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Dr. Reddy's Laboratories | tq,
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 25, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIIT3A

Pagelof S/ Crp.1u35

ﬂ:ﬂ‘l’ﬂ NPOH3IBOACTBA

Product Nise tablets 100 mg

Hpofvier ¢ Haila®, tabrerkn 100 mr

BatchNo/ : V2401531 Batch Quantity / : 5,000,000 tablets /
Ceptin e O0bem cepitit 5,000,000 TabneTok
Analytical Report No / : 890001755258 Date of Analysis / : 17 .08.2024
AnajinTHyeckuii oTyer No JaTa anannsa 3

Date of Manufactare / : 07/2024 Date of Expiry / v 06/2027

Iopen go (BK)

28.09.2022)

Analysis performed according to ND / Auanus nposenen mo HJX: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3mM. Ne 1 ot 08.06.2020, amend Na 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

| Test/oxazaTenn
1 | Description / Onucanue

| ~ Result/ Pesyanvatsl
| Cornplies / CooTBeTcrByET

. _Specification/Hopma
Yellowish white round biconvex tablets with
smooth surface. / Genble ¢ }KeNTOBaTHIM OTTEHKOM
KPYINbie ABOSKOBLINYKIbE Tabnerku c riamkoit

NOBEPXHOCTLIO.

2 | Identification /

| | INoaNHHHOCTE
|

Complies / CooTBeTCTBYET

The retention fime of principal peak in the
chromatogram of test solution should correspond
| to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /|
'Bpemsi  yHepKHBaHWS OCHOBHONO IMKA Ha |
| XpOMATOTpAMME UCHLITYEMOTQ PacTBOPa JOKHO
| coorsercTBORATE BpEMEHH yIEepXKHBaHHA
OCHOBHOIO NHKa Ha XpOMarorpaMMe pacTBopa
CTaHJAPTHOrO ofpa3ua HUMecynrnaa (pasgen
«KonuuecrBeHHOe OMnpefeieHHE) |

OAHOPOAHOCTD MACChl

| Average weight and mass
uniformity / Cpegusas macca n

307.5 mg/307.5 mr

Complies / CooTBeTcTBYET

310mg+ 5.0 % /310 Mr£ 5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerok — ne Honee + 5 %

2/20 tablets —NMT = 10 % /
2/20 Tabnetok — He 6onee + 10 %

4 |Dissolution / PacTBopenme

100 %,

98%, 97 %, 98 %, 99 %, 100 %,

Not less than 75 % (Q) of labeled amount of
C3H,2N205S nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) oT HOMWHaILHOTO
conepxkanus Ci3H1oN20OsS (unmMecynnn) yepes

Remarks : The Product conforms to ND /
Ilpumeyanue: [Iponykt coorBeTcTBYET TpeboBanusam HII

Conclusion : APPROVED /
Jawmouenue: QJIOBPEHO

Iara: 17.08.2024

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosineno: Santosh ITposepeno: Pardeep Kumar Onobpeno: Menenxep / PyKOBOIUTENL
‘Kumar Maurya %— C}L_/’ Abhishek Chauhan L /

Reprint Date / Reprint Date / | Reprint Date /

Jara: 17.08.2024

Hara: 17.08.2024

Segistered Office: §-2-337, Road No. 3, Eanjara Hills, Hydetabadi - 500034, Telanganz, India

Ernail: mait@drzddys.com

CIN: L331354AP1981PLCNDAS0T7
wwyndrreddys.com




Dr.Reddy’s ‘_‘:’.

Di. Reddy's Laboratories Ltd
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Salan, H.P.. 173 205, !ND!A
Tel : +91 98160 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page2of S/Crp.2u35
Product : Nise tablets 100 mg
Hpoayst  : Hafia®, tabaetru 100 mr
BatchNo / 1 V2401531 Batch Quantity / g 5,00Q,000 tablets /
Cepuin No O6bem cepuu 5,000,000 Tabnetox
Analytical Report No / : 890001755258 Date of Analysis / : 17 .08.2024
AHaJIHTHYECKHIt oT4eT No JJaTa asranusa
Date of Manufacture / : 07/2024 Date of Expiry / ¢ 06/2027
Jata nponssoacTea T'oaed ao (BKi)
Analysis performed according to ND / Ananus nposeaes mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
yant. Ne 1 o 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)
;__.N‘e_ ] Test / Tloxazarenm, " Result / PesyabTaTel 1 = S_pecifﬂﬁon / Hopma o
‘ | i i45 MMH. .
—— |

| 5 |Water/Boaa [ 32% | Not more than 6.0 % w/w / He 6onee 6,0 % |

6 | Related substances _a“_Pq;l_cngllgi_,l;hEumgcn_ ~ o w [ —— - . __E

Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %

Impurity A / Tlpuvecs A
Huxe npenena konuuecTBeHHOro
onpenenchus (TTKO = 0057 %) '
Impurity B / Tlpumecs B 0.03%

Impurity C/ Ilpumecs C

FN ot detected / He oBHapy»cHa

| ( Impurity D / IIpumecs D

Huxe npeniena oGHapyKeHUs
(TTO = 0.0049 %)

limpurity E/Ilpumece E

Not detected / He oBHapyxeHa

| Impurity F / Ilpumecs F

Huxe npenena oGHapy)eHUS
|(HO = 0.0045 %)

Below LOD (LOD = 0.0049 %) /

Relow LOD (LOD = 0.0045 %) /

| NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 % |
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

|NMT 0.20 % / He Gonee 0,20 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumevanne: [Tpoaykr coorsercrayer tpebosaunam HII 3axymouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Santosh Iposepeno: Pardeep Kumar Omnobpedo: Meuemken / Pykosogurens
Kumar Maurya @ Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 17.08.2024 Hara: 17.08.2024 Jarta: 17.08.2024

Registernd Offica: 8-2-337, Road No. 2, Banjzara Hills, Hyderabad - 560034, Telangana, India
Tel. #5120 499C 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIM: L851954P1984PLCOD4507

wwwdrreddvz.com




Dr.Reddy’s Q,‘:‘

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

Vill. Kkel, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, !ND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A h
Page3of S/Crp.3u3 5

Product Nise tablets 100 mg
IIpoaykT Haiis®, Tabrerin 100 Mr
BatchNo / : V2401531 Batch Quantity / : 5,000,000 tablets /
Cepstn Ne Obsem cepum 5.000.000 TabneTox
Analytical Report No / : 890001755258 Date of Analysis / : 17.08.2024
AHaJHTHYECKRH oTUeT Mo Jara anann3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npoH3BoACTBA __|Copen o (sk)
Analysis performed according to ND / Ananus nposeaen mo HJI: 1T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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) :

N | Test / IlokxazaTenn Result / Pesyastatii = Specification / Hopma ]
Any unknown individual |NMT 0.20 % / He 60nce 0,20 % |
impurity / Eauauynasn 0.02% J

‘ HEUAEHTHQHLHPYEMas IPHMECh |
| |
Total impurities / CyMMa 0.05% NMT 1.5 % / He 6onee 1,5 % i
npuMecei |

7 i Uniformity of dosage units / 28 Acceptance value (AV) should be not more than

OQOHOPOAHOCTL A03UPOBAHUSA | 15.0 / Tlokasarens npueMieMoctd (AV) nomiceH

| 6rITH He Gonee 15,0

8 | Microbial limits* / Muxpo6HoIorH4eckas YHCTOTa ]

Less than 10 CFU/g /
Menee 10 KOE/r

a)} Total aerobic microbial count
/ O6uyee uncno a3pobHbIX
MUKPOOPTaHU3MOB

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

b) Total combined yeasts and
mould count / O61ee usucao
JIPOMOKEBBIX U TUIECHEBBIX
rpubos

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Absentin ig/
OtcyrcrByer B Ir

¢) E. coli

Shall be absent in 1g/
JonKHbB! OTCYTCTBOBaTE B 1 ¢

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [poaykr coorsercTryer Tpebosarnam HII 3amouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoxrorosneno: Santosh IIposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBonurens
Kumar Maurya %/ Df, Abhishek Chauhan (
Reprint Date / Reprint Date / Reprint Datc / '

Hara: 17.08.2024 Jara: 17.08.2024 Iara: 17.08.2024

Registered Office: 8-2-337, Road No! 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2500, Fax: +91 40 4900 2999, Ernail: raii@drreddys.com
CIM: L851954P1589PLCOOL50T7
v drreddys.com




Dr.Reddy’s “5.‘

Dr. Reddy's Laboratories |+,
Formulation Unii-6

Vill. Khol, Naiagarn Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56001-02
vwvw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Paged4 of S/ Crp.4uz 5

Product : Nise tablets 100 mg

NpoaykT i Haiid®, tabaerxkn 100 mr _

Batch No / 1 V2401531 Batch Quantity / : 5,000,000 tablets /
Cepug No Obfbem cepun 5,000,000 TabaeTok
Analytical Report No / : 890001755258 Date of Analysis / : 17.08.2024
AHaJTMTHYECKHIT oTueT N2 Jara apanuza

Date of Manufacture / + 07/2024 Date of Expiry / : 06/2027

IlaTa npou3BOJACTRA TIoaexn po (BKA)

28.09.2022)

Analysis performed according to ND / Ananus nposcaen no HJL: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. N 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 / uzm. Ne 3 ot

[

Test / Tlokaszarens
9 | Assay/ KonuuecrBeHHoe
onpeneseHue

' 10 'P—ackage / Ynakoska

Resuﬂ Eye;yn BTATHI
98.4mg/98.4 mr

10 tablets in PVC/aluminum
blister. 3 blisters and patient
information leaflet in a carton. /

o 10 Tabnerok B
IIBX/amomMuuxeBoM  GnucTepe.
Tlo 3 Osucrepa BmecTe C

UHCTPYKUHMEH N0 TIPUMEREHHIO B
nayky KapTOHHYIO.

Specification / Hopma

Not less than 90.0 mg and not more than 110.0 mg
C13H;5N>0sS  Nimesulide in tablet /
Or 90,0mMr po 110,0mr C;3H;N.0OsS
(Humecynun) B Tabnetke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ To 10 Ttabnerox B IIBX / amomuumHeBOM
6auctepe. 1o 1, 2, 3 umm 10 6ncTepoB BMECTE C©
WHCTDYKLUMEH [0 TMPHMEHEHHIO B  Mauky
KapTOHHY!IO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooTtBeTcTBYET TPEGOBAHHIM B cootserctBuu ¢ HIL

12 | Storage conditions / Xpawneune | Store protected from light below 25°C / B 3aummiieHHOM OT OBETa MecTe mpu
Temneparype He Bole 25°C

13 | Shelf life / Cpox roanocTn 3 years / 3 roga o ==

Remarks : The Product conforms to ND /
Ilpumeuanne: [IpoayxT cooTBeTCTBYET TpebopaHusM HIL

Conclusion : APPROVED /
Saxnwuenne: OJOBPEHO

Prepared by /

Kumar Maurya

TloarotoBneso: Santosh

Checked by /
ITposepeno: Pardeep Kumar -

A

Approved by: Managet / Executive /
Opobpero: Meunenxef / Pykosogurenn
Abhishek Chauhan |/

g

Reprint Date /
Hara: 17.08.2024

Reprint Date /

Jara: 17.08.2024

Reprint Date /
Tata: 17.08.2024

Registernd Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tol: +61 40 4900 78C0, Fax: +41

40 49900 2929, Email: maii@drreddys.com

CIN: L85195AP19SAPLLONEE0T

wiwwediraddysz.com




Dr. Reddy's Laboratories Ltd
Formulation Unii-6

@
t/ q.. Vill, Khol, Nalagarh Road, Ba ddi
Dl‘. Reddy S s Disit. Solan, H.P., 173 205, IND!A
Tel : +91 55166 56001-02

veww.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A
Page50fS/Crp.5u35

Product : Nise tablets 100 mg
Mpoaykr  :  Haiiz®, tabnerkn 100 mr
Batch No / 1 V2401531 Batch Quantity / : 5,000,000 tablets /
Cepnn Ne Obbem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001755258 Date of Analysis / : 17.08.2024
AunannTndeckiii oruet Ne JlaTa ananH3a
Date of Manufacture / : 07/2024 Date of Expiry / 2 06/2027
JlaTa NpoH3IBOACTBA Fogen ao (BKH)
Analysis performed according to ND / Auasus nposenen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
i13m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Na 2 ot 10.08.2020, amend No 3 from 28.09.2022 / mam. Ne 3 ot
28.09.2022)

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at [east once per
year). The test can be absent in the Certificate of Analysis.

* Auanu3 MO nokalaTemo «MUKpoGHONOrHYeckas YHCTOTa» NPOBOAWTCA TPOM3BONUTENEM TIPH BHINYCKE TIEPHOAUYECKH
(c HTEpBANIOM ORHO MembiTanke Ha 20 cepuii M He MeHee ] pa3sa B rog). [lokasarens Moxet GuiTs He Briouer B CepTudhikar

aHanusa fUpMe. - e ol L Bl
Nimesulide / Humecynnn

API name (INN) / ADC (MHH):
API manufacturer batch number / NMS/13121242, NMS/13121244
Homep cepuu npousBoautesisi ADC:
FP Manufacturer API Batch number / FERA00269, FERA00270
Homep cepun cyocTanuun npoussoguTens I'JIPD:
API Manufactured by & country / Aarti Drugs Ltd., India /
ITpouspoantenr ADC, crpana: Aapt Jpars JIta., Maaous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBanusimM HIT 3axmoyenne: OXOBPEHO
Prepared by / Checked by / Approved by: Manager ) Executive /
[Noarorosneso: Santosh IIposepeno: Pardeep Kumar Onobpeno: Meuegsep)) Pyiopoautens
Kumar Maurya @) Abhishck Chauhan /)
Ze of/ﬂ
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.08.2024 Hara: 17.08.2024 Jara: 17.08.2024

Registered Office: 8-2-327, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel #8140 4992 2900, Fax: +51 40 4200 2909, Email: maii@drreddys.cam
Cif): L851954P15SAPLC0E507
v direddys.com




