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Product : Nise tablets 100 mg B N
Ipoaykr :  Haiiz®, tadnerxkn 100 mr
Batch No / 1 V2101802 [Batch Quantity / : 25,00,000 tablets /
Cepua Ne |O6bem cepun 25,00,000 TadbaeTok
Analytical Report No / : 890001552639 Date of Analysis/ 1 26.10.2021
AHanuTu4ecKkni oruer Ne Jara aHanauza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa npoH3B0ACTBA Togen a0 (BKJT)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

Ne Test / [lokasaTesb Result / Pe3yabTaThl ~_ Specification/ Hopma |
1 | Description / Onncanne ' Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ XeaToBaThIM
OTTEHKOM KPYIJIble ABOSKOBBIMYK/bIE TabIE€TKK
C IVIAIKOH MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBercTByeT The retention time of principal peak in the
HonnmHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yxep»uBaHHA OCHOBHOTO
|mMka mHa  XxpoMarorpamme  MCTBITYEMOIO
pacTBOpa IOJDKHO COOTBETCTBOBATH BPEMEHH

YAep)KUBaHUS OCHOBHOTO nHKa Ha
XpOMATOrpaMMe  pacTBOpa  CTAHAAPTHOTO |
obpasua HUMecynIuia (pa3men

«Konu4ecTBeHHOE OMpe/iesICHHEN)

3 | Average weight and mass 311.0mg/311.0 Mmr 310 mg=+5.0% /310 mr = 5,0 %

ETfiszwéoff:ﬁ;t::acca Complies / CooTBeTcTByeT 18/20 tablets —-NMT + 5 % /
AEORCD 18/20 tabnerok — He Gonee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnetok — He G6osiee = 10 %

4 | Dissolution / PacTBopenue 99 %, 98 %, 99 %, 97 %, 101 %, |Not less than 75 % (Q) of labeled amount of
98 % C13H12N-0OsS nimesulide is dissolved in 45

[ minutes / He menee 75 % (Q) ot
HomMHasIpHOTO comepakatus Ci3H2N205S
(numecynun) uepes 45 MUH.

5 |Water/ Bona 33% Not more than 6.0 % w/w / He 6omee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoayKT cooTBeTCTBYET TpedoBanusm HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBieHo: IIpoepeHo: D Onob6peno: Menemkep / Pykosogurens
Kajal : Q) _ Pardeep Kumar Manoj Kumar

i i il
Print Date / Print Date / Print Date /
Hara: 26.10.2021 Jara: 26.10.2021 Hara: 26.10.2021
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Product . Nise tablets 100 mg 1
IMpoaykr Haiia®, Tabnerku 100 mr
Batch No / : V2101802 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne Oo0bem cepin 25,00,000 Tabnerok
Analytical Report No / : 890001552639 Date of Analysis / 1 26.10.2021

JlaTa ananu3a

Date of Manufacture /
JlaTa npou3BoOACTBA

: Sep.2021

Date of Expiry / : Aug.2024
Togen a0 (BK.J)

Analysis performed according to ND / AHasin3 nposefen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

_Ne Test / IloxaszaTenb | Result / Pe3ynsTaThl Speciﬁcation/ Hopma
6 | Related substances / PoacTBeHHbIe IPRMecH _ o
Impurity A / Ilpumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
. (J
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He Gonee 0,20 %
Impurity C / ITpumecs 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 / Ilpumece E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6osee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enuananas '
HeuaeHTUHUMpYeMas
MpUMech
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumMeceit
|7 | Uniformity of dosage units / 22 Acceptance value (AV) should be not more
OaHOpPOAHOCTL J03UPOBAHMSA than 15.0 / TlokasaTens npueMaeMocTH (AV)
nomxkeH 66Tk He Gonee 15,0
8 |Microbial limits / Mukpo6uoaoruyecikan 1HCTOTA |
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Obee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poBHBIX MUKPOOPTaHH3IMOB
|b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obwee yucno Menee 10 KOE/r He 6onee 100 KOE/r
IPOXGKEBBIX U MIIECHEBBIX
rpubos
c) E. coli Absent in 1g/ Shall be absent in 1g/
OtcyTcrByeT B I J1oJKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeuanue: [IpoaykT cooteTcTByeT TpedopaHiim HJT Saxmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoaroroBreHo: [IposepeHo: : Opno6peno: Menemkep / PykoBopurenb
Kajal c\a Pardeep Kumar C.:I______ Manoj Kumar z

Y- \ - ( Lu
Print Date / Print Date / Print Date /
Hara: 26.10.2021 Jata: 26.10.2021 JMara: 26.10.2021
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Product : Nise tablets 100 mg

[Mpoaykr :  Haiiz®, tadnerku 100 mr

Batch No / : V2101802 Batch Quantity / : 25,00,000 tablets /
Cepus Ne Obbem cepun 25,00,000 radnerox
Analytical Report No / : 890001552639 Date of Analysis / : 26.10.2021
AnanauTHueckuii oTyer N JlaTa ananusa

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

JlaTa npon3BoACTBa I'onen ao (BK)

Analysis performed according to ND / Anaans nposeaen no HJI: [1N012824/03-140119 (amend No 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

| N | Test / Ilokasaress | Result / Pe3yabTaThl Specification / Hopma
9 | Assay/ KoanvecTBeHHoe | 100.3 mg /1003 mr Not less than 90.0 mg and not more than;
|onpefeneuue 110.0 mg C3H-N-0sS Nimesulide in tablet /|

Or 900mr no 110,0mr CisHiN:OsS|
| (nnmecynun) B Tabnetie |

10 | Package / ¥nakoBka '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 Tabnerok B carton. / Ilo 10 Tabnerox & IIBX /
[IBX/anomunnes oM Grmctepe. o 2| amomunnesom Gnuctepe. Ilo 1, 2, 3 wmm 10
faMcTepa BMECTe C MHCTPYKLMeil 10 | GndcTepoB  BMecTe  ©  HHCTpyKuMed 1o
| MPUMEHEHHIO B NaYKy KAPTOHHYIO. | MPUMEHEHUIO B Ma4KY KapTOHHYO.

1| Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTeeTcTBYeT TpeHOBaHHAM B coorsercreum ¢ HI
" 12 | Storage conditions / Store protected from light below 25°C / B 3aumuiieHHOM OT CBeTa MeECTe npu.
Xpanenue Temneparype He Bbiue 25°C

13 | Shelf life / Cpox rognocru 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeuanne: [Ipoaykt cootsercTayeT TpedoBannsm HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarororneno: Ilposepeno: Onobpeno: Menemxep / Pykopoantens
Kajal @ a‘ Pardeep Kumar Manoj Kumar

o [ tssd
Print Date / Print Date / Print Date /
Jara: 26.10.2021 Jara: 26.10.2021 Jara: 26.10.2021
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