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CERTIFICATE OF ANALYSIS

99 %,

CEPTUOUKAT AHAJIU3A
Page 1 of 4/ Crp. 1 uz 4
Product Nise tablets 100 mg
[IpoayxTt Haiiz®, Tabnetku 100 mr -
Batch No / 1 V2301027 Batch Quantity / : 5000000 tablets /
Cepus No Ob6bem cepuu 5000000Tabnerok
Analytical Report No / : 890001668584 Date of Analysis / : 12.06.2023
AHaJIUTHYECKUH oTueT No JlaTra aHaau3a
Date of Manufacture / : May.2023 Date of Expiry / ¢ Apr.2026
JlaTa npousBoacraea I'onen ao (BKJ)
Analysis performed according to ND / Ananus nposeaen no HJ/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 or
28.09.2022)
Ne Test / ITokazarenn Result / PesyabTaThl ~___ Specification / Hopma
1 | Description / Onucanne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Beble ¢ )KeATOBAaThIM OTTEHKOM
KPYTJble JBOSKOBBIMYKIbIE TaONETKH C riafKoi
MOBEPXHOCTBIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HoanunHoCTHL chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpemsi yaep)KuMBaHWS OCHOBHOTO I[MKa Ha
XpOMaTOrpaMme HCIBITYEMOrO pacTBOpa AOJKHO
COOTBETCTBOBATH BpEMEHHU yaep>XuBaHusl
OCHOBHOI'O TNHKa Ha XpOMaTOrpaMMe pacTBOpa
CTaHAapTHOro obpa3ua HuMmecyiIuna (pasaen
«KonuuecTBeHHOE onpeaeIeHHE)
3 | Average weight and mass 310.0 mg/310.0 mr 310 mg+5.0% /310 mMr+5,0%
::I::f(:;)mlty /Cpeaunsinacca Complies / CooTBeTCTBYET 18/20 tablets —-NMT = 5 %/
AEFQROAHOCRE MACEEL 18/20 tabnerox — He 6onee £ 5 %
2/20 tablets — NMT + 10 % /
2/20 tabnetok — He 6onee = 10 %
4 Dissolution / PacTeopenne 99 %, 98 %, 100 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of

C3H2N20sS nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) oT HOMHHaALHOTO
comepxkanust Ci3H|2N-OsS (Humecynun) yepes
45 MuH.

Remarks : The Product conforms to ND /
IIpumeuanue: ITpogykT cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /

Prepared by /
IToarorosneHo: Ramakant

Checked by /
Iposepeno: Himesh Kumar

~J

3aknwdenue: OJOGPEH!
Approved by: Manager / %cutive /

Onobpeno: Menemxkep / PykoBoautens
+ | Amit kumar

=

Reprint Date /
Jara: 12.06.2023

Reprint Date /
Hata: 12.06.2023

Reprint Date /
Jlata: 12.06.2023

-

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
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page 2 0f 4/ Crp.2 u3 4

Product Nise tablets 100 mg
IMpoaykT Haiiz®, tabnerku 100 mr
Batch No / 1 V2301027 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6wem cepnu 5000000Tadnerok
Analytical Report No / : 890001668584 Date of Analysis / : 12.06.2023
AHaJuTHUECKHI oTYeT No JaTta anananza
Date of Manufacture / : May.2023 Date of Expiry / : Apr.2026
Jata npou3BoacTBa TI'onen po (BK)
Analysis performed according to ND / Ananus nposeaen 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
N Test / IlokazaTens Result / PesyabTaTnbl ~ Specification / Hopma

5 Water / Boaa

2.6%

Not more than 6.0 % w/w / He Gonee 6,0 %

Related substances / PoacTBeHHbIe npuMecH

Impurity A / ITpumecs A

Impurity B / Tlpumecs B
Impurity C/ Ilpumecs C
Impurity D / IlpumMecs D

Impurity E / ITpumecs E
Impurity F / Ilpumecs F

Any unknown individual
impurity / EquHnuHas

| HeuneHTnuuMpyemas
MpUMech

Total impurities / Cymma
npumecei

Below LOD (LOD = 0.0019 %) /
Hwxe npeaena obrapysxeHus (I10 =
0.0019 %)

0.02%

Not detected / He 06HapyxeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npenena o6Hapyxenus (I10 =
0.0049 %)

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa

0.01%

0.05 %

NMT 0.20 % / He 6onee 0,20 %

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

NMT 0.20 % / He 60nee 0,20 %
[NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanue: Ilpoayxt cooTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoxroroenero: Ramakant ITpoBepeno: Himesh Kuma Onobpeno: Menemxkep / PykoBoaurensb
= — | Amit kumar I& e
d T 5 e
l_~ i
Reprint Date / Reprint Date / Reprint Date /
Jarta: 12.06.2023 Jara: 12.06.2023 JHata: 12.06.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Page3 of 4/ Ctp.3 n3 4
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2301027 Batch Quantity / : 5000000 tablets /
Cepus No Ob6bem cepun 5000000TabneTok
Analytical Report No / : 890001668584 Date of Analysis / : 12.06.2023
AHaJuTHYeCKHIT oTyeT No HJara aHanuza
Date of Manufacture / : May.2023 Date of Expiry / : Apr.2026
Jarta npousBoacTsa I'oxen po (BKa)
Analysis performed according to ND / Ananus nposeaen no HJ: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
Ne |  Test/Ilokasarean Result / PesyabTaThl L _ Specification / Hopma
7 | Uniformity of dosage units / 5.5 Acceptance value (AV) should be not more than
OJHOPOAHOCTL J03MPOBAHHUS 15.0 / ITokazaTens npueMneMoctH (AV) noimkeH
6bITh He Honee 15,0
8 | Microbial limits* / Mukpo6Hooru4yeckasi yncrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee uncno He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61iee uncno He 6onee 100 KOE/r
IPOMXKEBBIX U MJIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JloJDKHBl OTCYTCTBOBATE B 1 I
9 | Assay/ KoauyecrBenHoe 100.5 mg/100.5 mMr Not less than 90.0 mg and not more than 110.0 mg
onpeaesieHHe Ci13H12N>OsS  Nimesulide in tablet /
Or 900mr po 110,0mr Cj;3H;2N-OsS
(HuMecynun) B TabneTke
10 |Package/ Ynakoeka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / ITo 10 Tabnerox B|/ Ilo 10 Tabnerok B IIBX / anmoMuHMEBOM
[IBX/amomunuesoM 6nucrepe. Ilo 3 |6nucrepe. Io 1, 2, 3 unu 10 6nucTepos BMecTe C
6nucTepa BMECTE C MHCTPYKLHEH MO | MHCTPYKUKMEH MO NPUMEHEHHIO B  [ayKy
NPUMEHEHUIO B NAYKy KAPTOHHYIO. | KAPTOHHYIO.

Remarks : The Product conforms to ND /
Ilpumeuanue: IIponykt coorBetcTBYeT TpeboBanusiM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

Rt

Checked by /
INposepeno; Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menenxep / Pykosoaurens
Amit kumar

R

Reprint Date /
Hara: 12.06.2023

Reprint Date /
Hara: 12.06.2023

Reprint Date /
Hara: 12.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
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
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 4 of 4/ Ctp. 4 n3 4

Product Nise tablets 100 mg
MpoaykTr Haiiz®, tabnerku 100 mr
Batch No / 1 V2301027 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6vem cepun 5000000TabneTok
Analytical Report No / : 890001668584 Date of Analysis / : 12.06.2023
AHAJIUTHYECKHIt oTUeT Ne JlaTta anaaun3a
Date of Manufacture / : May.2023 Date of Expiry / : Apr.2026
Jara npousBoacTBa I'ogeH no (BKuI)
Analysis performed according to ND / Ananu3s nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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)

| 11 | Labeling / Mapxuposka

12 "'Storage conditions /
XpaHeHue

13 | Shelf life /_Cp_()l\’ FOAHOCTH 3 years/ 3 rozna

Complies as prescribed /
CootBercTByeT TpeGOBaHHIM

Store protected_ from light below 25°C / B 3amMWEHHOM OT CBETa MecTe npH
Temnepatype He Bbile 25°C

[ According to ND / |
B cooreercTBun ¢ HJJ

*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 1o mnokasatemo «MHKpOGHONOTHYECKass YMCTOTa» IMPOBOAMTCA TNPOW3BOAMTENIEM IIPH BBHIYCKE MNEPUOAUYECKH
(c nnTepBajIoM 0AHO ucneITaHKe Ha 20 cepuii WM He MeHee 1 pasa B roa). [TokaszaTens MOXeT 6bITh He BKIIO4eH B CepTHduKaT

aHanuza GUpMbL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepnu npousBoauteasa ADC:

NMS/13040362, NMS/13040364

FP Manufacturer API Batch number /
Homep cepun cydocTanuuu npoussoaurens I'JID:

FEQA00208, FEQA00209

API Manufactured by & country /
IIponseoanTens A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu Jlpar3 JIta., Uaaus

Remarks : The Product conforms to ND /

Ilpnmedanne: [IpogykT coorBercTByeT TpeboaHusm H]T

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

IMToarorosneHo: Ramakant

duful

[Iposepeno; Himesh Kumar

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBoauteb

Amit kumar J\ ;

Reprint Date /
Jara: 12.06.2023

Reprint Date /
Jara: 12.06.2023

Reprint Date /
Hara: 12.06.2023

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: L85195AP1984PLC004507
www.drreddys.com




