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CERTIFICATE OF ANALYSIS

28.09.2022)

Analysis performed according to ND / Auanns nposeaen no HJI: [T 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 / n3m. Ne 3 ot

CEPTH®UKAT AHAJIM3A
Pagelof4/ Crp.1u34

[Product Nise tablets 100 mg
Npoayxt ¢ Haii3®, Tabnerkn 100 mr
Batch No / 1 V2300606 Batch Quantity / : 5000000 tablets /
Cepusa Ne Ob6bem cepun 5000000Tadnerok
Analytical Report No / : 890001656637 Date of Analysis / : 14.04.2023 i
AHANTUTHYECKHIT OTHET Neo JlaTa ananu3za
Date of Manufacture / : Mar-2023 |Date of Expiry / : Feb-2026
Hdara npou3BoiCTBA Iogen o (BKJ)

Ne | Test/Iokazatens
1 | Description / Onucanune

Result/ PesynbT.

Complies / CootserctByeT

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benwle ¢ kesroBaTbHIM
OTTEHKOM KpYTJTbie JBOSKOBBITIYKIIbIE TaBNeTKH
C IJIafKOM NOBEPXHOCTLIO.

2 Identification /
TToaauunoers

Complies / CootercTsyeT

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 yaepxHBaHHA OCHOBHOIO

NAKa Ha XpOMAarorpamMe  HCIBLITYEMOro
PacTBOpa ZIOJDKHO COOTBETCTBOBATH BPEMEHH
YOEPXKHUBAHUS OCHOBHOI'G nMKa Ha
XpOMaTorpaMMe  pacTteopa  CTaHIAPTHOTO
ofpaszua HUMECYJIHOA (pazoen

«KonuuecTseHHOe OnpeeneHne»)

“

Average weight and mass
uniformity / Cpeannan macca
H OTHOPOJHOCTL MaCChI

308.9 mg /308.9 mr

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

18/20 tablets —NMT x5 %/
18/20 tabnerox — He Gonee = 5 %

2/20 tablets — NMT % 10 % /
2/20 Tabnerok — He Gomee + 10 %

4 | Dissolution / PacTRopeHne

95 %, 95 %, 97 %, 97 %, 95 %,
95 %,

Not less than 75 % (Q) of labeled amount of
Ci3H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHWHanbHOro cogepxkanns Ci3H;aN-0sS
(HuMecynum) uepes 45 MUH.

Remarks : The Product conforms to ND /
Ilpumeuanne: Ilponykr cooTsercTByet TpeGoBatusam HJ

Conclusion : APPROVED /
3amwyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ilonrotoeneno: Ramakant Iposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoautgns
) ‘ Manoj Kumar W
p = 3
Reprint Date /14.04.2023 Reprnint Date /14.04.2023 Reprint Date /14.04.2023
Jlara: Hara: Jara:
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANM3A

Page2of4/ Crp. 234

Product : Nise tablets 100 mg

Npoapykr @ Haiiz®, tabnerku 100 mr

Batch No / 1 V2300606 Batch Quantity / : 5000000 tablets /
Cepun Ne Ob6nem cepist 5000000Ttabnerok
Analytical Report No / : 890001656637 Date of Analysis / : 14.04.2023
AHaauTHUECKHI oTHeT Ne JlaTa ananmza

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026

JlaTa npoussBoacyTBa I'onen po (Biu)

Analysis performed according to ND / Ananus nposegen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / uzm. Ne 3 ot
28.09.2022)

Ne Test / Hokasatens, _Result/ Pesyastarst | ____Specification / Hopma

s |water/ Bopa 2.8% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / Poacrsesnubie npimecn _= - i
NMT 0.20 % / He 6onee 0,20 %

Impurity A / IIprmeck A Below LOD (LOD = 0.0019%) /
Hwxe npenena odHapyxeuus (110 =
_ 0.0019)
Impurity B / ITIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
| Impurity C / ITpumecs C Not detected / ve obHapyxena | NMT 0.20 % / He 6onee 0,20 %

Below LOD (LOD = 0.0049%) / |\ 170 20 % / He Gonee 0,20 %

Impusy DY Tiprecs. D Hwuxe npenena obHapyxenus (IO =
0.0049)

1 0, (1)
Impurity E / Tlpumecs E R A NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Below LOD (LOD =0.0045%) / | NMT 0.20 % / He Gonee 0,20 %

Hwuxe npenena obuapyxenns (110 =
0.0045)
Any unknown individual NMT 0.20 % / He 6onee 0,20 %

Less than LOQ (LOQ = 0.0143 %) /

impurity / Eqununutas
Huxe npenena konvuectBeHHOro

HEHIEHTHPHUHpYEMan

MpUMeECh onpeneneuus (ITKO = 0.0143 %)

Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %

npuMeceit
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Ipoaykr coorsercTayeT TpeboBanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Noprorosneno: Ramakant IpoBepeHo: Pardef:p Kumar Onobpeno: Meremxep / Pykosonuress

} o — Manoj Kumar (L

Reprint Date /14.04.2023 Reprint Date /14.04.2023 Reprint Date /14.04.2023
Jara: Jata: Harta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

N |
‘ 7 | Uniformity of dosage units /
| OauoponnocTs 103HPOBAHNA

35

CEPTHOUKAT AHAJTH3A
Page 3o0f4/ C’l‘p. 3uz4d
Product Nise tablets 100 mg
Mpoayxr Haiiz®, Tabnerkn 100 mr
Batch No/ : V2300606 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000T1abnerok
Analytical Report No / : 890001656637 Date of Analysis / ¢ 14.04.2023
AuanuTHHMeckii oryer Ne JlaTa ananusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jlara npoussoucrsa Topen go (Bxa)
Analysis performed according to ND / Ananus nposenen no HJI: IT1 N012824/03-140119 (amend No 1 from 08.06.2020 /
nam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / wam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3am. Ne 3 ot
28.09.2022)
‘Test / Tokasatens Result / PesynsTars: ecification / Hopma |

V) should be not more
than 15.0 / IMokazarens npuemnemMoctu (AV)
JAosmxeH 6biTs He Gosee 15,0

——

Microbial limits* / MuxpobGuonoruyeckas YHCTOTa*

mould count / O6mee yncro
JOPOXOKEBBIX M MIECHEBBIX
rpubor

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6wee yucso He 6osee 1000 KOE/r
a3pOBHBIX MUKPOOPraHU3MOB

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

He 6onee 100 KOE/r

c) E. coli

Not Applicable

Shall be absent in 1g/
JIomKHBI OTCYTCTBOBATH B 1 T

9 | Assay/KornyecrBennoe
onpeaeneHue

98.6 mg / 98.6 mMr

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

10 Package/_YnaKosxa

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Ttabnetok B
IBX/anroMunmnesom 6nmcrepe. ITo 3

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerox B TIBX /
amoMuHHeBOM Onucrepe. ITo 1, 2, 3 unu 10

61ucTepa BMeCTe ¢ MHCTpYKLHeH o |GIHCTEpOR  BMECTE ¢ HMHCTpPYKIMeH IO
NIPUMEHEHHIO B NaUKy KAPTOHHYIO. | IPHMEHEHHUIO B Ma4Ky KApTOHHYIO.
11 |Labeling / Mapkuposxa Complies as prescribed / According to ND /

CootBercTBYET TpeboBaHHAM

B cootercTBun ¢ HJ

Remarks : The Product conforms to ND /
TTpumenanne: Iponykr cooTseTcTByeT TpeGopanmsaM H]T

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroeneno: Ramakant TIpoBepeHo: Pardeep Kumar Opnobpeno: Menemxep / PyxosoanTeis
W Manoj Kumar
= le
Reprint Date /14.04.2023 Reprint Date /14.04.2023 Reprint Date /14.04.2023
Jata: Hata: Jara:

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

CEPTUPUKAT AHAJIM3A
Paged of 4 / Crp. 4 u3 4
Product : Nise tablets 100 mg
Mpoayxr  : Haiiz0h, Tabnerxn 100 mr
Batch No/ : V2300606 Batch Quantity / : 5000000 tablets / |
Cepus Ne Ob6bem cepun 5000000rabnerok
Analytical Report No / : 890001656637 Date of Analysis / v 14.04.2023
AxanurTHueckii oryer Ne JaTa ananmza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
HMava npouisojcrea T'ogen go (Bcu)
Analysis performed according to ND / Anaaus nposesen no H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / uam. Ne 3 ot
28.09.2022) -
12 _"Storage conditions / | Store protected from light below 25°C / B zawuineHHoM OT cBera MecTe npﬁ
XpaHenne Temrepatype He phiie 25°C

13 | Shelf life/ Cpox rognoct |3 years /3 roma

| =
|
|
|
|

*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.

* Anammz mo nokasatemo «MwukpoSHonorudeckas HMCTOTay MIPOBOANTCA TPOU3BOAMTENEM , IPH BBINYCKE TEPHOAUUECKH
(c unTEpBANIOM ONHO MCTIbITaHME Ha 20 cepuil unu He MeHee 1 paza B rox). INokasatens Moxer 6biTe He BrMOueH B CeprHduxar

aHanuza Ggupmsl.

Remarks : The Product conforms to ND /
Ipumeuanne: Mponykr coorsercTayer TpeGosanuam HJT

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by / Checked by /
IloxroroBneno: Ramakant Ilporepeno: Pardeep Kumar

o

Approved by: Manager / Executive /
Onobpeno: Menemkep / Pykosomitess

Manoj Kumar =
il

Reprint Date /14.04.2023 Reprint Date /14.04.2023
Hata: Hara:

Reprint Date /14.04.2023
Jlarta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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