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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 1 of 4/ C1p. 1 uz 4
Product ¢ Nise tableis 100 mg
Hposykr  : Hajiz®, Tabnerku 100 mr
BatchNo / t V2401948 Batch Quantity / : 5000000 tablets /

Ceputa No O6nem cepun 5000000 rabnetok

Analytical Report No / : 890001764990 Date of Analysis / 1 29.09.2024
AnaJiirugeckHuii oTuer No Jara anaaunsa
Date of Manufacture / £ 09/2024 Date of Expiry / 1 08/2027

JlaTa ipou3BoACTBA Toaen oo (Bru)

Analysis performed according to ND / Awannz nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Mo 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / 13m. Ne 3 or
28.09.2022)

. Specification/Hopma
Yellowish white round biconvex tablets with
|smooth surface. / Belible C JKENTOBATBLIM
OTTEIKOM KPYIJble IBOAKOBBIMYK/ILIC TabIeTKH
1 C TafKoik TIOBEPXHOCTBIO.

N | ~ Test/TlokazaTens
1 |Description/ Onucanue

Complies / CooTBeTcTByeET
|
|

| Tdentification/
I MopAMRHOCTDL

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

Complies / CooTsercTByer

|
MMKa HA XPOMATOrPAaMME  HMCITBITYEMOrO
pacTeOpa MOMKHO COOTBETCTBOBATL BPEMEHM
YOepKHBAaHHA ~ OCHOBHOTO  TNHKAa  Ha
i XPOMATOrpAMME  paCTBOpPa  CTAHA2PTHOTO
j | o6pa3zua HUMECYH/Ia * (pasuen

«KONHYECTBEHHOE OMNPENENCHHED) |

308.3 mg /3083 mr 310 mg£5.0%/310Mr£5,0% |

18/20 tablets —~-NMT £ 5 % / |
18/20 Tabnerox — He 6onee = 5 % [

J 2/20 tablets — NMT 10 % / .
2/20 Tabnerok — He H6onee + 10 % J
'r

Not less than 75 % (Q) of labeled amount of
CuaH1iaN20sS nimesulide is dissolved in 45
minutes / He mewnee 75 % (Q) or
HomuHaneHoro cojeprianna Cij3HjaN2OsS

' (uumecynua) yepes 45 MUH.

uniformity / Cpeausina macea

| H OAHOPOAHOCTH MACCH)

.
| 3 | Average weight and mass \
‘ Complies / CooTBercTBYET

|
| 4 |Dissolution/PacTBopenne 101 %, 102%, 102%, 101%, 101%,
| 101 %,

Remarks : The Product conforms to ND / Conclusion : APPROVED /

I pumeuanne: [Ipoaykr coorsercrayer Tpebosatiam HII

3akniouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Noor Iposepeno: Santosl Kumar Onobpeno: Mexemkep / PykoBoanTens
Mohammad Y7 Maurya ( }7 Amit Kumar ,\x‘"'-

/" et ! [L e
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.09.2024 Hata: 29.09.2024 Hara: 29.09.2024

Quuizternd Ciice: 8-7

jare Hills, Rysierabag - 500034, Telangoana, lndia

LGt maesifedneadyz.cem
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Page20ofd4/ Crp. 2 u3 4

laTa BpoM3BOACTBA

Product : Nisc tablets 100 mg

poaykr : Ham®, tabnerxn 100 mr

BatchNo / 1 V2401948 Batch Quantity / : 5000000 tablets /
Ceprasl Ne Obnem cepun 5000000 Tabnerok
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024
AHasINTHYeCKHIT 0T4eT Ne Hata ananusa

Date of Manafacture / v 09/2024 | Date of Expiry / : 08/2027

|TCogen go (BK1)

28.09.2022)

Analysis performed according to ND / Ananus nposeaes no H/I; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. N1 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 / u3sm. Ne 3 ot

Ne | Test/Mowasarem,
5 Water / Boga

B Result/ PesyabtaTst
2.9 % w/w

___Specification/ Hopma__
Not more than 6.0 % w/w / He 6onee 6,0 %

Impurity A / Tlpumecs A

Impurity B / Ipumecs

Impurity C / Ilpumecs C
Impurity D / ITpumecs D
Impurity E / Ilpumecs E
Impurity F / Tlpumecs F

Any unknown individual
impurity / EnsHHuHan
HenaeHTUdMUUpYeMas
npUMech

Total impurities / Cymma
npuMeceit

6 |Related sub_s:tanceg / PoacTBeHHbIE np_ymecu

[Below LOQ (LOQ = 0.0057%) /
| Huxe npeaesia KOJIMYECTBEHHOro
onpenenenus (TTKO = 0.0057 %)

0.02%

Not detected / He oBHapyxeua
Not detected / He o6HapyxeHa
Not detected / ne ofHapyxena

Not detected / He 0OHapyxeHa

Below LOQ (LOQ = 0.0143%) /
Huke nipegena konMuecTseHROTO
onpenenenus ([TKO = 0.0143%)

0.02%

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

NMT 0.20 % / e 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

7 | Uniformity of dusuge unhs /
OAHOPOAHOCTEL J03HPOBAHHA

La

Acceplance value (AVY should be not muie
than 15.0 / INoxa3aTens npuemnemocTH (AV)

Remarks : The Product conforms to ND /
Iprmeuanne: [Tpoaykr cooreTcTBYET TpeGoBaHuaM HIT

Conclusion : APPROVED /
3axuouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: Noor Iposepeno: Santosh Kumar Onobpero: MeHékep / PykoBoanTtenb
Mohammad M_/ Maurya pe Amit Kumar P(V

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2024 Hara: 29.09.2024 JHara: 29.09.2024

Registorsd
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CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJIU3A
Page3 0f4/ C1p. 3 u3 4

Product : Nise tablets 100 mg
INpoayier @ Haiia®, tabnerku 100 mr
Batehi No / : V2401948 Batch Quantity / : 5000000 tablets /
Cepust Ne OGbem cepun 15000000 Tabnerox
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024
AnajiTuueckKrii oTueT Ne JlaTa anaania
Date of Manufacture / : 09/2024 Date of Expiry / = 08/2027
JlaTa npow3BoacTaa I'ogen a0 (Bxa)
Analysis performed according to ND / Ananns mposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wim. 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)

N | Test / TlokazaTens _ Result / Pe ;_\'.:u.l_a'_l_'}_.:__ _. Salbey | Specification / Hopma _'

rnomkeﬂ 6b1TE He Gonee 15,0
8 |Microbial limits* / MukpoGuofiornyeckas ynerora* — 3. ___

|I a) Total acrobic microbial NA ‘| Not more than 1000 CFU/g/ 'i
| count / Obwee uncno He Gonee 1000 KOE/r
| 23pOBHEIX MUKPOOPraHU3MOB
b) Total combined yeasts and NA | Not more than 100 CFU/g / r
| mould count / O6ee yHco He 6onee 100 KOE/r |
. APOXOKEBBIX M TIECHEBLIX
1pubos
¢) E. coli NA Shal! be absent in 1g/ o
i Iomkue oTcyTcTBOBaTh B 1 1°
9 | Assay/KonuuecTBennoe 984 mg/984mr | Not less than 90.0 mg and not more than
onpeaeeHiie 110.0 mg C3HiaN20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3Hj2N20s5S8
(vumecynun) B Tabnerke
10 Fackag_eﬁnaxonka 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
in a carton. / Mo 10 Tabnerox B|carton. / Ilo 10 Tabnetok B IIBX /
IBX/amomuitnesom 6nuctepe. Ilo 3 | amomunnesom Gnuctepe. Ilo 1, 2, 3 uam 10
6nucTepa BMECTe ¢ HHCTPYKLMel Mo | 6IMCTepoB  BMeCTe € MHCTpYKUHel Mo
NPHMEHEHHNIO B NIAYKY KaPTOHHYIO. | [IPHMEHEHHIO B NMAYKY KapTOHHY!1O.
11 | Labeling / Mapkxuposka Complies as prescnbed / According to NU/ _ o

12 |St0rage conditions/

CoorBeTcTBYET TpeGoBaHHAM

| Store protected from light below 25°C / B 3amMmeHHOM OT CBETa MecTe NpH

B cooteercTeuu ¢ H]J

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ilpumeyanue: Ilpoaykr cooTseTcTByeT TpeboBannsm HII 3armwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IToarotoenero: Noor IIposepeno: Santosh Kumar Onobpero: Menemxep / Pykosoairrent
mmad M i .

Mohamma ({2)/ ) aurya ib ) Amit Kumar {B(

Reprint Date / Reprint Date / Reprint Date /

Tara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024

Rewtnered Linee:

-




Dr. Reddy's Laboratories Ltd.
Forraulation Unit-6

®
Dr. Red dy’s Q..... Vill. Kiol, Nalagarh Road, Baddi,

Disll. Salan, H.P, 173 205, 11 DIA
el +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3A
Page4 of 4/ Ctp. 4 us 4

Product : Nise tablets 100 mg
HOpoaykr  : Haifa®, tabrerku 100 mr
BatchNo / 1 V2401948 Batch Quantity / : 5000000 tablets /
Cepstr Ne O6bem cepun 5000000 tabneTox
Analytical Report No / : 890001764990 Date of Analysis / : 29.09.2024 i
AnasmiTHyeckHii oTyer Ne JaTta anajgn3a
Date of Manufacture / £ 09/2024 Date of Expiry / : 08/2027
Jlata npoH3BOACTRA |T'open po (Bra)
Analysis performed according to ND / Ananu3s nposeaes no HJI: 1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot
28.09.2022)

Ne Test / llokaszateas | ~ Result/ Pesyantami ~ Specification / HopM;_
Xpanenune Temneparype ge seiwe 25°C

13 | Shelf life / Cpox roguocT 3 years / 3 rona I

*The manufacturer performs the “Microbiclogical Limits” test at rclease periodically (one test for 20 batches or at least once per
ycar). The test can be absent in the Certificate of Analysis.

* AHaiM3 No nokazatemo «MwukpoGHomoruyeckas YHCTOTa» NPOBOIOWTCA NPOU3BORWTENEM MPH BBIMYCKE TIEPHONHHECKU
(c nuTepBanoOM 0AHO HerbITaHWe Ha 20 cepuil inu He Menee 1 pasa B roa). [lokazarens Moxer ObITh He BrMoYeH B CepThdmkar

aHAnM3a (PUPMLIL, _

API name (JNN) / A®C (MHH): Nimesulide / Humecynuz,

API manufacturer batch number / NMS/14070436, NMS/14070438

Homep cepun nponseoautena APC: .
FP Manufacturer API Batch number/ _ FERA00443 FERA00444

Homep cepun cy6ecranumu npoussoautens I'JIdD:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoauTens APC, crpana: Aaptu Hpar3s Jta., Uuaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeyanue: ITpoaykT cooTBeTcTBYET TpeGoBanuam HJT Bamouennc: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroenexo: Noor ITpoBepeHo; Santosh Kumar Opo6peno: Meremxep / PykoBoauTens
Mohammad m Maurya % Amit Kumar j'\(/

Reprint Date / Reprint Date / Reprint Date / '

Iata: 29.09.2024 Hata: 29.09.2024 Hata: 29.09.2024

i, Telangana, india




