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CEPTHOHUKAT AHAJIU3A
Page10f4/Crp.1uz 4

Product : Nise tablets 100 mg
Ilpoaykr  : Haiis®, tabnerkn 100 mMr
Batch No / 1 V2202565 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nbem cepuu 5000000Tabnerok
Analytical Report No / : 890001634523 Date of Analysis / : 19.12.2022
AHanauTHYecKHI oTueT Ne JlaTa aHanusa
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
Jarta nponsBoiacTea T'open po (BxJ)
Analysis performed according to ND / Anasnns nposeaen mo HI: 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, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

N | Test / Ilokasarteb Result / PesynbTaThi | Specification /H—opma )

1 |Description/ Onuncaunne Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Bejble ¢ KeITOBAaTHIM
OTTEHKOM KpYTJIble JBOAKOBBINMYKIbIE TaONETKU
C TAagKoM MOBEPXHOCTHIO.

2 | Identification /
IMognuHHOCTL

Complies / CooTBercrByer

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 yoep>KUBaHHS OCHOBHOIO
MHKa Ha  XpPOMAaTOrpaMMe  HCIIBLITYEMOTO |
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHHU

YIePKUBAHUS OCHOBHOTO MHKa Ha
XpoMaTtorpaMme  pacTBopa  CTAHJapPTHOTrO
obpasznua HUMecCYyJHIa (pazmen

«KonndecTBeHHOE OnpeaeneHue»)

3 |Average weight and mass 308.8 mg/308.8 mr
uniformity / Cpeausa macca
H OAHOPOIHOCTH MAaCChl

310mg+5.0%/310Mr+50%

18/20 tablets —NMT = 5 % /
18/20 tabnetok — He Goyee = 5 %

2/20 tablets —NMT + 10 % /
2/20 tabnerok — He 6ostee + 10 %

4 |Dissolution / PacTBopenue 99 %, 99 %, 96 %, 97 %, 97 %,

98 %,

Not less than 75 % (Q) of labeled amount of
C13H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

HOMHHaJIEHOTO coaepakanusa Ci3H|2N>OsS
| (HuMecynnn) yepes 45 MUH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumenanne: [Ipoaykt coorBeTcTBYET Tpebosatusm HJT 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno:Naresh ITposepeno:Himesh kumar Opobpeno: Menemxep / Pykopoaurenb
Kumar 6/ Manoj Kumar ‘ (
Reprint Date /19.12.2022 Reprint Date /19.12.2022 Reprint Date /19.12.2022

Hara: Hara: Jara:
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CEPTUOUKAT AHAJIN3A )
Page 2 of 4 /Crp. 2 n3 4
[Product Nise tablets 100 mg
Iponyxr Haiiz®, tabnerku 100 mr
Batch No / 1 V2202565 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepuu 5000000Tabnerok
Analytical Report No / : 890001634523 Date of Analysis / : 19.12.2022
AHasmTHYeCcKHIi oTUeT Ne Jara anannza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JlaTta npon3BoAcTBa TI'oaen po (BKJI)
Analysis performed according to ND / Auanus nposeaen mo HJI: T N012824/03-140119 {(amend Ne 1 from 08.06.2020 /
mzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
| Ne Test / Ilokazarens Result / PesyabTaThi Specification / Hopma
5 Water / Boaa 2.3% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacrBennble npuM;.cu - -
Impurity A / ITpumecs A | Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hinxe npenena o6Hapyskenus (I1O
‘ =0.0019 %)
Impurity B / Ilpumecs B 0.02 % NMT 0.20 % / He 6onee 0,20 %
. Not detected / He obHapyxeHa
Impurity C/ ITpumecs C | NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tpumecs D | Below LOD (LOD = 0.0049 %)/ | NMT 0.20 % / He Gonee 0,20 %
Hmxe npenena o6Hapyxenus (ITO
=0.0049 %)
Impurity E / ITpumecs E Not detected / He oGHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not detected / ne o6napysxena NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
l impurity / EnvHnunas '
| HeunAeHTUOHLIHpYyemast
[ | IpUMECh
|
Total impurities / Cymma 0.04 % NMT 1.5 % / He Gonee 1,5 %
npuMecei
7 | Uniformity of dosage units / 1.5 Acceptance value (AV) should be not more
OIHOpPOAHOCTE AO3UPOBAHUS than 15.0 / TokazaTens npueMaeMocT (AV)
JoJiKeH OvITh He Oonee 15,0
| 8 |Microbial limits* / MuxkpoOuoJoruyeckas 4ucrora* 1

Remarks : The Product conforms to ND /
I pumeuanne: IIponykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by /
ITonrorosneno:Naresh Iporepeno:Himesh kumar
Kumar

i

.! F o

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

Manoj Kumar

Reprint Date /19.12.2022
Hara:

Reprint Date /19.12.2022
Hara:

Reprint Date /19.12.2022
Hara:

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
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CEPTUOHUKAT AHAJIU3A

Page3of4/Crp.3 uz 4

a) Total aerobic microbial
count / Obmee uucno
a3pOOHBIX MUKPOOPraHU3MOB

Not Applicable

Product Nise tablets 100 mg
Mpoaykr Haiiz®, Tabnaerku 100 mr
Batch No / 1 V2202565 Batch Quantity / : 5000000 tablets /
|Cepun Ne O61em cepun 5000000tabneTox
Analytical Report No / : 890001634523 Date of Analysis / : 19.12.2022
AHanuTHYecKUi oTueT Ne JlaTa aHanu3a
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
Jara npousBoACTBA T'open go (BrJI)
Analysis performed according to ND / Ananu3s nposeaen no HJI; T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 ot
28.09.2022)

Ne Test / HokasaTean Result / PesyasTaThl - Specification / Hopma

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

b) Total combined yeasts and
| mould count / O61ee yucio
| APOMOKEBBIX W IIECHEBBIX

rpubos

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c)E.coli

Not Applicable

Shall be absent in 1g/
JoykHBI OTCYyTCTBOBATh B 1 T

9 | Assay/ KosunuyectBeHHOe
onpeaeneHue

99.6 mg/99.6 mr

10 |Package/YnakoBka

11 miatﬁng / M?pxupo%

12 | Storage conditions /
XpaHenue

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnetok B
[BX/amomunuerom Gnucrepe. 1o 3
OmucTepa BMeCTe ¢ MHCTPYKLMEH 110
MPUMEHEHHIO B NMayKy KapTOHHYI).

Not less than 90.0 mg and not more than
110.0 mg C3H;2N-OsS Nimesulide in tablet /
Or 90,0 Mr Ao 110,0 MrI C13H|2N305S
(aumecynun) B Tabnerxe |

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a|
carton. / Ilo 10 Tabmerok B IIBX /
amomMuHuesom Onuctepe. ITo 1, 2, 3 uan 10
OIMcTepoB  BMecTe C€  WHCTpYKLMeH 1o
NPUMEHEHHUIO B [TaYKy KapTOHHYIO.

| Complies as prescribed /

CooteercTByeT TpeOOBaHUAM

Store protected from light below 25°C / B 3alUMIIEHHOM OT CBETa MeCTe INpH

TeMmnepartype He Boilie 25°C

13 | Shelf life / Cpok rognoctu

3 years/ 3 roga

According to ND /
B coorsercrenu ¢ HJ1

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND /
IIpumeuanne: [Iponykt coorBeTcTBYeT TpeGoBanusM HJL

Conclusion : APPROVED /
3axaroyenue: OJIOBPEHO

Prepared by /
[Moarorosneno:Naresh

K :
umar @§

Checked by /
ITpoBepeno:Himesh kumar

e
-

N

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

sl

Reprint Date /19.12.2022
JarTa:

Reprint Date /19.12.2022
Jara:

Reprint Date /19.12.2022
Jlata:

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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www.drreddys.com
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CEPTUOUKAT AHAJIN3A
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Product : Nise tablets 100 mg
Ipoaykt  : Hait3®, rabnetku 100 Mr
Batch No / 1 V2202565 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000tabnerox
Analytical Report No / : 890001634523 Date of Analysis / : 19.12.2022
AHanauTHYecKUH oTueT No JlaTa ananuza
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
JaTta npousBoacTBa T'oaen po (BrJI)
Analysis performed according to ND / Ananus nposexen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwm. 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 / u3am. Ne 3 ot
28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* Apanuz no mnokaszaremo «Mukpoduonoruyeckas UHMCTOTa» IPOBOAMTCSA MPOM3BOAMTEIEM TIPU BBIIYCKE TIEPHOAHYECKH
(¢ unTepBanoM onHo ucnbitaHue Ha 20 cepuil wimu He meHee 1 pasa B ron). I[lokazarens MoxeT O6bITh He BKIOYeH B CepTHdukar

aHau3a GUPMBEL.

Ipumeuanne: [Tpogykr

Remarks : The Product conforms to ND /

cooTBeTCcTBYET TpeboBaHusmM HJL

Conclusion

: APPROVED/
3axmouenue: OJIOGPEHO

Prepared by /
IMogrorosneno:Naresh

Kumar C
Ne
/

Checked by /
ITposepeno:Himesh kumar

Approved by: Manager / Executive /
Onobpeno: Menenxep / Pykosoautens

Manoj Kumar - é“
(ot

Reprint Date /19.12.2022
Hara:

Reprint Date /19.12.2022
Jara:

Hara:

Reprint Date /19.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



