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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 1 of 4/ Crp.1u3 4

Product Nise tablets 100 mg
Mpoaysr Hait3®, tabnerku 100 mr
BatchNo / : V2301344 Batch Quantity / : 5000000 tablets /
Cepirsi Ne O6bem cepun 5000000Tabnerox
Analytical Report No / : 040001978133 Date of Analysis / : 20.07.2023
AHajgHTHYeCKHi oTyeT No Jlara anaausa
Date of Manufacture / ¢ Jun.2023 Date of Expiry / : May.2026
Jlara Npou3BojcTBa I'ogen po (Bra)
Analysis performed according to ND / Auanu3s nposeaen no HJ: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

Ne | Test/Ilokazareb _ Result/ PesyabraThl Specification / Hopma

1 |Description / Onucaumne Complies / CoorBercTByeT Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ »enToBaThIM OTTCHKOM
KpYTJIbl€ NBOAKOBBIIMYKIBIC TabNeTKu ¢ rajakoi
TMNOBEPXHOCTHIO.

Identification /
IMoanuHHOCTD

Complies / CooTeercTBYyeT

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 ynmepxuBaHUs OCHOBHOrO nuKa Ha
XpOMaTorpaMMe UCHbITYEMOrO pacTBOPa JOHKHO
COOTBETCTBOBATH BPEMEHU yAEepKUBAHHUS
OCHOBHOTO MMKa Ha XPOMATOrpamme pacTBOpa
CTaHAapTHOro obpazua Humecynuaa (paznen
«Konu4yecTBeHHOE OnpefeneHue»)

Average weight and mass
uniformity / Cpeausia macca
H OAHOPOAHOCTH MACCHI

312.8 mg/312.8 Mr

Complies / CooTBeTcTBYyeT

310mg+5.0%/310Mr£5,0%

18/20 tablets —NMT + 5 %/
18/20 Tabnerok — ne 6onee = 5 %

2/20 tablets — NMT = 10 %/
2/20 tabnetok — He 6onee £ 10 %

Dissolution / PacTBopenne

97 %, 100 %, 100 %, 101 %, 98 %,
98 %,

Not less than 75 % (Q) of labeled amount of
Ci13H2N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHAIBHOTO
conepxanvsa Ci3H2N>OsS (HuMecyun) uepes
45 muH.

Remarks : The Product conforms to ND /
IIpumedanne: [IponykT cooTBeTcTBYET TpebOBaHUsIM HJT

Conclusion : APPROVED /
3akmwouyenue: OJOBPEHO

Prepared by /
IToprorosieno: Ankit

/

Checked by /
IIposepeHo: Pardeep Kumar

f—

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTes
Amit Kumar

D

Reprint Date /
Hata: 20.07.2023

Reprint Date /
Jara: 20.07.2023

Reprint Date/ |
Hara: 20.07.2023
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s CERTIFICATE OF ANALYSIS$
CEPTU®UKAT AHAJIM3A
Page2of4/ Crp.2 u3 4
Product : Nise tablets 100 mg '
Hpodyxr  : Haiis®, Tabaerku 100 mr
BatchNo / 1 V2301344 Batch Quantity / : 5000000 tablets /
Cepwin Ne O0bem cepun 5000000Tabnetok
Analytical Report No / : 040001978133 Date of Analysis / : 20.07.2023
AHaJIMTHYeCKHii oTUeT No JlaTa aHaausa
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
JlaTa npoH3BoACTBA I'ogen ao (BKJI)
Analysis performed according to ND / Ananus nposeaen no H/(: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / u3am. Ne 3 ot
28.09.2022)
Ne Test / [Toxa3zaTens Result / PesynbrarThl Specification / Hopma
5 |Water / Boaa 33% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHble IpHMecH
Impurity A / Ilpumecs A Below LOQ (LOQ =0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hwuxe npenena KoJiMueCTBEHHOTO
onpenenenus (ITKO = 0.0057 %)
Impurity B / Ilpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not detected / ne o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %)/ |NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obnapyxenus (ITO =
0.0049 %)
Impurity E / Ilpumecs E Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurlty F/ HpHMeCB F Not detected / He 06Hapy)l(eﬂa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Exuanunas
HeuaeHTHbHLMpYemast
NpHUMeECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumMeceil
Remarks : The Product conforms to ND / : Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTseTcTBYET TpeboBanusiM HJJ 3akawdenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: Ankit /{ [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonutens
N = Amit Kumar /X(M_\\'_/
/
Reprint Date / Reprint Date / Reprint Date/ Y
Jlara: 20.07.2023 Hata: 20.07.2023 Jara: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS LTy

CEPTHOUKAT AHAJIN3A

Page3of4/Crp.3 uz 4

JlaTta Npou3BoACTBa

Product Nise tablets 100 mg

Ipomykr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2301344 Batch Quantity / : 5000000 tablets /
Cepusl No O6bem cepun 5000000Tabnerok
Analy'tical Report No / : 040001978133 Date of Analysis / : 20.07.2023
AHajuTHUYeCKH# oTYeT No Jara ananusa

Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026

I'ongen no (Bk)

28.09.2022)

Analysis performed according to ND / Auanus nposexen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / usm. Ne 3 ot

Ne Test / IloxazaTesnb

7 | Uniformity of dosage units /

OLlHOPOIlHOCTb AO3UPOBAHHA

Result / PesynbTaThl
2.3

Specification / Hopma
Acceptance value (AV) should be not more than
15.0 / Iokazatens npuemineMocTH (A V) nokeH

6bITH HE Gonee 15,0

8 |Microbial limits* / Mukpo6uo.

JIOrH4YecKas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6wwee yucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obuiee yucno He 6onee 100 KOE/r
APONOKEBBIX U ILIECHEBBIX

rpubos

¢) E. coli NA Shall be absent in 1g/

JlomKHBI OTCYTCTBOBATH B 1 T

9 | Assay/ KoanyecrBenHoe
onpejeeHue

100.1 mg/100.1 mr

Not less than 90.0 mg and not more than 110.0 mg
C;3Hi2N2OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mr C;3H;2N-OsS
(aumecynua) B Tabnetke

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
MNBX/amomunnesom Grnuctepe. I[To 2
6amcTepa BMeCTe C MHCTPYKLMEHR 110
NPHMEHEHHIO B AYKY KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient informatjon leaflet in a carton.
/ Tlo 10 Tabnerox B IIBX / amoMuHHEBOM
6nucrepe. ITo 1, 2, 3 unu 10 6GnuctepoB BMECTE C
HHCTPYKLMEH [0 TNPUMEHEHUI0O B  Mayky
KapTOHHYIO.

Remarks : The Product conforms to ND /
IIpumeuanne: [Tponykt cootBeTcTBYeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akarouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Anki

b il

Checked by /
IIposepeHo: Pardeep Kumar

L

Amit Kumar

Approved by: Manager / Executive /
Opnobpeno: Menenm‘e@ / PykoBomuTens

"

—

/

(g

Reprint Date /
Hata: 20.07.2023

Reprint Date /
Hara: 20.07.2023

Reprint Date /
Hara: 20.07.2023

)
I
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W CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A
Paged4 of 4 /Crp. 4 u3 4

Product : Nise tablets 100 mg
Hpoayxkr  : Haiiz®, tabnerkn 100 mr
Batch No / 1 V2301344 [Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000Tabneroxk
Analytical Report No / : 040001978133 Date of Analysis / : 20.07.2023
AHaJUTHYECKHIT oTueT No Jara ananausa
Date of Manufacture / : Jun.2023 Date of Expiry / : May.2026
Jlata nponssoacrsa I'oaex g0 (Bxi)
Analysis performed according to ND / Anaans nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 or 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)

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

CootBercTByeT TpeboBaHUAM B cootsercruu ¢ HJY
12 | Storage conditions / Store protected from light below 25°C / B 3ammiieHHOM OT cBeTa MecTe mpw |
XpaHeHne TeMneparype He Boie 25°C
13 | Shelf life / Cpok rognocTu 3 years/ 3 rona

*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.

* AHanms no nokasaremo «MHKPOGHONIOrMYECKas HUCTOTa» MPOBOIMTCA MPOM3BOJAHTENEM NpH BBINYCKE MEPUOAMYECKH
(c uHTEpBaNOM ONHO MCMbITaHKe Ha 20 cepuil i He MeHee 1 pasa B rog). [TokasaTesb MOXKET GbITh He BKIIOYEH B Cepthdukar

aHanmM3a (HHpMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecynuy
API manufacturer batch number / NMS/13040382, NMS/13040383
Homep cepun nponssoaurens ADC:
FP Manufacturer API Batch number /
Howmep cepun cyderanuun nponssogurens IJID: FEQA00227, FEQA00228
Aarti Drugs Ltd., India /
API Manufactured by & country / Aaptu [lparz Jitn., Unaus
ITponssoaurens ADC, crpana:
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [Tponykt cooTBeTcTBYET TpeGoBanuam HJI 3akaouenne: O IOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosneno: Ankit ~ IIposepeno: Pardeep Kumar Onobpeno: Menezkep / PyxoBoauTensb
/( f Amit Kumar N
/ — St
Reprint Date / - Reprint Date / Reprint Date /
Hara: 20.07.2023 Hara: 20.07.2023 Hata: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills,
Tel: +91 40 4900 2900, Fax: +91 40 4500 299

Hyderabad - 500034, Telangana, India
9, Email: mail@drreddys.com
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www.drreddys.com




