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

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Pagelof 5/ Crp. 1135

Product : Nise tablets 100 mg

Mpoaysr ¢ Haiia®, tabnerkn 100 mr

Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
Cepus Ne Ob6bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001745360 Date of Analysis / + 25.06.2024
AHanHTHUYECKHIT oTHeT Ne Jara aHanu3a g

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

JaTa npoH3BoACTBA Togen mo (BKJI)

28.09.2022)

Analysis performed according to ND / Auanu3 mposeaen mo HJI: IT1N012824/03-140119
vam. 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 / uam. Ne 3 o

{amend Ne 1 from 08.06.2020 /

MoanuuHOCTDL

N : Test / Tlokasatenn _
1 [Description / Onncanie i

2 |Identification /

Complies / CooTBeTCTBYET

Result/ PesyabTatnl,

. Specification / Hopma

Yellowish white round biconvex tablets with
| smooth surface. / Benble ¢ XENTOBATHIM OTTEHKOM
KPYr/ibie [BOAKOBBLITYKIbIE TaONETKU € rnamioii
TIOBEPXHOCTBEO.

~ Complies / CootsetcTByeT

| The retention time of priﬁcip_al i)eak in the

| chromatogram of test solution should correspond

!to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemsi yoepKUBaHMs OCHOBHOTO TNHKa  Ha
XpOMATOrpaMMe HCIBITYEMOTO PacTBOpa AOTIKHO
COOTBETCTBOBATh BpEMEeHH yIOepKUBaHHA
OCHOBHOFO THKa Ha XpOMaTOrpaMMe pacTBOpa
cranpapTHoro ofpasua Humecynvaa (pasnen
«KonuyecTReEHHNE OMPEENEHAEN)

3 | Average weight and mass
uniformity / Cpeauss macca u
‘ OAHOPOAHOCTE MACChI

4 |Dissolution / PacTeopenne

~ 310.8mg/310.8 mr

Complies / CooTBETCTBYCT

310mg £ 5.0 % /310 Mr £ 5,0%

18/20 tablets — NMT = 5 %/
18/20 Tatnerox — He Bonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnetok — ue Bosnee = 10 %

" 93%, 96 Y%, 96 %, 98 %, 94 %,
| 92 %,

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAIBHOLO
copepxauns Ci3Hi2N2OsS (numecynun) uepes |
45 MHH. |

Remarks : The Product conforms to ND /
IIpumeyanue: ITpoaykT cooTeeTcTRYET TpeSoauusm HJT

Conclusion : APPROVED /
Jakmouenue: OJOBPEHO

Prepared by /

MNoarorosneno: Ankit

Checked by /
IIpoepeno: Santosh Kumar

_"Maurya @

Approved by: Manapger / Executlve /
Onobpeno: MeHemkep / PykosoauTens
Manoj Kumar 2

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Hata: 25.06.2024

Reprint Date /
JHara: 25.06.2024

Registered Office: 8-2-237, Road No 3, Banjara Hills, Hydersbad - 500034, Telangana, Indiz
Tel: +61 40 4900 2900, Fax: +41 40 4900 2929, Ermail: maii@drraadys.com
CIN: 1.851395AP19S4PLCON4507

wiwyw.drreddys.com




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

Ee
Y "‘. Vill. Khot, Nala ad, Baddi
. , Nalagarh Road, Baddi,
Dl’. Reddy S ¢ Distt. Solan, H.p., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page2of 5/Crp. 2 u3 5

Product : Nise tablets 100 mg

Hpoaykr :  Haiia®, Tabnerkn 100 Mr

Batch No / : V2401017 Bateh Quantity / :+ 5,000,000 tablets /
Cepusa Ne O0bem cepHHi 5,000,000 TabneTok
Analytical Report No / : 890001745360 Date of Analysis / ¢ 25.06.2024
AunanuTHyeckHii oTyer Ne Jata anaausa

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

JdaTa mpou3BoacTea Togen j10 (BKA)

Analysis performed according to ND / Asanus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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 / u3am. Ne 3 ot
28.09.2022)

M | Test/IloxasaTens Result / PesynuTaTsl | Specification / Hopma g

5 Water / Bopa 35% JNot more than 6.0 % w/w /[ He onee 6,0 %
== = {
6 | Related substances / PoacTBeHHble NpiMecH m e — |
| Impurity A / TTpumecs A 0.02% NMT 0.20 % / He 6onee 0,20 % |
| — |
| Impurity B / Ilpumece B Below LOQ (LOQ = 0.0084 %) / {NMT 0.20 % / He 6onee 0,20 % [
| .
[

Hixe npeziena KONMHYECTBEHHOTO
onpeaenenus (TTKO = 0.0084 %)

Impurity C / Tipumecs C Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / Fpumecs D Not detected / e oGHapyxkeHa  'NMT 0.20 % / He Gonee 0,20 % .
Impurity E / TTprmecs E Not detected / He obrapyixena NMT 0.20 % / He 6onee 0,20 % I
Impurity F / ITpumecs F Below LOD (LOD = 0.0045 %)/ |NMT 0.20 % / He Gonee 0,20 % |
| Huxe npenesta obHapyxeHuA
(ITO = 0.0045 %)
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Eaunuanas ’
HenAeHTUDHLIHpYeMas NPHUMECh
Total impurities / Cymma 0.04% NMT 1.5 % / He Goxee 1,5 %
npuMecen
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tpoaykr cootBeTcTBYeT TpeboBanusmM H] 3axnouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Toxroroeneno: Ankit /) Iporepeno: Santosh Kumar Onobpeno: MeHemxep / PykosonnTessb
| |AMaurya @ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Jata: 25.06.2024 Jara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, Indie
Tei: +91 40 4900 2900, Fax: +91 4C 4300 2929, Email: maii@drraddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q_‘:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Page3 of S/ Crp.3u3z 5
Product Nise tablets 100 mg
ITpoaykr Haii3®, Tabnerku 100 mr
Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepuil 5,000,000 Tabnerok
Analytical Report No / : 890001745360 Date of Analysis / 1 25.06.2024
AHAANTHYCCKHIE 0THeT No JaTta ananu3a il
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npon3BoCcTEa |Topen go (BKT)
Analysis performed according to ND / Ananuz nposeaet no HJ: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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)
W | Test / IlokazaTens Result / PesyauTaThl Specification / Hopma ; —r
|7 | Uniformity of dosage units / 33 Acceptance value (AV) shouid be not more than
| OpgHopoAHOCTE AO3UPOBAHUSA 15.0 / Tloka3arene npuemiemoctd (AV) nomken '
i ! 661Th HE Gonee 15,0
8 | Microbial limits* / MHK@GHOJ‘IO_[’H_ECK?ISI ugeToTA* =
a) Total aerobic microbial count | NA Not more than 1000 CFU/g /
/ O61ee yncio aspobHbIX ] He 6onee 1000 KOE/r
MMKPOOPraHH3MOB ]
b) Total combined yeasts and | " NA ~ | Not more than 100 CFU/g /
mould count / O6ee 4ucno He 6onee 100 KOE/r
JPOHOKEBBIX M IUTECHEBHIX
rpubos
c) E. coli D BT T NA 'Shall be absent in 1g/ i
JomkHbl OTCYyTCTROBATE B 1 T |
9 |Assay/ KonuuecTeennoe 99.2 mg/99.2 mr Not less than 90.0 mg and not more than 110.0 mg |
omnpejejieHue C3H;2N-OsS  Nimesulide in tablet /
Or 900mr mo 110,0mMr CiHiN>OsS|
(urmecynun) B Tabnerke

Remarks : The Product conforms to ND /
IIpumeyanue: IIpoyKT COOTBETCTBYET TPEOOBAHHAM HJI

Conclusion : APPROVED /
3axurouenne: OAOBPEHO

Prepared by / _ Checked by / Approved by: Manager / Executive /
[Toaroroeneno: Ankit [1posepeno: Santosh Kumar Ono6peno: Menemxep / Pykosoaresb
fl _+Maurya Manoj Kumar -
e
/ <
Reprint Date / Reprint Date / Reprint Dale /
Jlara: 25.06.2024 Iara: 25.06.2024 Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drrecdys.com




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

Ge
D ! ‘.o Vill. Kho!, Nala i
. h garh Road, Baddi,
r. Reddy S '. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Page4of 5/ Crp. 4u35
Product : Nise tablets 100 mg
Mpoaykr  : Ha#s®, Tabnerku 100 mr
Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
Cepust N Ob6sem cepin 5,000,000 Tabnerox
Analytical Report No / : 890001745360 Date of Analysis / : 25.06.2024

AHANUTHYECKHI oTYeT No JIaTa a”Ha/n32a

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

JlaTa npoH3BOACTBA Toaen po (BiT)

Analysis performed according to ND / Axann3s nposenen no HJL: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / lokazaTenn [ Result / PesyanTarel [ Specification / Hopma
10 |Package/ ¥YnaxoBka |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 Tabnerok B IBX / amoMHHHEBOM
! ' [To 10 TabyeToK B | 6ancrepe. o 1, 2, 3 unm 10 6nuctepor BMecCTe ¢
| [BX/anomuHHeBOM OGAMCTEpE. | HHCTPYKLMEH MO MPWUMEHEHHIO B Mauky
[To 3 6nucrepa BMECTE C|KapTOHHYIO.
| MHCTpYKUMEH MO MPUMEHEHUIO B
| mauky KapTOHHY!O.
11 |Labeling / MapkupoBxka Complies as prescribed / " | According to ND /
CooTsetcTByeT TpeGOBaHUAM B coorsercteuu ¢ HJ|

12 | Storage conditions / Xpanenne | Store protectcd_ from light below 25°C / B 3auMIUEHHOM OT CBETa MECTE TpH
Temreparype He Boime 25°C

13 | Shelf life /_C_];(;K FOAHOCTH 3 years/ 3 roma
{

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeqanne: IlpoaykT cooreTcTByeT TpeboBanuaM HJI 3axuwuenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ionrorossniero: Ankit 1? TpoeepeHo: Saniosh Kumar Onobpeno: Menemxep / PYKOB'OIUIZZ.‘H}'
f L-Maurya : Manoj Kumar '

// g @/’_ . U2t
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.06.2024 Jlara: 25.06.2024 Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drreddys.com
CIN: LB5195AP1984PLC0O04507
wwwi.drreddys.com




x ® Dr. Reddy's Laboratories 1+d,
¢ Formulation Unit-6
?
D]'. Red dy S Q... Vill. Khol, Nalagarh Road, Baddi,
E Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHRHEAT AHAJIN3A

Page50of S/ Crp. 535

Product : Nise tablets 100 mg

Ipoayxr  : Haits®, Tabnerku 100 mr

Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
| Ceprig N OGnem cepuu 5,000,000 tabnerox
Analytical Report No / : §90001745360 Date of Analysis / 1 25.06.2024

AuanuTiHeckiii oryer Ne Hata ananusa

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

JaTa npon3BOACTBa T'onen xo (Bx1)
Analysis performed according to ND / Auanus nposeaex no HJ: 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 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* AHamu3 no nokasaremo «MHKpOBKONOTHYECKAs YMCTOTa» MPOBOAMTCA NPOH3BOAMTENEM MNPU BHUTYCKE TICPHUOAUNECKU

(c MHTEpBANOM OAHO McTbITaHHe Ha 20 cepuii unn He MeHee 1 pasa B rox). Ilokasarens MOXeT 6biTh He BKNOUeR B CepTudukar

aHanu3a upmeL.
API name (INN) / A®C (MHH): Nimesulide / HamMecynun
API manufacturer batch number / . NMS-1A-243013, NMS-1A-243014
Homep cepun nponspoauTeas ADC:
FP Manufacturer API Batch number / FERA00232, FERA00233
Homep cepun cy6cranudu nponssogutens I'JI1dD:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Manranam Jlpars sun Oprasukce JIta, Huans

ITpousBoanTesb A®C, cTpana:

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeqanwne: [poaykt cooteeTcTBYET TpeboBanuam HII 3axnoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Munaper / Execulive /
[ToarotoBneno: Ankit 7/ IposepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosoauren
] A-M Manoj Kumar ' |

/’Lv—' FAiaurya & d ,
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 25.06.2024 Jara: 25.06.2024 JlaTa: 25.06.2024

Registered Office: 8-2-237, Rozd No. 3, Banjara Hills, Hydersbad - 500034, Telangana, india
Tei: #91 40 4900 2900, Fax: +91 4C 4900 2939, Email: maii@drreddys.com
CIN: L85135AP1954PLLCCO4507
www,drreddys.com




