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Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerku 100 Mr
Batch No / : V2200101 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6BeM cepuu 25,00,000 Tabnetok
Analytical Report No / : 040001508665 Date of Analysis / : 31.01.2022
AHanuTH4ecKHii oTueT No Jara anaaunza
Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024
JlaTa NnpoH3BOACTBA Iogen go (BKJT)

Analysis performed according to ND / Auanns nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /

n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / okasaTtens

Result / PesyabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Complies / CooTBETCTByET

smooth surface.

C r1agKom NMOBEPXHOCTEIO.

Yellowish white round biconvex tablets with
/ Bensle ¢ KeNTOBATHIM
OTTEHKOM KPYIJible IBOSKOBLIIYKIbIE TabIeTKH

2 |Identification /
| IloAJIMHHOCTD

Complies / CooTBeTcTBYET

chromatogram of test solution

The retention time of principal peak in the
should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>xuBaHHS OCHOBHOI'O

NMKa Ha XpOMATOrpaMMe  HCIIBITYEMOTO
pacTBOpa OOMKHO COOTBETCTBOBATH BPEMEHH
YIOEp)KUBaHUA OCHOBHOI'O TTHKa Ha
XpoMaTrorpaMMe  pacTBopa  CTaHOapTHOrO
| obpasua HUMECYIuaa (pazgen

| «KonuuecrseHHOE onpeaeneH I/Ie»)

3 | Average weight and mass
uniformity / Cpexnsis macca
H OHOPOJHOCThL Macehl

310.7 mg/310.7 mr

Complies / CooTBeTCTBYET

[310mg£5.0%/310mr£5,0%

[ 18/20 tablets —NMT = 5 % /
18/20 Tabnerok — He 6onee £ 5 %

| 2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Gonee + 10 %

4 |Dissolution / PacTtBopenne

98 %,99 %, 100%, 97 %, 99%, 97 % iNot less than 75 % (Q) of labeled amount of

C13H)2N205S nimesulide is dissolved in 45

‘ minutes / He Menee 75 % (Q) ot
HomuHansHoro conepkanus Ci3HpN2OsS
(amumecyun) uepes 45 MUH.

5 |Water/ Boaa

24 %

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

Remarks : The Product conforms to ND /

ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zaknouenue: OJOBPEHO

Prepared by / Checked by /
IoarorosneHo:

Pardeep Kumar

Iposepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoaurens

Manoj Kumar v J
ll’}zzf“

Print Date / Print Date / Print Date /
Jara: 31.01.2022 Jlata: 31.01.2022 _ Jata: 31.01.2022
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Product Nise tablets 100 mg
IIpoaykr Haii3®, Tabnerku 100 mMr
Batch No / : V2200101 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnetox
Analytical Report No / : 040001508665 Date of Analysis / : 31.01.2022
AHaJuTHYeCKHH oT4eT No JlaTa ananu3a
Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024
JlaTa npoH3BOACTBA T'oxen mo (BxuT)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

7 | Uniformity of dosage units /
OIHOPOAHOCTH JO3UPOBAHHS

| Ne Test / IlokazaTeas i Result / i’eaym;ran,l | Specification / Hopma
6 | Related substances / PoacTBenHble npuMecu o B

Impurity A / Ilpumecs A 1 0.01% NMT 0.20 % / He 6onee 0,20 %

. (1]
Impurity B / Ilpumecs B | 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C | Not Detected NMT 0.20 % / He 6omee 0,20 %

1

Impurity D / Ipumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6osee 0,20 %
Impurity F / [Tpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / ExuHu4Has '
HeuaeHTUGHLIMpPYEMas
TIPUMECH
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumecei

1.9 Acceptance value (AV) should be not more

than 15.0 / Ilokasartens npremieMocts (AV)
nokeH OpITh He 6onee 15,0

8 Microbial limits / Mukpo6uoiornyeckas Y4McTOTA

count / Obiee yncio

a) Total aerobic microbial

| a3p0o6HBIX MUKPOOPTaHH3MOB

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

Not more than 1000 CFU/g /
He 60see 1000 KOE/r

rpubos

b) Total combined yeasts and
mould count / O61uee uucno
IPOXOKEBBIX U TUIECHEBBIX

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

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

¢) E. coli

Absent /
OtcytcrBYET

Shall be absent in 1g /
JIOIKHB! OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
Ipumeyanue: [TpoaykT cooTBeTcTBYET Tpebosanuam HJJ

Conclusion : APPROVED / i
3axrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroneHo: [IpoBepeno: Himesh Kumar Onobpeno: Menemkep / Pykosoaurenb
Pardeep Kumar — Manoj Kumar - ﬂ

, (hpsatil

\‘_‘/__/
Print Date / Print Date / Print Date /
Hara: 31.01.2022 | Hara: 31.01.2022 Hata: 31.01.2022
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Product : Nise tablets 100 mg

Npoayxr  : Haits®, Tabnerku 100 mr

Batch No / : V2200101 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne Oo0nem cepun 25,00,000 TabaeTtok
Analytical Report No / : 040001508665 Date of Analysis / : 31.01.2022
AHaJuTHYeCKHii oTyeT No JlaTta aHann3a

Date of Manufacture / : JAN.2022 Date of Expiry / : DEC.2024

JaTa npou3BOACTBA Toaen go (BKIT)

Analysis performed according to ND / Anaau3s nposexen no HJI: ITN012824/03-140119 {amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

L Ne ~ Test/ Ilokasarens Result / PesysibTaThl Specification / Hopma
9 | Assay/KoanuecrBenHoe 99.4 mg/99.4 Mr Not less than 90.0 mg and not more than
onpe/esieHne 110.0 mg C;3H)2N-OsS Nimesulide in tablet /

Or 90,0mr gmo 110,0mMr Cyi3HipN-OsS
(uumecynun) B Tabnerke

10 |Package/ YmakoBka 10 tablets in PVC/aluminum blister. 2 | 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. / Ilo 10 Ttabnerokx B|carton. / Ilo 10 Tabmerox B TIBX /
IBX/amoMuuues om 6nucrepe. Ilo 2 | amomunnerom Gauctepe. o 1, 2, 3 wmm 10
6ucTepa BMeCTe C MHCTPYKLMeH No | 6IUCTEpOB  BMECTE € MHCTPYKUHER 1o

MPUMEHEHHUIO B MA4YKy KAPTOHHYIO. | MPMMEHEHHUIO B MAYKy KapTOHHYIO. |
11 Labeling_/ MapkupoBKa Complies as prescribed / According to ND / l
CoOTBeTCTBYET TpeOHOBaHUAM B cooteercTBuu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3AINMILEHHOM OT CBETA MecTe INpH :
| Xpaneunne Temnepatype He Bbie 25°C

13 | Shelf life / Cpok rogHocTH 3 years / 3 roga |
- |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IHpumeuanne: [TponykT coorBeTcTBYET TpebosanusM HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonroroBieHo: ITporepeno: Himesh Kumar Onobpeno: Menemxep / PykosoauTens
Pardeep Kumar 1(/ d—_’_’_) Manoj Kumar ; .(}

- ==
Print Date / Print Date / Print Date /
Jara: 31.01.2022 Jara: 31.01.2022 Hara: 31.01.2022
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