kumar Sharma ~_/
Reprint Date / Reprint Date / Reprint Date /

Harta: 31.07.2024 Hara: 31.07.2024 Jarta: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
wwvy.arreddys.com




Dr. Reddy's Laboratories Ltg
Formulation Unit-6

@
Dr. Red dy’s q.... Viil. Khol, Nalagarh Road, Baddj,

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page3of S/Crp.3u35
Product : Nise tablets 100 mg
Tpoaykr  : Haiis®, Tabnerkn 100 mr
Batch No/ : V2401460 Batch Quantity / + 5,000,000 tablets /
|Cepus Ne O6nem cepun 5,000,000 tabaeTok
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024
ARanmuTHYCCKHIT oTyer Ne JlaTa asaju3a
Date of Manufacturc / : 07/2024 Date of Expiry / : 06/2027
Jara npousBoacrea I'open no (_BE)_ o0 ol
Analysis performed according to ND / Asann3 nposenen 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 / w3M. Ne 3 ot
28.09.2022)

Ne Test / [lokazaTens Result / PesynnTaTsl Specification / Hopma
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnunasn '
| HeHAaeHTUDHLUUpYeMas NpHMECH

0.03%
Total impurities / Cymma ' 0.05% NMT 1.5 %/ He 6onee 1,5 %
npy1Mecci i
7 | Uniformity of dosage units / 1.4 iAcceptance value (AV) should be not more than
OaHOPOJHOCTL JO3HPOBAHKA 15.0 / Tlokasarens npuemnemocti (AV) nomken

6bITh He Gonee 15,0

8 |Micrabial limits* / Mukpo6uosiornyeckan YHeroTa*

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

/ Obutee 4ncao aspobHpIX He 6onee 1000 KOE/r

MHUKPOOPTaHH3MOB

b) Total combined yeasts and NA . ~ | Not more than 100 CFU/g /

mould count / O6uiee uncno He 6onee 100 KOE/r

OPOAGKEBBIX U [JIECHEBBIX

rpubos

¢) E. coli NA Shall be absent in 1g/
JloyoKHBI oTCyTCTBOBAaTL B L T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipogykt cootBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moaroroenexo: Santosh Ilposepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosonuress
Kumar Maurya @ ) Pavan Kumar Sharma e

e
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2024 Hara: 31.07.2024 Hara; 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OO4507
wwvdrreddys.com




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

L @ Vill. Khol, Nalagarh Road, Baddi,
Dr" Reddy S l.' Distt. Sotan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A
Paged4of S/ Crp. 4435

(Product : Nise tablets 100 mg
IIpoayst :  Haiia®, Tabnerku 100 mMr
Batch No/ 1 ' V2401460 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepun 5,000,000 tabnerok
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024 =1
AngaauTnucckirii oT4yer Ne Jara anasnusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoH3BoACTBA I'ogen mo (Bicn)
Analysis performed according to ND / Anaan3s nposcaens no H/I: T1 N012824/03-140119 (amend Ne'1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

Ne Test / ﬂogca:',a"r_e.n_!._ (- Resn_x__lt__/_l_’_ezyﬁbraru Specification/ Hopma
9 | Assay/ KonuvecTBennoe | 99.7 mg/99.7 mr Not less than 90.0 mg and not more than 110.0 mg
onpejenenue Ci3Hi2NaOsS  Nimesulide in tablet /

Or 90,0mr mo 110,0mMr C;3H;:N2OsS
(HuMecynun) B Tabnetke

10 Package/YnaE(;BKa 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.
i ; information leaflet in a carton. /| / ITo 10 rta6nerok B IIBX / anoMuHMeBOM
| ' Ilo 10 TabneTok B | Bamcrepe. ITo 1, 2, 3 uim 10 6nmcTepor BMecTe ©
IMBX/anmoMuHneBoM 6nMcTepe. | MHCTpyKLUeif MO TIPHMEHCHHIC B Tauky
Ilo 3 OGnucrepa BMecTe C | KapTOHHYIO.

HHCTPYKUHEH IO MIPUMEHEHUEIO B
MavKy KapTOHHYIO.

11 |Labeling / MapkupoBka | Complies as prescribed / ~ |AccordingtoND/ |
CooTBeTcTBYeT TpeHOBaHHAM B cootsercteHi ¢ H]]

12 |Storage conditions / Xpanenue 'Store protected from light below 25°C / B 3alMILEHHOM OT CBETAa MeCTe npu"
TemmepaType He Bbie 25°C

13 | Shelf life / Cpok rogaoctu 3 years /3 roga
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: Ilponykr cootBercTyeT TpeboBanuam HIT 3axniouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Monrorormeng: Santosh [Tposepeno: Pawan Kumar Onobpeno: Menemkep / Py:cq,no,q_lncnb
Kumar Maurya Pavan Kumar Sharma
= e
Reprint Date / Reprint Date / ' Repriht Date /
Hara: 31.07.2024 Hara: 31.07.2024 Hata: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 29C0, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wiwve.drreddys.com




Dr. Reddy's Laborataries [td
Formulation Unit-6

@e
!, ‘.. Vill. Khol, Nalagarh Road, Baddi
DI’. Reddy S L4 Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Page S50f5/ CTp. Su3 s
Product : Nise tabiets 100 mg
HNpoayxr  : Haiia®, Tabnerkn 100 Mr
Batch No / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepun Ne il ] O6nem ceprist 5,000,000 Taﬁne'r_o_K
Analytical Report No / 1 890001752983 Date of Analysis / : 31.07.2024

AnanuTHYECKHIT oT4eT No JlaTa ananu3sa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Jlara npoN3BOACTBA Toaen Ao (Bioa)
Analysis performed according to ND / Anaans nposegen mo HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Me 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 /m3M. 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.
* Auanus mo nokaszatemo «MwukpoGuonordyeckas 4YHCTOTa» TPOBOXWTCS TPOW3BOAMTEAEM IPU BBIMYCKE OEPHONHHECKH
(¢ MHTEpBaNOM OAHO HenEBITaHWe Ha 20 cepuit HiM He Mexee 1 pasa B rof). Ilokazartens MoxeT GbITb He BKIIOHEH B Cepruduxkar

afann3a upmsi,

API name (INN) / A®C (MHH): Nimesulide / Humecymnug

API manufacturer batch number / MS-1A-243022-M1, NMS-1A-243023

HomMep cepun npouipoauTens APC:

FP Manufacturer API Batch number / FERA00288, FERA00289

Homep cepuu cy6cranuun nponssogutensa [JId:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

ITponssoautens APC, cTpana: Manranam dpar3 sug Opraudice Jlta, Uaaps

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

Ipumeyanue: [IpoAYKT COOTBETCTBYET TPEGOBAHUAM HA Zaxnwyenne: OJJOBPEHO

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

lloarotoBnexno: Santosh Ilposepeno: Pawan Kumar Upobpero: Menekep / Pykgsoaurent

Kumar Maurya - Pavan Kumar Sharma ¥ o=

%/ Afl G

=

Reprint Date / Reprint Date / Reprint Date /

Hara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

Registered Cffice: 8-2-337, Rcad No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
wiww. drreddys.com




