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CERTIFICATE OF ANALYSIS

|laTa nponssoacTea

CEPTH®UKAT AHAJIN3A
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[Product Nise tablets 100 mg
Ipoaykr Haiiai®, Tadnerxu 100 mr
Batch No / 1 V2202413 |Batch Quantity / : 50,00,000 tablets /
Cepusn Ne Obbem cepuit 50,00,000 Tabnerox
Analytical Report No / : 040001695999 Date of Analysis / ¢ 28.11.2022
AHaUTHYECKH# oTyeT No Jlara anaausa
Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

Fogen ro (BK)

Analysis performed according to ND / Anaau3 nposeaen nno HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne Test / MokazaTenn |

Result / Pe3yabTaTsl

] Specification /_llqp_n_!_;l_:

1 Description / Onucanue

Complies / CootBercTByeT

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XenTOBATLIM
OTTEHKOM KPYTJIblE ABOSKOBLIMYKIIbIE TAOMETKH
C ITaiKo¥ NOBEPXHOCTHIO.

2 Identification /

MoanuuuoeTs

Complies / CootseTcTByeT

[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 ynep»KuUBanus OCHOBHOTO

NMKa Ha  XpOMAaTOrpamMMe  HCIbLITYEMOro
pacTeopa MOMXHO COOTBETCTBOBAThH BPEMEHU
yIepKUBaHMA OCHOBHOTO TIHKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAAPTHOro
obpazua HHUMeECYNuaa (pasnen

«KonndecTBeHHOE ONpeaeneHne»)

3 | Average weight and mass
uniformity / Cpeansis macca
H OHOPOIHOCTh MACCHI

310.6 mg/310.6 mr

Complies / CooreercTByeT

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

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets - NMT + 10 % /
2/20 rabnetok — He 6onee + 10 %

4 | Dissolution / PacTBopenue

99%, 98%, 98%, 96%, 97%, 98%

Not less than 75 % (Q) of labeled amount of
Ci3H12N>OsS Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIBHOTO copepxanusa Ci3H;»N->OsS
(HuMecynun) uepes 45 MUH.

5 | Water / Boga

2.6 %

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

Remarks: The Product conforms to ND /

ITpumeuanue: [TpoaykT cootseTcTByeT TpeGoBanusam HJJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosieHo: qul‘nakant

Checked by /
Ilposepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonutens

Amit Kumar NV

|®”! w
Print Date / '

Hara: 28.11.2022

Print Date /
Jlara: : 28.11.2022

Print Date /
Jara : 28.11.2022

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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Product Nise tablets 100 mg

INpoaykTr Haiiz®, Tadnerku 100 Mr

Batch No / 1 V2202413 Batch Quantity / ¢ 50,00,000 tablets /
Cepusi No Ob6bem cepuu 50,00,000 tadneTok
Analytical Report No / : 040001695999 Date of Analysis / 1 28.11.2022
AHaJIUTHYeCKHH oT4eT No Jarta aHanuza

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

Jara nponssoacrea T'oaen go (BKJT)

Analysis performed according to ND / Ananus nposenen no H/I[: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTen

| Result / Pesyabrarsi

6 | Related substances / PojcrBennsie npumecn

___§_peciﬁca_tion / Hopma :

| Impurity A / [Tpumecs A

Impurity B/ [pumecs B
Impurity C/ Ipumecs C
Impurity D / Ilpumecs D

Below limit of detection (LOD:
0.0019%)

0.03%
Not Detected
Below limit of detection (LOD:

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 %

OaHopoaHOCTD A03HpOBaHHS

0.0049%)

Impurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity F / [Ipumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.01% NMT 0.20 % / He 6onee 0,20 %

impurity / Eaunuunas

HeUAEHTHOUUMpYeMast

NpUMECh

Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %

| npuMeceit -

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

than 15.0 / Iokazarens npuemmaemoctu (AV)
nomxeH ObITh He Gosiee 15,0

8 |Microbial limits / MukpoGuosorngeckas yncrora

a) Total aerobic microbial
count / Of1ee yncno

aBpOGHbIX MHKPOOPTraHH3MOB

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

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

Remarks: The Product conforms to ND /
I pumeuanue: [Tpoaykr coorserctyer Tpeboaniism HJ

Conclusion: APPROVED /
3akawouenune: OJIOBPEHO

Hara: 28.11.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: RBamakant ITpoeepeno: Himesh Kumar Onobpeno: Menejpkep / Pykosoaurens

.m,\.ﬁ"\”/ M Amit Kumar {k,,;*j;”’
Print Date / ) Print Date / Print Date /

Hata: : 28.11.2022

[ara : 28.11.2022
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJNU3A
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Product Nise tablets 100 mg

Tlpoaykr Haiiz®, Tabnetku 100 mr

Batch No / : V2202413 Batch Quantity / : 50,00,000 tablets /
Cepusa Ne Obbem cepuu 50,00,000 tadnerok
Analytical Report No / : 040001695999 Date of Analysis / 1 28.11.2022
AHanuTnyeckHi oryer Ne |JlaTa anaausa

Date of Manufacture / : NOV.2022 Date of Expiry / : OCT. 2025

JaTta npouseoacrsa I'omen no (BKT)

Analysis performed according to ND / Awanus nposenen 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 / u3m. Ne 2 ot 10.08.2020)

Ne Test / [lokasaTenn

Result / Pesgfﬂ bTATbI

mould count / O6uiee uncno
JPOAGKEBBIX U TJIECHEBBIX
rpubos

b) Total combined yeasts and

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

| Specification / Hopma |

Not more than 100 CFU/g /
He Gonee 100 KOE/r

c¢) E. coli

Absent /
OrcytcrByeT

Shall be absent in 1g /-
JomxHbel oTcyTcTBOBaTE B 1 T

9 | Assay/ KonuvecrseHHoe
ompegeaeHHe

100.6 mg/ 100.6 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N>0OsS Nimesulide in tablet /
Or 90,0mr po 110,0mr Ci3Hi2N-OsS |
(HuMecyun) B TabJeTke

10 | Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2 |
blisters and patient information leaflet
in a carton. / [lo 10 tabnerok B
INBX/amomuHues oM Gnucrepe. [o 2
6nucTepa BMeCTe ¢ HHCTPYKLHMEN MO
NPUMEHEHHUIO B NaYKy KApTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10 |
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B TIBX /
amomuHueBoM Onucrepe. I[To 1, 2, 3 unu 10
6nucTepoB  BMecTe ¢ HMHCTpYyKUMEH no
NPHMEHEHHIO B NAUKYy KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHUAM

| According to ND /

B cooreercteru ¢ HJ,

12 | Storage conditions /
XpaHeHne

Temmnepartype He Beite 25°C

13 | Shelf life / Cpok rognoctu

| 3 years/ 3 roma

Store protected from light below 25°C / B 3amuinenHoM OT cBeTa MeCTe MpH

Remarks: The Product conforms to ND /
ITpumeuyanue: IIponykT cootBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3akmaouenue: OJJOBPEHO

Prepared by /
Iloarorosnexo: Ramakant

m:\/

Checked by /
ITpoeepeno: Himesh Kumar

—

Approved by: Manager / Executive /
Onobpeno: Menepkep / Pykooputens
Amit Kumar e

T

Print Date /
Jlara: 28.11.2022

Print Date / Pri
Hata: : 28.11.2022

Hara : 28.11.2022

nt Date /
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