Dr. Reddy's Laboratories i1d,
@ Formulaticn Unit-6
Dr. Reddy’s ‘... Vi.H.:KP:o!, I\laiagarhi{oad, Baddi,
B, Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A
Page 1 0ofS/ Crp.1u3 5

Product : Nise tablets 100 mg
Hpoayxr : Haiiz®, Tabnerku 100 mr
Batch No / : V2401816 Batch Quantity / ¢ 5,000,000 tablets /
Cepus Ne O06nemM cepun 5,000,000 Tabrerox
Analytical Report No / : 890001761210 Date of Analysis / : 14.09.2024
AHanuTH4yecKnii oTuer No JaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoOACTBA I'onen po (B)
Analysis performed according to ND / Ananns npoeeaen no HJ/I: T1 N012824/03-140119 (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)

L Ne Test / IlokazaTenb ' Result / PezyabTaThl Specification / Hopma N
| 1 |Description / Onucanue Complies / CootsetcTeyer | Yellowish white round biconvex tablets with|
smooth surface. / Beible ¢ )eNTOBATHIM OTTEHKOM
KpYTJiblEe JBOSKOBBIMYK/blE TAONETKM C rnaakoit

HOBEPXHOCTBIO.
2 | Identification / Complies / CooTBeTcTBYeT The retention time of principal peak in the
|H0m1mmocn> chromatogram of test solution should correspond

to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemst  ynep>kMBaHHS OCHOBHOIO TIMKa Ha
XpoMaTorpamMme HCMBITYEMOro pacTBOpa AOJKHO
COOTBETCTBOBATh BpeMeHYU YIEPKUBAHUS
OCHOBHOTO MHKa Ha XpOMaTorpaMmme pacTBOpa
CTaHAAapTHOro obpasua HuMecyauaa (pasnen
«KOonnyecTBEHHOE OTpe/IeNIEHHE)

3 ;Average weight and mass 310.6 mg/310.6 Mr 310 mg £5.0 % /310 mr + 5,0 %

| :n;f(;)r?lzéip;g::: — Complies / CoorBercTByeT 18/20 tablets ~NMT £ 5 % /
| oAHOpOoA | 18/20 Tabnerok — He H6onee £ 5 %

2/20 tablets ~ NMT £ 10 % /
2/20 tabnerox — He 6oniee = 10 %

4 | Dissolution / PacTBopeHue 96%, 98 %, 97 %, 97 %, 101 %, | Not less than 75 % (Q) of labeled amount of

96 %, Ci3H|2N-0sS nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) oT HOMMHANIBHOTO
[conepxanus C;3Hi2N2OsS (HUMeCYIHA) ‘uepes

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Npumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusaM HJI 3axmouyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager;
[Monroroeneno: Santosh Ilposepeno: Pardeep Kumar Onobpeno: Menewxkep)/ Pyxosonurens
Kumar Maurya L‘;ﬂ/ " Abhishek Chauhan

o C‘.:i——-——:"
Reprint Date / Reprint Date / Reprint Date /
Jata: 14.09.2024 Jara: 14.09.2024 Jara: 14.09.2024

Registered Cffice: 8-2-337, Road No. 2, Barjara Hilis, Hyderabad - 500034, Telangana, India
Tel +81 40 490G 2960, Fax: +91 40 4500 2999, Email: maii@drreddys,coim
CIN: L85195AP1984PLCONAS07
wawvvrdrreddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P,, 173 2G5, iNDIA
Tel : 491 98166 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page2of S/ Crp. 2135
Product Nise tablets 100 mg
IIpoaykT Haii3z®, Tabnerxu 100 mr
Batch No / : V2401816 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nbem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001761210 Date of Analysis / : 14.09.2024
AuajiuTnyecknii oryer Ne Hdarta ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jlata nponu3BOACTBA TI'ogen a0 (BKIT)
Analysis performed according to ND / Ananus nposenen mo HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. 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/ Hoxasatens Result/ Pesybtatol _Specification / Hopma
45 MuH.
5 |Water / Boaa 3.6% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / Poacreennnie nprmecH
Impurity A / IIpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
0.02% NMT 0.20 % / He Gonee 0,20 %

Impurity B / ITpumecs B |

Impurity C / ITpumecs C

| Impurity D / IIpumecs D
(ITO = 0.0049 %)

Impurity E / ITpumecs E

Impurity F / Tlpumecs F

Not detected / ne obHapyxeHa
Below LOD (LOD = 0.0049 %) /
|[Hroke npenena oGHapyxeHus

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

NMT 0.20 % / He Gonee 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 /
IIpumeuanue: [Ipoaykr cooreTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akiaruenne: OJTOBPEHO

Prepared by / Checked by /
[Moarotoenexo: Santosh ITposepeno: Pardeep Kumar

Kumar Maurya Qg‘/ ci//

——
—

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoanTensb
Abhishek Chauhan

Reprint Date /
Jara: 14.09.2024

Reprint Date /
Hata: 14.09.2024

Reprint Date /
Harta: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Bsnjara Hills, Hyderabad - 500034, Telangana, Indis
Te!: +91 40 4900C 2900, Fax: +91 40 4900 2999, Ernail: maii@direddys.com
CIN: L85195AP1984PLCO0A507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6
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! @ Vill. Khol, Nalagarh Road, Baddi

Dr‘ Reddy S L4 Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page3 of 5/ Crp.3u3 5

Product ¢ Nise tablets 100 mg
Ipoaykr : Haif3®, Tabnerku 100 mr
Batch No / : V2401816 Batch Quantity / : 5,000,000 tablets /
Cepust Ne OobeM cepun 5,000,000 Tabnerok
Analytical Report No / : 890001761210 Date of Analysis / : 14.09.2024
AHaauTHYecKHii oTueT No JlaTa ananu3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npou3BoacCTBa Topen no (BKT)

Analysis performed according to ND / Auanus nposexen no HJI: 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 / uszm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

Ne Test / lokazaTens Result / Pesyabrath! Specification / Hopma |
Any unknown individual Below LOQ (LOQ = 0.0143 %) /| NMT 0.20 % / He 6onee 0,20 % |
impurity / EnuHnyHas Hwxe npenena KoIMYeCTBEHHOTO
HeuaenTHGHUMpYyeMas nipuMecsk | onpeaenenus (TTKO = 0.0143 %)

| Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
| npumeceit
l 7 | Uniformity of dosage units / 4.7 |Acceptance value (AV) should be not more than
OaHOpOAHOCTHL NO3UPOBAHHA | 15.0 / Tlokasarenpb mpuemnemoctd (AV) nomkeH
| 66ITH HE Gonee 15,0
8 |Microbial limits* / MukpoGHoJioruyeckas YucTora* . B
a) Total aerobic microbial count NA [ Not more than 1000 CFU/g /
/ Ob1uee YKCII0 a3pOOHbIX | He Gosiee 1000 KOE/r
MUKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6ee yucino He 6ostee 100 KOE/r
JPOMOKEBBIX U MIECHEBBIX
rpuooB
c) E. coli - NA Shall be absent in 1g/
JlonxHbl OTCYTCTBOBaTH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI 3axkmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosineno: Santosh [Iporepeno: Pardeep Kumar Onobpeno: Menemxep / Bykoeoantens
Kumar Maurya ﬁ@_. )L/ Abhishek Chauhan

—
Reprint Date / Reprint Date / Reprint Date /
JHarta: 14.09.2024 Jata: 14.09.2024 Jara: 14.09.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4500 2999, Ernail: mail@drreddys.coin
CIN: L851S5AP1984PLCNOA507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
@ Formulaticn Unit-6
® Vili. Khol, Nalagarh Road, Baddj,
s Distt. Solan, H.P, 173 205, IND1A
Tel : +91 98166 556001-02
www.drreddys.com

Dr.Reddy’s @

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page4of 5/ Crp. 4u3 5

Product : Nise tablets 100 mg
IIpoaykr : Haii3s®, Tabnerku 100 mr
Batch No / 1 V2401816 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepun 5,000,000 Tabnerok
Analytical Report No/ : 890001761210 Date of Analysis / : 14.09.2024
AHANUTHYECKHIi oTueT N JlaTa aHanu3za
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npoH3BOACTBA TI'ogen mo (BK.)
Analysis performed according to ND / AHaau3 nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

N | Test / [lokasarens Result / PesyapTaThl ~ Specification / Hopma o
9 | Assay/ KoaunuecTBenHoe 99.3 mg/99.3 mr Not less than 90.0 mg and not more than 110.0 mg :
|onpejesenue Ci3H»N>0OsS  Nimesulide in  tablet /
Or 900mr gm0 110,0mr CiyHpN-OsS |
: (numMecynun) B TabneTke |
| 10 |Package/ YnakoBxa 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10'J|

| blister. 3 blisters and patient |blisters and patient information leaflet in a carton.i

information leaflet in a carton. /|/ ITo 10 Ttabnerox B IIBX / amomuHUeBOM

| Ilo 10 TabneTok B | Gnucrepe. Io 1, 2, 3 unu 10 61aMcTEPOB BMECTE € |
IBX/amoMuHueBOM  GnucTepe. | MHCTpYKUMEH 1O  NPUMEHEHHIO B MAuky

‘ I[lo 3 OGnucrepa BMECTE C|KapTOHHYIO.

MHCTPYKIHEH MO NPHMEHEHUIO B

MayKy KapTOHHYIO.

11 'I'Labeling / MapkHpoBKa Complies as prescribed / According to ND / ‘
CootBeTcTBYET TPeOOBAHUAM B cootsercteuu ¢ HJ]
| |
12 | Storage conditions / Xpanenue | Store protected from light below 25°C / B 3awuiueHHOM OT CBeTa MecTe TpH
TeMmnepaType He Bbiie 25°C

13 | Shelf life / Cpok roaHocTH 3 years /3 ropa
! _

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusam HJY 3axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managel / Executive /
IToarorosnexo: Santosh [posepeno: Pardeep Kumar Onobpeno: Menexkep / PykoBoaurenb
Kumar Maurya &k f Abhishek Chauhan [
Reprint Date / Reprint Date / Reprint Date /
JHata: 14.09.2024 JHara: 14.09.2024 Jara: 14.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 49Q0 2900, Fax: +41 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0ASOY
ww.drreddys.com



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

&o
Dr. Reddy,s q.... Vili. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
PageSof 5/ Crp.5u3 5

Product : Nise tablets 100 mg
IIpoAykT :  Haiiz®, Tabnerku 100 mr
BatchNo / : V2401816 Batch Quantity / : 5,000,000 tablets /
Cep#Hia Ne Oo6beM cepum 5,000,000 tabneToxk
Analytical Report No / : 890001761210 Date of Analysis / ¢ 14.09.2024
AHAJINTHYECKHI oTyeT No JlaTa aHaau3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npousBoAcTBA T'ogen go (BK)
Analysis performed according to ND / Auanus nposenen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / nam. 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.
* Ananu3 no mnokasaremo «MHKpoOHONOrHYeckas YHCTOTa» MPOBOAMUTCS IPOM3BOAMTENEM MPU BhIllyCKE MEPHOIUYECKH
(¢ uHTepBaOM OIHO MCTIBITaHye Ha 20 cepuii vk He Mexnee 1 pasa B ron). [Tokasatesnb MoxeT ObITh He BKIIOYEH B CepTHOHKAT

aHanusa GpUpMbl,

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

API manufacturer batch number / NMS/14060327, NMS/14060329

Howmep cepun npoussoguntenss ADC:

FP Manufacturer API Batch number / FERA00366, FERA00367

Homep cepun cyO6crannuu npoussoantes I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoautenap APC, cTpana: Aaptu [lpars JItn., Uanns

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanuaM HJI 3aknwyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/|Executive /
[Moarororneno: Santosh ITposepeno: Pardeep Kumar Onobpeno: Menemxep /| Pykosoanrens
Kumar Maurya ﬁ Abhishek Chauhan :
Qﬁ-:: . "

Reprint Date / Reprint Date / Reprint Date /

Jata: 14.09.2024 Jata: 14.09.2024 Jara: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4600 2999, Email: maii@direddys.com
CIN: L85195AP1984PLCD0N4507
www.drreddys.com




