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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page10of3/Crp.1u33

Product : Nise tablets 100 mg
Mpoayry 1 Haiis®, tabnerkn 100 mr
Batch No / 1 V2202403 Batch Quantity / 1 25,00,000 tablets /
Cepusi No O6bem cepun 25,00,000 Tabaetok
Analytical Report No / : 040001696762 Date of Analysis / : 28.11.2022
AHanuTvueckuii oTyer No Mara aHanu3a
Date of Manufacture / : OCT.2022 Date of Expiry / ¢ SEP. 2025
Aara nponssoicrea Toaen xo (Bxut)
Analysis performed according to ND / Anaans nposeaen mo HJI: [1 NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
usMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IokasaTenn ' Result / PesyabTaTsl ' Specification / Hopma

1 | Description / Ouucanue Complies / CootBetcTByET Yellowish white round biconvex tablets with
smooth surface. / Benele c xemroBaTbiM
OTTEHKOM KPYTJIbIE JBOSKOBBINTYKIIbIE TAONETKH
C IMIaJKOI MOBEPXHOCTHIO.

2 |Identification / Complies / CooteerctByeT The retention time of principal peak in the
IMoannuHOCTHL |chromatogram  of test solution should
| correspond to retention time of principal peak in
Nimesulide standard solution chromatogram |
under Assay / Bpems yaep>kvBaHHA OCHOBHOTO
MHKa Ha  XPOMAaTOTPaMME  MCIIBITYEMOTO
pacTBopa JOMKHO COOTBETCTBOBATH BPEMEHHU
yICpKUBAHHUA OCHOBHOTO MHUKa Ha
XpOMarorpaMMe  pacTBOpa  CTaHOapTHOIO
obpasua HUMeCyJIuaa (paznen

«KonuyecrBeHHOE onpe,ueneHHe»)
|

3 | Average weight and mass 309.0 mg/ 309.0 mr 310 mg+5.0% /310 mr+5,0 %

El:)lf(::;)m:)tyﬂ/o(c:‘:):iﬂasg;::acca Complies / CootBercrByeT 18/20 tablets — NMT + 5 %/
|1 oaHopox 18/20 Tabnerok — ne Gonee = 5 %

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

4 | Dissolution / PacTBopenue 95%, 92%, 93%, 93%, 93%, 94% | Not less than 75 % (Q) of labeled amount of
C13H2N>058 Nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHUHaJIBHOTO conepxanus Ci3H|2N>OsS
(HumMecynun) uepes 45 MuH.

5 | Water / Boga 26% Not more than 6.0 % w/w / He Gonee 6,0 % |
Remarks: The Product conforms to ND / Conclusion: APPROVED /
ITpumeyanne: INpoaykT cootBeTcTBYET Tpebopanuam HJ| 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosnexo: Ramakan{ﬁ [Ipoepero: Himesh Kumar Onobpeno: Menemxkep / Pykoonutens
W e Amit Kumar A R
QWQ/ gl
Print Date / Print Date / Print Date /
Hata: 28.11.2022 Hara: : 28.11.2022 Hata : 28.11.2022
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A
Page20f3/Crp.2u33

Product : Nise tablets 100 mg |
Mpoaykr  : Haiiz®, tabnerku 100 mr
Batch No / : V2202403 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne Obbem cepuu 25,00,000 radnerok
Analytical Report No / : 040001696762 Date of Analysis / : 28.11.2022
AHanuTHYECKHH oTUeT Ne Hlara anaansa
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025
Marta npoussoacTsa TIoaen o (Bk)
Analysis performed according to ND / Ananus nposenen no HJ: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTens Result / PesyabTaThr | Specification / Hopma N
6 | Related substances / PoxcTeeHuble npumecn .
g | [y = 20 9
Impurity A / Ilpumecs A Less than LOQ (LOQ: 0.0057%) |NMT 0.20 % / He 6onee 0,20 % .
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecn C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITlpumecs D Below limit of detection (LOD: NMT 0.20 % / He 6onee 0,20 %
0.0049%
Tmpurity E / Tlpumecs E ") NMT 0.20 % / He 6onee 0,20 %
Not Detected
Impurity F / Ilpumecs F ot Beteoted NMT 0.20 % / He 6onee 0,20 %
(8] ctecte
- .. 0, 0,
Any upknown individual Less than LOQ (LOQ: 0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EqunuuHas

HEHAEHTHDHLMpYeMast
NpHMeECH
Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %
ripumecei
7 | Uniformity of dosage units / 1.6 "'Acceptance value (AV) should be not more
OaHOpogHOCTE AO3UPOBAHUS than 15.0 / ITokasarens npuemnemocty (AV)

IoykeH ObITh He Gojiee 15,0

8  |[Microbial limits / Mukpodnojornyeckas YucToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obuiee ymcio Menee 10 KOE/r He 6onee 1000 KOE/r
| a3pO6HBlX MHUKPOOpPraHNIMoB
Remarks: The Product conforms to ND / Conclusion: APPROVED /
ITpumeyanue: IIpoaykt coorBercTByeT TpeGosanusam HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: Ramakant [Tposepeno: Himesh Kumar Ono6peno: Menemiep / PykosoguTens
~\ Amit Kumar .
/ C o p \\-;,-""_F

Print Date / Print Date / Print Date / )
Hata: 28.11.2022 Hata: : 28.11.2022 Hata : 28.11.2022
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page3of3/Crp.3m33

Product : Nise tablets 100 mg
Mpoayki : Hans®, tadnerku 100 mr
Batch No / 1 V2202403 Batch Quantity / + 25,00,000 tablets /
Cepus Ne ObLem cepun 25,00,000 TabneTox
Analytical Report No / : 040001696762 Date of Analysis / 1 28.11.2022
AHaNHTHYeCKHI oTueT Ne JlaTa ananuza
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP. 2025
HaTa npomBojcraa ITonen no (BKu1)
Analysis performed according to ND / Anasnu3s nposeges no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. No 1 ot 08.06.2020), amend Ne 2 from 10.08.2020 / uam. No 2 ot 10.08.2020)

N Test / TlokazaTeas ' Result / PesyabraTsl Specification / Hopma
b) Total combined yeasts and | Less than 10 CFU/g / Not more than 100 CFU/g / -
mould count / Obuee umcno Menee 10 KOE/r He 6onee 100 KOE/r
JPOAOKEBBIX U IIIECHEBBIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcrByer JosmkHbl OTCYTCTBOBaThL B 1 T
9 | Assay/ KoxnuecrBennoe 99.5 mg/99.5 mr Not less than 90.0 mg and not more than
| onpegenenne 110.0 mg Ci3H)>N>OsS Nimesulide in tablet /
Or 90,0 Mr ao 110,0 Mr C]3H|:N305S |

| | (HMMecy M) B TaGneTke

10 |Package/ Ynakoska 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. / Io 10 Tabnerox B|carton. / Ilo 10 Tabmerok & TIBX /
[BX/amomuHues om 6nuctepe. o 2 | amoMHHHEBOM 6aucrepe. Ilo 1, 2, 3 nnu 10
BrucTepa BMeCTe ¢ MHCTpYKUMEHt mo | GnucTepoB  BMecTe ¢ MHCTPYKLHMeEd 1o
NPUMEHEHHIO B MAUKy KAPTOHHYIO. | MPUMEHEHHIO B [A4Ky KApTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cooreercTBum ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B samuiwenHoM OT cBeTa MecTe npu |
XpaHeHue TeMreparype He Bhliiie 25°C

13 | Shelf life / CFOK TOAHOCTH 3 years/ 3 roga

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

Ipumeuanne: ITpoaykT coorBercTBYeT TpeboBanusam HJI 3aknwyenune: OJJOBPEHO

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

[loaroroeneno: Ramakant ITposepero: Himesh Kumar Onobpeno: Menemxkep / Pykosoaurens
M t}} — \ — Amit Kumar P‘V

Print Date / ‘ Print Date / Print Date / )

Hara: 28.11.2022 Hara: : 28.11.2022 Hara : 28.11.2022
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