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Produ ct : Nise tablets 100 mg
Ipomy Kt : Haiiz®, tabnerku 100 mr
Batch MNo/ V2101823 Batch Quantity / : 25,00,000 tablets /
Cepusg N O6nem cepun 25,00,000 Tabnetok
Analytical Report No / : 890001552652 Date of Analysis / ¢ 28.10.2021
AHaxvThyecKHii oTuer Neo JlaTa aHanu3a
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JNara rdponzBoacrea {Togen ao (Br)
Analysis performed according to ND / Auanus nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N E_ _ Test/ IMokasaTesib _ Result/ PesyabtaThi [ Specification / Hopma
1 Description / Onucanne Complies / CooTBercTBYET Yellowish white round biconvex tablets with |
smooth surface. / Bensle ¢ XenToBaThiM
OTTEHKOM KpYTJIbIEe ABOSKOBBIIYKIIBIE TaONETKH
C rnafgKoif NMoBepXHOCTHIO.

2 Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IognuunocTs chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>xuBanusi OCHOBHOrO
NMMKa Ha  XpOMaTorpaMMe  HCIBITYEMOTO
pacTBOpa HOJDKHO COOTBETCTBOBATH BPEMEHU

YAEPXKUBaHUSA OCHOBHOTO NHKa Ha
XpoMmaTorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpazua HUMECYNHUIa (pazzen

«KonuyecTsennoe onpeueneﬂne»)

3 | Average weight and mass 308.2 mg/308.2 mr 310mg+5.0% /310 Mr=5,0%

Elz:fil;mztyifoff:ﬁ:';:acca Complies / CoorBeTcTBYET 18/20 tablets —-NMT + 5 % /
AHOpoa 18/20 tabnerok — He Gostee + 5 %

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

4 |Dissolution / PacTBopeHne 97 %, 97 %, 98 %, 99 %, 97%, 99 % | Not less than 75 % (Q) of labeled amount of
C13H12N20s58 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIbHOTO copepakanusi Ci3H 2N>OsS
(rumecynun) yepes 45 MUH.

5 |Water /Boaa 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [poaykr coorsercTyeT TpeGosaHism HJT 3akmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo: IIporepeno: Onobpeno: Menemxep / PykoBonuTens
Pardeep Kumar Himesh Klgl'/_:' Manoj Kumar -

Print Date / Print Date / Print Date /

I[aTa: 28' 102021 P _,AaTa,\Z.g..-.l-Q-ZQZ]‘A, Pows 1M T 1».,21,8‘1"21'28*1020-.2_15. Lengliz
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Product : Nise tablets 100 mg
TIipoaykT Haii3z®, Tadbnetku 100 mr
Batch No / 1 V2101823 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepuu 25,00,000 rabneTok
Analytical Report No / : 890001552652 Date of Analysis / : 28.10.2021
AHanutTHYecKHi oTyer Ne JlaTa aHajau3a
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JaTta npou3BoAcTBA T'ogen ao (BK)
Analysis performed according to ND / Ananus nposegen mo HJI; T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

C Ne Test / IlokasaTenn |_ _ Result / PesyabTaTel | Specification / Hopma
6 |Related substances / PoagcTBeHHbIe NpUMecH -
1 o, 0,
Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumece 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 / Ilpumecs 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 / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.01% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuaudHas ’
HeupeHTHbULIHpYeMas
[ mpumecs
Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of d_os_age_u_nits / o 3.5 Acceptance value (AV) should be not more
OaHOpPOAHOCTL J03HPOBAHHS than 15.0 / [lokazaTens npuemnemMocTH (AV)
JomkeH OuiTh He Gonee 15,0
8 | Microbial limits / Mukpo6uosoruyeckas 4Y4crora

a) Total aerobic microbial
count / OGwee yucio
a3p0o6HBIX MHKPOOPTaHH3MOB

b) Total combined yeasts and |

mould count / O6uiee uucno
JPOMOKEBBIX M IIECHEBBIX
rpuboB

¢) E. coli

05 CFU/g /
05 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

Absent /
OtcyTcTBYET

Shall be absent in 1g/
JI0JDKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /
Ilpumeyanue: [Iponykt cooTBeTcTBYET TpeboBaHusIM H]L

Conclusion : APPROVED /
3axkarouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Tloarorosnexo: IIpoBepeHo: Opobpeno: Menemxkep / PykoBogurens
Pardeep Kumar f Himesh Kzgl’"; Manoj Kumar -
) . ) |f. ’}fhﬂ(—/
Print Date / Print Date / Print Date /
Jlara: 28.10.2021 Hara: 28.10.2021 Hata: 28.10.2021
REETSIETED THITCE. O-c-257, NodU 19, 2, ogijarg THis; |Iyu_|ukfﬁu EA IV i L e ll|1.::‘|‘.l
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Product Nise tablets 100 mg
IMpoaykr Haii3®, Tabnerku 100 mr
Batch No / : V2101823 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001552652 Date of Analysis / : 28.10.2021
AHaAUTHYECKHH oT4eT No JlaTa ananausa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
Jarta npou3BoacTBa T'oaen no (BK)
Analysis performed according to ND / Ananu3s nposenen no HJ: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020)

Ne Test / Ilokazarens B Result / Pe3yabTaThl _ Specification / Hopma
9 | Assay/Koan4ecTtBeHHoe 99.3 mg/99.3 mMr Not less than 90.0 mg and not more than
ompeJejieHne 110.0 mg Ci3H2N>OsS Nimesulide in tablet /
OT 90,0 Mr ao 110,0 MI C13H|3N305S
(unmecynun) B TabrneTke
10 |Package / YnakoBka 110 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. / Tlo 10 TaGnerok B|carton. / Ilo 10 Tabnerox B TIBX /
[IBX/amomunues om 6nuctepe. [o 2 | amomunveBoM 6anctepe. Ilo 1, 2, 3 umu 10
GMCTepa BMECTE C MHCTPYKHuMel o | bancTepoB  BMeCTe € HMHCTpYKLued Mo |
| [PUMEHEHHIO B aYKy KapTOHHYIO. | [IPUMEHEHHIO B AYKY KapTOHHYIO.
11 | Labeling/ MapxkupoBka Complies as prescribed / According to ND / o i
CooTBeTCTBYET TPeGOBAHUAM B coorsercTBur ¢ HJ
12 |Storage conditions / - Store protected from light below 25°C / B 3aIMILEHHOM OT CBETA2 MeCTe MpH
Xpanenue Temreparype He Boime 25°C
13 | Shelf life / Cpok rognoctn 3 years/3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanusM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NoarororneHo: IIpoBepeHo: Onobpeno: Menemxkep / PykosoauTens
Pardeep Kumar Himesh Kumar Manoj Kumar {

=S— C‘I—>—L"/—£= 713?}5L‘f
Print Date / Print Date / Print Date /
Jara: 28.10.2021 Hara: 28.10.2021 Jara: 28.10.2021
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