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CERTIFICATE OF ANALYSIS

1 |Description/ Onucanue

Complies / CooTBercTByeT

CEPTUDUKAT AHAJIM3A
Pagelof4 /Crp.1u3 4

Product + Nise tablets 100 mg
Mpoaykr  : Haiia®, tabnerku 100 Mr
Batch No / : V2302028 Batch Quantity / : 5000000 tablets /
Cepna Ne O6bem cepun 5000000TabneTok
Analytical Report No/ : 040002259830 Date of Analysis / : 31.10.2023
AHaJTHYeCKHI oT4yeT Ne Jata ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoM3BOACTBA I'ogen ao (BKT)
Analysis performed according to ND / Ananus nposesen mo HJ[: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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 / uzm. Ne 3 ot
28.09.2022)
N | Test/IloxazaTens Result/ Pesyantater _ Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Beipie ¢ )eITOBATEIM OTTEHKOM
KpPYTJIble NBOSAKOBLIMTYKIBIE TAOJIETKM C rnaakoi
MOBEPXHOCTEIO,

2 |Identification /
IMogausHoOCTH

Complies / CooTsercrByeT

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 ymepuBaHWsi OCHOBHOTO IHKa Ha
XpOMAaTOrpaMMe MCTIBITYEMOr'0 PACTBOPa HOJKHO
COOTBETCTBOBATE BPEMEHH  YIEPXUBaHHUS
OCHOBHOIO MHMKa Ha XpoMaTorpaMMe pacTBopa
craugaptHoro ofpasua HuMmecynuna (pasgen
«KonuyecTBEHHOE ONpeneneHHe»)

3 | Average weight and mass
uniformity / Cpeausas mMacca
H OTHOPOXHOCTE MACCHL

310.8 mg/310.8 Mr

Complies / CooTBeTCTBYET

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

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

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — ue 6onee + 10 %

4 | Dissolution / Pacrsopenue

96 %, 95 %, 95 %, 94 %, 94 %, 95 %

Not less than 75 % (Q) of labeled amount of
Ci3H12N>0sS nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) oT HOMHHaNBHOroO
conepxanus Ci3H;aN-OsS (Humecynun) yepes
45 MuH.

Remarks: [he Product contorms to ND) /
ITpavewaune: TThoykT cooTRETCTRYET TpehoBaHuaM HIT

Conclusion: APPROVED /
3axaroyenie: OJJOBPEHO

Prepared by / Checked by /
[MoarotoeneHo: Santosh IIpoBepeHo: ‘-limesh Kumar Onobpeno: Meuenkep / Pykorogutens

Approved by: Manager / Executive /

Kumar Maurya / = —,| Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date / ‘
Jlara: 31.10.2023 Hara: 31.10.2023 Jlara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.Unieddys.cum
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Page2of4/Crp. 2 nad

Product Nise tablets 100 mg ;
Ipoaykr Haiis®, Tabaersn 100 mMr
Batch No/ 1 V2302028 Batch Quantity / : 5000000 tablets /
Cepns Ne Obnem cepuu 5000000Tabnerox
Analytical Report No / : 040002259830 Date of Analysis / : 31.10.2023
AHaJuTHYecKHH oTyeT No HMara asanusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JaTa npoussoacrsea T'ogen no (Bicn)
Analysis performed according to ND / Auasnu3 nposesen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / uzm. Ne 3 ot
28.09.2022)

Ne [ Test/Tloxasarenn Result/ Pe3ynpTathl == Specification / Hopma

5 |Water/Boaa 29% Not more than 6.0 % w/w / He Gonee 6,0 %

6 |Related substances / Pogcreennsie npuMecu

Impurity A / TlpuMecs A
Impurity B / ITpumecs B

Impurity C / ITpumecs C
Impurity D / Ilpumecs D

Not detected / ve 06HapyxeHa

Below LOQ (LOQ = 0.0084 %)/

Huxe npenena kolIu4eCTBEHHOTO

onpegenenns (ITKO = 0.0084 %)
Not detected / He o6Hapy>xeHa

Not detected / He obuapyxeHa

Below LOD (LOD = 0.0062 %) /

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

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

NMT 0.20 % / He 6onee 0,20 %

Any unknown individual

0,
impurity / Exunnunas 0.03%
HeHAeHTUGUUHUPY eMast
NpHMech
0.05%

Total impurities / Cymma
npuMmeceit

Impurity E / Ilpumecs E Husxe npenena o6uapysenus (11O =
0.0062 %)
Impurity F / Ilpumecs F Not detected / He obHapy>keHa

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

NMT 1.5 %/ He 6onee 1,5 %

Remarks: The Product conforms to ND /
IIpumeuanne: Iponykr cooTBeTcTBYET TpebOBaHHAM HI

Conclusion: APi’ROVED /
Jaxawnuerne: OTORPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toprorosneno: Santosh IMpogepeno: Himesh Kumar Ono6peHo: Meneme?/ Pyxopoanrens
Kumar Maurya Q&, c'--\q . Abhishek Chauhan

. e -

Reprint Date / Reprint Date / Reprint Date /
Hata: 31.10.2023 Hara: 31.10.2023 Jata: 31.10.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A
Page3of4/Crp. 3 us 4

Product Nise tablets 100 mg
MpoaykT Haiiz®, rabnerku 100 mr
Batch No / 1 V2302028 Batch Quantity / : 5000000 tablets /
Cepua Ne Obnem cepuu 5000000TabaeTox
Analytical Report No / : 040002259830 Date of Analysis / : 31.10.2023
AHaJHTHYCCKHUI oTueT No JaTa ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
JlaTa npoH3BOACTBA I'open go (BkuT)
Analysis performed according to ND / Ananns nposenen no HI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. 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)

N Test / Hoxasatent ___Result/ Peayninrares = Specification/Hopma

7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more than

OgHOPOAHOCTD J03HPOBAHHA

15.0 / Tlokazatens npuemnemoctH (A V) nosmkeH
651TH He Gostee 15,0

8 | Microbial limits* / MukpoGitonornueckan yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obwee ucno He 6onee 1000 KOE/r
a3pOOHEIX MHKPOOPTraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61iee uncno He 6onee 100 KOE/r
JPOXOIKEBBIX M IIECHEBBIX

rpubos

c) E. coli NA Shall be absent in 1g /

JIOMmKHEI OTCYTCTROBaTL B 1 1

9 |Assay/ KoauuecrsenHoe
onpeaeJieHHe

99.6 mg/99.6 mr

Not less than 90.0 mg and not more than 110.0 mg
C13H)2NaOsS  Nimesulide in tablet /
Or 90,0mMr 1o 110,0 mr  Cy3H;2N2OsS
(Hnmecynun) B Tabnerke

10 |Package/ YnmaxoBka

10 tablets in PVC/aluminum blister. 2
‘blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IIBX/amomuHueroM 6nucrepe. Ilo 2
6ycTepa BMECTE © MHCTPYKIMEH M0
TIPUMEHEHHUIO B NAUKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Ilo 10 Tabneroxk B IIBX / amomMmuHHEBOM
6nucrepe. ITo 1, 2, 3 unu 10 6nrctepoB BmecTe €
MHCTPYKUMEH 10 DNpPHMEHEHHId B  IadKy
KapTOHHYIO.

Remarks: The Product conforms to ND /
Ilpameuanue; IIpooykT coTRETCTRYET TRefnRAHNAM HJT

Conclusion: APPROVED /
Raxmmuenne: OJOEPEHO

Hata: 31.10.2023

Hara: 31.10.2023

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: Santosh [IpoBepero: Himesh Kumar Opobpeno: Menensep / PykoBoauTens
K Maurya i

umar Maury. € — ,:-—-._\ Abhishek Chauhan .
Reprint Date / Reprint Date / Reprint Date /

Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 185195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHATI3IA
Page4of 4/ Crp. 4 u3 4

Product : Nise tablets 100 mg
Ilpoayxr +  Haita®, Tabnerkn 100 Mr
Batch No / 1 V2302028 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / : 040002259830 Date of Analysis / : 31.10.2023
AnanuTHaeckuii oTyer No g Iara ananusa
Date of Manufacture/ : 10/2023 Date of Expiry/ : 09/2026
JlaTa npoM3BOACTEA Toges xo (BRA)
Analysis performed according to ND / Auasu3 mpoBeeH no H: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
sam. 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 / u3M. Ne 3 or
28.09.2022)

11 |Labeling / Mapkupoeka Complies as prescribed / According to ND /
CootpercTeyer Tpebopaiuam B cootsetcTBiH ¢ H]]
12 |Storage conditions/ Store protected from light below 25°C / B 3amuiuenHomM OT CBETa MECTE nNpH
XpaneHue Temmepatype He Beue 25°C
13 | Shelf life / Cpok roagnocrTu 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.
* Anamus Mo Mokaszaremo «MuKpOBHONOrHYeckas HHCTOTa» MPOBOAUTCA TIPOH3BOAWTENEM MpH BBHIIYCKE TICPUOAMYECKH
(C HHTEPBAOM ONHO HCMBITAHME Ha 20 cepuit WTH HE MeHee 1 pasa B rog). [Tokasatens MoxeT GbITb HE BKIOUCH B Cepruduxar

aHanu3a QHpMbL.

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

API manufacturer batch number / NMS-1A-233006, NMS-1A-233009

Homep cepuu nponssonurens ADC: _

FP Manufacturer API Batch number /

00

Homep cepun cyGeranuuin npoussonaress [JID: FEQA00504, FEQA00507

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

[poussoautens ADC, cTpana: Mauranam Jipars oua Oprasuke Jitn, Maus
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeyanue: [TpoaykT cooTBeTcTYeT TpeGoBaiam HIL 3axmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloaroToBneHo: Santos! [Iposepeno: Himesh Kumar Onobpeno: Menepikep / PykoBoantens
Kumar Maurya —\ _—. | Abhishek ChauhaK/ \

- ~t A s

Reprint Date / Reprint Date / ReprintDate/ '
Hara: 31.10.2023 Jata: 31.10.2023 Tara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
wwnw drreddys.com




