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Product : Nise tablets 100 mg

IlpoaykT : Haita®, Tabnerku 100 mr

Batch No / 1 V2101611 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Obbem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001548090 Date of Analysis / : 30.09.2021
AHanuTHUYecKU#l oTyeT Ne JlaTa ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2024

Jata nponsBoacTBa TI'ogen ao (Bxn)

Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 /
n3M. Ne [ ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTens Result / PesynbTaThl | Specification / Hopma

1 |Description / Onncanue Complies / CooTBeTcTBYyET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XeAToBaTHIM
OTTEHKOM KpYTAbI€ IBOSIKOBBINYKJIbIE TabMeTKu
C [NIaIKOH MIOBEPXHOCTHIO.

|
2 |Identification / Complies / CoorBercTByeT | The retention time of principal peak in the|
IlognunHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>kHBaHMS OCHOBHOTO
MMka Ha  XpOMaTrorpaMMe  HCIBITYEMOTO
pacTBopa AO/DKHO COOTBETCTBOBATH BPEMEHU

yIOEpKUBAHUS OCHOBHOTO nHKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAAPTHOrO
obpazua HHMeCyNuna (pazpmen

«KonuyecrBeHHoe onpeneneHne»)

3 | Average weight and mass 310.0 mg/310.0 mr 310 mg 5.0 % /310 mr+ 5,0 %.

l;ri)lf:l;)m:)tyﬂ/off:ilnaszzacca Complies / CootsercTBYET 18/20 tablets - NMT + 5 % /
Atopon 18/20 Tabnetok — He Gonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnetrok — He Goyee = 10 %

4 | Dissolution / PacTBopenue 97 %, 99 %, 97 %, 96 %, 98 %, Not less than 75 % (Q) of labeled amount of
98 % Ci13H12N>Os5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmHHaneHOTro coaepxanust Ci3H;2N-OsS
(aMmecynun) yepes 45 MuUH.

5 Water / Boga ' 33 % Not more than 6.0 % w/w / He 6onee 6,_0 %
| =
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusM HJT 3akaiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: [IposepeHo: Onobpeno: Menenxep / PykoBoautens
Pardeep Kumar )1[,. Himesh Kurr—lilr’ﬂl/—_____ Pawan Kumar 0
s == = ‘ /_,\ - P
Print Date / Print Date / Print Date /
Hara: 30.09.2021 Hata: 30.09.2021 Hara: 30.09.2021
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Product Nise tablets 100 mg

poaykr Haiiz®, tabnerki 100 mr

Batch No / : V2101611 Batch Quantity / : 25,00,000 tablets /
Cepus No Odbem cepun 25,00,000 TabaeTok
Analytical Report No / : 890001548090 Date of Analysis / : 30.09.2021
AHaNUTHYECKHH 0TueT No Jlara asanuza

Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024

JaTa mpou3BOACTBA TI'ogen ao (BK1)

Analysis performed according to ND / Ananus nposexen no HJI: [1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
msm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No | Test / Ilokxasarenn | Result / Pe3yabTaThl | Specification / Hopma
6 | Related substances / PoacTBeHHbIe IpuMecH

Impurity A / Ilpumece A

1) [+)
Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %

Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / TIpumece D Not Detected ' NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / TTpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

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

] . Less than LOQ (0.0143%)
impurity / EnpuHu4Has

HeuIeHTHduLUpyemas
MpUMech
Total impurities / Cymma 0.02 % NMT 1.5 % / He Gonee 1,5 %
rpuMecen
i 7 | Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more

than 15.0 / ITokazaTens npuemnemocth (AV)

| OAHOPOAHOCTh J03MPOBAHUS

NOMKeH 6ITh He Honee 15,0

| Microbial limits / MukpoGuoaoru4eckass Y4ucTOTa

a) Total aerobic microbial
count / O61ee yucio
a3pOOHBIX MHKPOOPTaHH3MOB

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

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

b) Total combined yeasts and
mould count / O61ee yucno

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

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

JIPOMOKEBBIX M TIECHEBBIX
rpuboB

Shall be absent in 1g/
JIo/KHBI OTCYTCTBOBaTH B 1 T
|

¢) E. coli Absentin 1g/

OTtcytcTByeT B 1T

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Remarks : The Product conforms to ND /
ITpumeuanue: [Tponykt cooTBeTcTBYET Tpebosanusm HJT
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosiexo: IIposepeno: Onobpeno: Menemxep / PykoBoauTesb
Pardeep Kumar Z Himesh Kuw Pawan Kumar p

Print Date / Print Date /
Jata: 30.09.2021 Jara: 30.09.2021
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Product Nise tablets 100 mg

Mpoaykr Haii3®, tadnerku 100 mr

Batch No / : V2101611 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Ob6bem cepum 25,00,000 Tadnerok
Analytical Report No / : 890001548090 Date of Analysis / : 30.09.2021
AHaJuTHYeCcKUil oTueT Ne Jlara aHanu3sa

Date of Manufacture / ¢ Sep.2021 Date of Expiry / : Aug.2024

JlaTa npousBoacTBA I'ogen g0 (BKIT)

Analysis performed according to ND / Anaan3 nposexen no HJI: T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Specification / Hopma__

| Ne Test / IlokazaTean Result / PesyabTaThl B !
9 | Assay/ Koanuyecreennoe 98.9 mg/98.9 mr |Not less than 90.0 mg and not more than
onpeaeseHue 110.0 mg Ci3H(-N»OsS Nimesulide in tablet /

Or 90,0mr gmo 110,0wmr
(unmecynun) B TadaeTke

Ci3H2N2OsS

10 |Package/ Ynakoska

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IBX/antomunues oM Gnucrepe. ITo 2

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
amomuHuerom Gamcrepe. Ilo 1, 2, 3 uau 10

6nucTepa BMECTE C MHCTPYKLMelt 1o | 61IHMCTepoB  BMECTe € WHCTPYKUMEH 0
TIPUMEHEHHIO B Na4Ky KapTOHHYIO. | IPUMEHEHHIO B NIAYKy KapTOHHYIO.
11 |Labeling/ MapxupoBKka Complies as prescribed / According to ND /

CooTeeTcTBYET TpeOOBaAHUAM

B coorsercTBin ¢ HJJ

12 | Storage conditions / B
) XpaHenue

Store protected from light below 25°C / B 3amMiieHHOM OT CBETa MeCTe IpH

Temrieparype He Boiie 25°C

Shelf life / Cpok roanocTn

3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [1pogykT cooTBeTCTBYeT TpedboBanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
tloarorosnexo: X [IposepeHo: Onobpeno: MeHemxkep / PykosoauTens
Pardeep Kumar I, Himesh Kumar == Pawan Kumar
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