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Product : Nise tablets 100 mg - ml
Mpoaykr : Ha#z®, tabnerku 100 mr
Batch No / 1 V2101952 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Oo6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001557334 Date of Analysis / : 24.11.2021
AHanuTHYecKRii oTueT Ne - JlaTa ananun3za
Date of Manufacture / + OCT.2021 Date of Expiry / : SEP.2024
JlaTa npousBoacTBa I'open ao (BKI)
Analysis performed according to ND / Auanus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No _ Test / lMokazatean _]_ Result / PesyabTaTnl Specification / Hopma

1 |Description / Onncanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBensle ¢ xenToBaTHIM
OTTEHKOM KPYTJIbIE ABOSIKOBBITYKJIBIC TAOJIETKH
C IVIaJIKOH NOBEPXHOCTLIO.

MopxnnHuocTn chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst ynep»kvBaHUst OCHOBHOTO
MdKka Ha  XpPOMaTtorpamme  WCTMbITYEMOro

|
2 |Identification / | Complies / CoorBercrByer The retention time of principal peak in the
|

|
pactBopa AOO/DKHO COOTBETCTBOBATH BPEMCHH
‘ ! YACPKUBAHUSA OCHOBHOI'O nuKa Ha
|
|

XpoMmarorpaMMe  pacTBOpa  CTaHAAPTHOro
| [ o6pazua HUMECYnIa (pazmen

| «KonmuecrsenHoe onpeneneHue»)
3 | Average weight and mass [ 310.4 mg/310.4 mr 310 mg+50%/310mMr£5,0%

l}:lzlf:im:)tyljofffiﬂait:acca Complies / CoorercTByeT | 18/20 tablets —-NMT + 5 % /
AHOPOA 18/20 tabnerok — He Gostee + 5 %

2/20 tablets — NMT + 10 %/
| 2/20 Tabnetok — He 6onee = 10 %

4 Dissolution / PacrBopenne | 92 %, 94 %,75 %, 95 %, 94%, 94 % | Not less than 75 % (Q) of labeled amount of
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHUHANIBHOTO coaepxkanua Ci3H|2N>OsS
(aumecynmmm) uepes 45 MuH.

f =
5 | Water/ Boaa [ 25% Not more than 6.0 % w/w / He Gonee 6,0 %
|
| I
|| | |

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

IIpumeuanue: [Ipoaykr coorsercTBYET TpedoBaHusm HJI 3axiouenue: OJOBPEHO

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

[ToaroroBneHo: [Iposepeno: Onobpeno: Menenxep / PykoBoanTens

Ankit Himesh K&”’;J Rishu Sharma

@ pptt
Print Date / Print Date / Print Date /
Hara: 22.12.2021 Hara: 22.12.2021 Jara: 22.12.2021

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
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Product Nise tablets 100 mg

Ipoaykr Haiiz®, Tabnerku 100 mr

Batch No / : V2101952 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001557334 Date of Analysis / : 24.11.2021
AHasuTUuecKuih oTyetr Ne Jara anaanza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npousBoacTBa Togen po (BKT)

Analysis performed according to ND / Anasnus nposegen no H: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTenn

Result / Pe3y.n_ bTATHI

S})ec_ification / Hopma

6 | Related substances / PoagcTBeHHbie npumecH

Impurity A / Tlpumecs A
Impurity B / ITpumeces B

Impurity F / Tlpumecs F

Any unknown individual
impurity / EnuHuanas
| HenaeHTuduLmpyemas

| npuMech

Total impurities / Cymma
'l npumecei

’ 7| Uniformity of dosage units /
[ | OAHOPOAHOCTH JO3HPOBAHUSI

Less than LOQ (0.0057%)

0.01%
Impurity C / Ilpumecs C Not Detected
Impurity D / TTpumecs D Not Detected
Impurity E / IIpumecs E Not Detected
Not Detected

Less than LOQ (0.0143%)

0.01 %

2.4

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

|NMT 1.5 % / He 6onee 1.5 %

| Acceptance value (AV) should be not more
than 15.0 / Tlokazatens npueMaemoct (AV)

JlosbkeH ObITh He Gonee 15,0

8 | Microbial limits / MukpoGuosiornueckasi Y4HCTOTA

| a) Total aerobic microbial
count / Obuiee yucio
a3pO0HBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O61uee uucio
JIPOOKEBBIX M TUIECHEBBIX
rpubos

<10 CFU/g /
<10 KOE/r

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

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

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

¢) E. coli

Absent /
OTtcyTeTBYET

Shall be absent in 1g/
JlOKHBI OTCYTCTBOBAaTH B 1 T

Remarks : The Product conforms to ND /
Ilpumeuanne: Hpoaykt cootseTcTBYET Tpebopanusam HJ|

Conclusion : APPROVED /
3aknwuenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoByeHo: IIpoeepeno: Onobpeno: Meunemkep / PykoBogutens
Ankit Himesh Kumar l/’; Rishu Sharma

: — - faple?
Print Date / Print Date / Print Date /
Iara: 22.12.2021 Hara: 22.12.2021 Hara: 22,12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Nise tablets 100 mg

Ipoaykr :  Haiis®, Tabnerkn 100 mr

Batch No / : V2101952 Batch Quantity / + 25,00,000 tablets /
Cepusi Ne O6bem cepun 25,00,000 TabneTok
Analytical Report No / : 890001557334 Date of Analysis / : 24.11.2021
AHanuTHyecknid oTueT Ne JlaTa aHanusa

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

Jlata npousBoAcTBa TI'ogen ao (BKT)

Analysis performed according to ND / Ananus nposeger mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

I

Ne Test / Iloka3zaresan [ Result / PesyabTaThbi — Specification/ Hopma
9 |Assay/ KoauuecrBeHHoe [ 100.4 mg / 100.4 mr Not less than 90.0 mg and not more than
omnpeaeseHune 110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3H;2N20s8
(aumMecynun) B Tabnetke
10 |Package/ YnakoBka 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. / Tlo 10 tabnerox B|carton. / Tlo 10 rabnerox B IIBX /
[IBX/amomuHuee om Giuctepe. 1o 3 | amomunanerom 6nucrepe. Ilo 1, 2, 3 naun 10
OnucTepa BMECTE C MHCTPYKUMEH Nno | 6JIMCTepOoB  BMecTe ¢ MHCTPYKUHMeH Mo
[PUMEHEHUIO B MAYKY KAPTOHHYIO. | NPUMEHEHHIO B Na4yKy KapTOHHYIO.
11 | Labeling / MapkupoBKka Complies as prescribed / According to ND / a
CooTBeTCTBYET TpebGOBaHUAM B cooreercTern ¢ HJ|
12 | Storage conditions / Store protected from light below 25°C / B 3almMIGHHOM OT CBeTa MecTe TpH
| XpaHenune Temneparype He Bbiie 25°C
13 | Shelf life / Cpok rognocTn 3 years / 3 ropa o |

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuanne: ITpoaykT coorseTcTByeT TpeboBanusiM HJ 3akuiouenne: ONOBPEHO

Prepared by / Checked by /
[ToaroTtoBieHo: ITpoBepeHo:

Approved by: Manager / Executive /
Opobpeno: Menemxkep / PykoBoautens

N

Ankit Himesh Ku_g_]_u’/:‘ Rishu Sharma 8,
3 S s

Print Date / Print Date /

Print Date /

Hara: 22.12.2021 Hara: 22.12.2021 Hara: 22.12.2021

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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