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

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

CERTIFICATE OF ANALYSIS

1| Description / Onncanue

2 Identification /
IMognuHHOCTHL

Complies / CooTBeTcTBYET

Complies / CooTBETCTBYET

CEPTH®UKAT AHAJIM3A
Page1of S/ Crp. 1 u3 5
Product Nise tablets 100 mg
IIpoAykT Haiiz®, Tabnerku 100 mr
Batch No / : V2401382 Batch Quantity / : 5,000,000 tablets /
CepHs No O6bem cepun 5,000,000 Tabnerox
Analytical Report No / : 890001752981 Date of Analysis / : 31.07.2024
AxaJiuTudecknii oTyeT No Jara ananu3a
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2027
[aTta nponsBoacrea TogeH a0 (BKJ)
Analysis performed according to ND / Asanus nposexen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / [okazaTeib Result / Pe3yabTaTht Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ »keNTOBaTLIM OTTEHKOM
KpYTJIble [BOAKOBBINYKIbIC TAOIETKH C TNagKkoH
NOBEPXHOCTHIO.

The retention time of principal peak in the
chromatogram of test solution should correspond |
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMs yOep:uBaHds OCHOBHOrO IlMka Ha
XpOMATOrpaMme HCIBITYEMOTO PacTBOpa JOKHO
COOTBETCTBOBATH BpEMEHH yOEePKUBAHUSA
OCHOBHOIO IMHKa Ha XPOMAaTorpamMMe pacTBopa
cTanjgapTHoro ofpasua HHMecCyauna (pasfieln |
«KonnuecTBEHHOE OTpeeIeHHE))

3 |Average weight and mass
uniformity / Cpeansia macca u
OJHOPOAHOCTH MACCHI

311.1mg/311.1 mr

Complies / CooTBeTcTBYET

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

18/20 tablets —-NMT + 5 % /
18/20 Tabnerok — He 6ojee £ 5 %

2/20 tablets — NMT % 10 % /
2/20 tabnetok — He 6oJiee + 10 %

4 |Dissolution / PacTeopenne

97%, 96 %, 97 %, 95 %, 98 %,
97 %,

Not less than 75 % (Q) of labeled amount of
Ci3H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHANBEHOrO
copepkanus Ci3Hp2N>OsS (Humecynnn) yepes

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanuam HJJ 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Noxroroeneno: Santosh IlpoBepeno: Pawan Kumar Onobpeno: Menemxep / Pyxﬁqsomne.%
Kumar Maurya % 5 Pavan Kumar Sharma |/

: .« - _{f\rvd::-p .
Reprint Date / Reprint Date / Reprint Date / \
Hata: 31.07.2024 Hata: 31.07.2024 Hara: 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 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCO24507

wwie.drreddys.com
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page 20f S/ Crp.2u3 5

Product : Nise tablets 100 mg
Ipoaykr  : Haiis®, tabnerku 100 Mr
Batch No / : V2401382 Batch Quantity / : 5,000,000 tablets /
Ceprs Ne O0beM cepun 5,000,000 TabneToxk
Analytical Report No / : 890001752981 Date of Analysis / : 31.07.2024
AHaJinTH4YecKHuii oTueT Ne Jlara ananusa
Date of Manufacture / : 06/2024 Date of Expiry / 1 05/2027
JlaTa npoH3BOACTBA T'open no (BKJT)
Analysis performed according to ND / Auaaus nposenen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / u3m. Ne 3 ot
28.09.2022)

Ne ~ Test/ Nokazarenn Result / Pe3ynbTaThl 775peciﬁcationv/7@pﬂ?
45 MHH.

5 | Water / Bona 3.6 % | Not more than 6.0 % w/w / He 6onee 6,0 % |

6 |Related substances / PoxcTBenHble mpuMecH =
Impurity A / ITpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %

Huwxe npenena oGHapy>keHusl
10 = 0.0019 %)

143 [V AAVAVS i}

Impurity B / ITpumecs B Below LOQ (LOQ = 0.0084 %) /
Huxe l'lpejlena KOJIUYECTBECHHOT'O
onpenenenus (ITKO = 0.0084 %)

Impurity C / Ilpumecs C Not detected / He oOHapyxeHa NMT 0.20 % / He 6onee 0,20 %

: Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %)/ |NMT 0.20 % / He 6onee 0,20 %
’ ' Hwmxe npenena o6HapyxeHus
(ITO = 0.0049 %)

Below LOD (LOD = 0.0062 %) /

NMT 0.20 % / He 6onee 0,20 %

Impurity E / Ilpumecs E Hroke npenena o6HapyskeHHs NMT 0.20 % / He 6onee 0,20 %
(ITO = 0.0062 %)

Impurity F / Tlpumecs F INot detected / He oGHapyKeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanuaM HJI Jakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroeneno: Santosh IIposepeno: Pawan Kumar Onobpeno: Menemwkep / Pykaeoautens
Kumar Maurya ; Pavan Kumar Sharma r-’-/

7 ZAam~——70
%——/ P } ‘_,L';/'///-
Reprint Date / Reprint Date / Reprint Date /
Hata: 31.07.2024 Hara: 31.07.2024 Hata: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDI|A
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CERTIFICATE OF ANALYSIS

. Any unknown individual
impurity / EnnnuyHas
HeupeHTHHULMpYeMas IPUMECh

CEPTUPUKAT AHAJIM3A
Page3of S/ Crp.3 u3 5

Product : Nise tablets 100 mg
INpoaykr  : Haiiz®, Tabnetku 100 mMr
Batch No / 1 V2401382 Batch Quantity / : 5,000,000 tablets /
Cepua Ne Ob6bem cepun 5,000,000 Tabnetok
Analytical Report No / : 890001752981 Date of Analysis / : 31.07.2024
AHaJuTH4ecKuil oTueT Ne Jara anannsza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BOACTBA T'ogen g0 (BK)
Analysis performed according to ND / Anaaus npoeegen no HJ/: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. No 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 ot
28.09.2022)
| Ne Test / [lokasaTean Result / PesyabTarhbl Specification / Hopma

INMT 0.20 % / He 6onee 0,20 %

0.02%
|
Total impurities / Cmea | 0.04% NMT 1.5 % / He 6onee 1,5 %
npuMecei
|

7 | Uniformity of dosage units / 1.2 | Acceptance value (AV) should be not more than

OAHOPOAHOCTb J03UPOBAHHUS 15.0 / Tlokazarens npuemneMocTd (AV) nomken

ObITh He Gonee 15,0

8 |Microbial limits* / MnKpoﬁuon'(')ruqecxaﬂ 4YHCeTOTA* B H

a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ Obwee 4ucao adpobHbIX He Gonee 1000 KOE/r
MHKpPOOpPTraHU3MOB |

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

mould count / Obiee uucno
JPOMOKEBBIX M MIECHEBBIX
rpubor

He 6onee 100 KOE/r

¢) E. coli NA

| Shall be absent in 1g/
JlomKHBI OTCYTCTBOBATL B 1 T

Remarks : The Product conforms to ND /
ITpumeuanne: [IponykT cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakiaouenne: OJOBPEHO

Prepared by / Checked by /
[MoxrorosneHo: Santosh IIpoBepeno: Pawan Kumar
Kumar Maurya % )

Approved by: Manager / Executive /
Onobpero: Menemkep / PykosomnTens
Pavan Kumar Sharma [~

X =
—
Reprint Date / Reprint Date / Reprint Date /
Jata: 31.07.2024 Hara: 31.07.2024 Jara: 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 2998, Email; maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwywv.drreddys.com




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

&
Dr. Reddy’s "... Vill. Knol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Page4of 5/ Crp. 435

Product : Nise tablets 100 mg
IIpoAykT : Haii3z®, tabnerkn 100 Mr
Batch No / 1 V2401382 Batch Quantity / : 5,000,000 tablets /
Censin No O0bem cepuu 5,000,000 TabneToxk
Analytical Report No / : 890001752981 Date of Analysis / : 31.07.2024
AHaJMTHYecKHit oT4eT Ne - JlaTa aHaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa nponu3BoACTBa Foaen g0 (Bku1)
Analysis performed according to ND / Ananus nposeaen no HJI: 1T 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 or 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot
28.09.2022)

Ne _: Test / IlokasaTenb Result / PezyabTaThl Specification / Hopma
9 |Assay/ KosuuecTBennoe 98.9 mg/98.9 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeseHue Cy3H12N>OsS  Nimesulide in tablet /

Or 900mr no 110,0mr Ci3H;pN-OsS
(numecynun) 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 rabnerox B TIBX / amoMuHHEBOM
ITo 10 TabneTok B | 6nuctepe. Io 1, 2, 3 unu 10 61ucTepoB BMeCTe €
[IBX/anioMMHHEBOM  OJIMCTEPE. | MHCTPYKLMell N0  MPUMEHEHHI0 B Nadky
I[lo 3 ©nucrepa BMecTe C |KapTOHHYHO.

WHCTPYKLKMEH MO MPUMEHEHUIO B
NayKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / |According to ND /
CootBeTcTBYeT TpeOOBAHUAM B cooreercteun ¢ HJJ

_|
12 |Storage conditions/XpaHeHue_"S_tore protected from light below 25°C / B 3amMImmeHHOM OT CBeTa MecTe npH
TeMmreparype He Boiie 25°C

13 | Shelf life / Cpok roasocTn |3 years /3 roma
| | o | — o
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: IIpoaykt coorBeTcTBYET TpeboBanusm HJI 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarororneno: Santosh Iposepeno: Pawan Kumar Onobpero: Menevkep / Pykgsonnutens
Kumar Maurya @—' : Pavan Kumar Sharma C_f"‘-"j
(;’.lg; //_L"
Reprint Date / Reprint Date / Reprint Date /
Hata: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganra, India
Tel: +91 40 4900 29060, Fayx: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wwvy.drreddys.com




Dr.Reddy’s Q'f'

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

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 AHAJIU3A
PageS5of S/ Crp.5u3 5

Product : Nise tablets 100 mg '
IIpoAykT : Haiiz®, tabnetku 100 mr
Batch No / : V2401382 Batch Quantity / : 5,000,000 tablets /
| Cepsin No O6bem cepuu 5,000,000 TabneToxk
Analytical Report No / : 890001752981 Date of Analysis / : 31.07.2024
AxaJiuTH4YecKnii oTuer No JlaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npoM3BoACTBA Togex g0 (BK.I)
Analysis performed according to ND / Anannz nposeaen no HJl; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 or 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)

*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.

* Ananuz no nokazateno «MHKpPOBHOIOrHYECKas YUCTOTa» MPOBOJAMTCS TPOM3BOAUTENIEM MDH BBIMYCKE MEPHOIHYECKH
(c vHTepBaoM ofHO UctibITaHke Ha 20 cepuii unu He MeHee 1 pasa B rox). [Toka3sarens MoxeT 66Tk He BKMoueH B CepTidHKaT

aHanusa HUpPMBIL.

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

API manufacturer batch number / NMS-1A-243017, NMS-1A-243018

Homep cepuu nponssoauteas ADC:

FP Manufacturer API Batch number / FERA00238, FERA00239

Howmep cepun cyGcTanmun npoussogurens I'JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIponsBoaurens ADC, crpana: Masnranam [lpars s Opranvke JIta, Maaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Santosh IIpoeepeHo: Pawan Kumar Onobpeno: Menemxep / PYKO/R){),E[[ITEHI::
Kumar Maurya s - Pavan Kumar Sharma e e

"
Reprint Date / Reprint Date / Reprint Date /
JHata: 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 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



