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Product : Nise tablets 100 mg
IMpoaykrt + Haiiz®, tabnetku 100 Mr

IIaTa NMpou3BOACTBA

Batch No / 1 V2200492 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06Bem cepnun 25,00,000 Ttabnetox
Analytical Report No / : 890001579795 Date of Analysis / : 21.03.2022
AHaguTHYecKHii oTueT Ne Jara ananusza

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Tonen mo (Bxu)

Analysis performed according to ND / Anajus npogeten mo HJI: [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 / uzm. Ne 2 or 10.08.2020)

_Ne Test / IlokazaTean Result / Pe3yasTaTsl | Specification / Hopma o |
1 |Description/ Onncanue Complies / CoorBeTcTByET Yellowish white round biconvex tablets with

smooth surface. / Benpie ¢ KENTOBaTHIM
OTTEHKOM KpYTJIble ABOSKOBBIMYKIIbIE Ta0NIETKH
C IVIAJIKOM [OBEPXHOCTHIO.

uniformity / Cpeansis macca
H 0IHOPOAHOCTL MACCHI

Complies / COOTBCT(_:TByCT The retention time of principal peak in the

2 |Identification /
MopnunHOCTH
3 |Average wjeigﬁ and mass C309.1 mg / 309.1 Mr

Complies / CooTBETCTBYET 18/20 tablets —NMT + 5 % /

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMms yaep»KHBaHHSI OCHOBHOTO
MKa Ha XpOMarorpaMMe HCIIBITYEMOTO
pacTBOpa J0/KHO COOTBETCTBOBAThH BPEMEHU

yIepKUBAHUS OCHOBHOTIO MUKa Ha
XpOMaTorpaMme  pacTBopa  CTAHOapTHOTO
obpasua HUMECYIHIA (pazzen

«KonuyecTBeHHOE OMpeAeTIeHHE)

310 mg+5.0% /310 mr£+5,0 %

18/20 Ttabnetok —He 6onee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6osiee = 10 %

4 | Dissolution / PacTBopeHnue 99 %, 97 %, 96%, 100%, 98%, 96 % | Not less than 75 % (Q) of labeled amount of

C13H2N>0sS nimesulide is dissolved in 45
minutes / He meuee 75 % (Q) ot
HOMHUHanbHOro cojepxanusa Ci3Hj2N20sS
(aumMecynun) uepes 45 MUH.

5 Water / Boaa 29%

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

Remarks : The Product conforms to ND /
Ipumeyanne: IIponykt cooTBercTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by /

IToarorosieHo: < [Tporepeno: Himesh Kumar

Pardeep Kumar J
T

- <

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

Manoj Kumar M

Print Date / Print Date /
Hata: 21.03.2022 Hara: 21.03.2022

Print Date /
Jara: 21.03.2022

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:

CIN: L85195AP1984PLC004507
www.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSI§t Solan, H-P, 1

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

Vill. Khol, Nalagarh Road, Baddi,
73 205, INDIA

CEPTU®HNKAT AHAJIN3AE! : +91 98166 56001-02
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Product : Nise tablets 100 mg

Ipoaykr  : Haiis®, tabnerku 100 Mr

Batch No / 1 V2200492 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001579795 Date of Analysis / : 21.03.2022
AHaTuTHYECKHii oTUeT No JlaTa aHau3a

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npou3BoaCTBa I'ogen o (Bx)

Analysis performed according to ND / Ananus nposegen no HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

i Specification /_Hop@ -

[NMT 0.20 % / He 6onee 0,20 %
|NMT 0.20 % / He 6osnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6ornee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

- Ne ~ Test/ IToxasaTean B | Result / Pe3yana'r1>l

6 |Related substances / PoancTBeHHBIE IPUMeCH
Impurity A / llpumecs A Not Detected
Impurity B / IIpumecs B 0.01%
Impurity C / Ilpumece C Not Detected
Impurity D / IIpumecs D Not Detected
Impurity E / ITpumecs E Not Detected
Impurity F / Ilpumecs F Not Detected
Any upknown individual 0.01%
impurity / EquHHYHas
HeWAeHTHOULMpYeMas
NpHMech
Total impurities / Cymma 0.01 %
npuMeceit

7 | Uniformity of dosage units / 4.8

O)lHOpOI[HOCTb AO3HpOBAHUSA

8 Microbial limits / Muxpo6uonoruyeckasi 4McToTa

Acceptance value (AV) should be not more
than 15.0 / INokazatens npuemnemoctu (AV)
nomken OpiTh He 6onee 15,0

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / Obmee yrcno Menee 10 KOE/r He 6onee 1000 KOE/r

a3po6HBIX MMKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O6mmee yucno Menee 10 KOE/r | He 6onee 100 KOE/r

JAPOAOKEBBIX M MIIECHEBBIX

rpuboB

¢) E. coli Absent / Shall be absent in 1g/
OrcyTcTBYyeT JIOMKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
Ipnmeuanne: Ilpoayxt cootBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by /
IToarorosneHo: J;{I/_ IIposepeno: Himesh Kumar

Pardeep Kumar QL’f—A—‘
—

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

Manoj Kumar ;)g

Print Date / Print Date /
JlaTa: 21.03.2022 Jara: 21.03.2022

Print Date /
Jara: 21.03.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALY$¥§t- Solan, H.

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

Vill. Khol, Nalagarh Road, Baddi,
P., 173 205, INDIA
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Product Nise tablets 100 mg

IpoaykTr Haiiz®, Tabnetku 100 mr

Batch No / 1 V2200492 Batch Quantity / : 25,00,000 tablets /
Cepus No Oo6bem cepun 25,00,000 tabnetok
Analytical Report No / : 890001579795 Date of Analysis / : 21.03.2022
AnanuTHyecknii oTuer Ne JlaTra ananu3sa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JlaTa npou3BOACTBA Togen go (BKT)

Analysis performed according to ND / Anaans nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzM. Ne 2 ot 10.08.2020)

Ne | Test / IlokazaTenn
9 | Assay / KoauuecTseHnHoe
onpegeneHune

] Result / Pe3yabTaThl

Specification / Hop@

100.6 mg / 100.6 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3Hi2N-OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr C;3H2N.OsS
(nvmMecynun) B Tabnerke

10 |Package/ YnakoBka

| 10 tablets in PVC/aluminum blister. 3
| blisters and patient information leaflet
[in a carton. / ITo 10 Tabnerok B
IHBX/aJ'I}OMP[HI/IeB om 6nucrepe. Ilo 3

6iMcTepa BMECTe C HHCTPYKLMEH MO

|
NPHUMEHEHMIO B MAUKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
amomunueBom Onucrepe. [To 1, 2, 3 umu 10
ONUCTEpOB  BMeCTE €  HHCTPYKLMEH 1o
MPUMEHEHHIO B AYKY KapTOHHYIO.

11 |Labeling / Mapkupoeka

Complies as prescribed /
CootsercTByeT TpeOOBaHHUAM

According to ND /
B cootsercreuu ¢ HJ1

Storage conditions /
XpaHeHue

12

| Store protected from light below 25°C / B 3amuimeHHOM OT CBETa MeCTe MNpH

| remnepartype He Beime 25°C

13 | Shelf life / Cpok roanoctu

3 years/ 3 roma

Remarks : The Product conforms to ND /
Ipumeuanue: [IpogyKT cooTBETCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
Zakarouyenue: OJOBPEHO

Prepared by /
[ToaroroslieHo:
Pardeep Kumar 2

Checked by /
[Iporepero: Himesh Kumar

S B

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

Manoj Kumar E’Z/ﬂ/

Print Date /
Hara: 21.03.2022

Print Date /
Hata: 21.03.2022

Print Date /
JHata: 21.03.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




