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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Product Nise tablets 100 mg
IMpogyxr Haiiz®, tabnetku 100 mr
Batch No / : V2200774 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001587666 Date of Analysis / ¢ 28.04.2022
Ananuruyecknii oruer Ne JlaTa ananusza
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
JaTta nponsBoacrea Fogen po (Bxu)
Analysis performed according to ND / Auanns nposenen 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 / u3m. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTenn Result / PesyabraTsl | Specification / Hopma

1 |Description / Onucanue Complies / CooTrBeTcTByeT Yellowish white round biconvex tablets with
smooth surface. / Bemsle ¢ KenToBaTHIM
OTTEHKOM KpYTJIble IBOAKOBBIIMYKJIblE TaONETKH
€ INIafKO¥ MOBEPXHOCTHIO.

| 2 |Identification / Complies / CoorBercTByeT The retention time of principal_ peak in the|
IMoanuuHoOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>KuBaHHs OCHOBHOTO
NMKa Ha  XpPOMaToOrpaMMe  HCIILITYEMOro
pacTBopa HOJDKHO COOTBETCTBOBATh BPEMEHH
YIAEP)KHUBaHUSL OCHOBHOI'O NHKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHAAPTHOro
obpasua HUMecyNHaa (paznmen
«KonnuecTBeHHOE onpeziesieHye»)
3 | Average weight and mass 309.5 mg/309.5 mr 1310mg+5.0%/310mMr+5,0%
:;I::f(:;m:)tyﬂ/off:?:;tzacca Complies / CooTtBercTByeT 18/20 tablets - NMT + 5 % /
AHOPOR 18/20 Tabnerok — ne Gonee + 5 %
2/20 tablets —NMT + 10 % /
2/20 tabnerok — He GoJiee = 10 %

4 | Dissolution / PacTBopeHue 99 %, 99 %, 100%, 100%, 99%, 99% | Not less than 75 % (Q) of labeled amount of
Ci3H12N2058 nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) ot
HOMUHaNBHOTO conepxanusa C3HinN20sS
(HuMecynun) yepes 45 MuH.

|5 |Water/ Bona 22% |'Not morPe than 6.0 % w/w / He 6onee 6,0 % |
" = |
6 | Related substances / PoacrBennble mpuMecu |

Remarks : The Product conforms to ND /
Ipumeuanne: [IpoaykT coorsercrayet Tpeboanusam HJT

Conclusion : APPROVED /
3aknwuenue: OJJIOBPEHO

Prepared by /
IToxarotroeneHo: Ankit

Checked by /
ITpoeepeno: Naresh Kumar

&

Approved by: Manager / Executive /

Onobpeno: Menemxkep / Rykosoaurens
Abhishek Chauhan | \

Print Date /
Hara: 28.04.2022

Print Date /
Hara: 28.04.2022

Print Date /
Hara: 28.04.2022
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Product : Nise tablets 100 mg

Hpoaykr : Haifs®, tabnerku 100 mr

Batch No / : V2200774 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepnu 25,00,000 Tabnerok
Analytical Report No / : 890001587666 Date of Analysis / 1 28.04.2022
AHaauTHYecKHuii oTyeT No Jara anannsa

Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025

JlaTa npousBoacrTea TI'ozen o (Bxa)

Analysis performed according to ND / Auanus nposener mo HJI: IT1 N012824/03-140119 (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)

| N Test / IlokazaTeab | Result / PesyabTaThl Specification / Hopma
B | o, [

Impurity A / Ilpumecs A Not Detected NMT 0.20 % / He 60nee 0,20 %

{Impurity B / ITpumecs B Less than LOQ (LOQ:0.0084%) NMT 0.20 % / He 6osiee 0,20 %
Impurity C / Ipumeck 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 / Tlpumecs E Less than LOQ (LOQ:0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / IIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %

Any unknown individual 0.03% NMT 0.20 % / He 60ee 0,20 %
impurity / Enunuunas
HenzaeHTudUUMpyemas
MPHUMECH
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
rpuMeceit

7 | Uniformity of do'sage units / 1.4 Acceptance value (AV) should be not more
OaHopoaHocTs A03MpOBaHHS than 15.0 / Iloka3arens npuemaemoctu (AV)
| noskeH ObiTh He Gonee 15,0
8 | Microbial limits / Mukpo6uoaoruueckan 4HcToTa B

a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /
count / O61uee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3p06HBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6iuee uucno Menee 10 KOE/r He 6onee 100 KOE/r

JPOJMOKEBBIX U TIECHEBBIX
rpubos

Remarks : The Product conforms to ND /
Ipumeuanne: MpogykT cootBeTcTBYET TpeboBanusam H]|

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

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

IMoarotoBnero: Ankit [Iposepeno: Naresh Kumar Onobpeno: Menemxep / PykoBoauTeNb
£ Abhishek Chauhan J

Print Date / Print Date / Print Date /

Jara: 28.04.2022 Hata: 28.04.2022 Jlata: 28.04.2022
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Product Nise tablets 100 mg
Hpoaykr Haiz®, Tabnerku 100 Mr
Batch No / : V2200774 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuun 25,00,000 tabnertox
Analytical Report No / : 890001587666 Date of Analysis / : 28.04.2022
AHanuTHYECKHH oTyeT No Jara aHanu3a
Date of Manufacture / : APR.2022 Date of Expiry / : MAR.2025
Jata npousBojcTea I'omen o (BkJ)
Analysis performed according to ND / Anaauns nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

[ N Test / IlokazaTens Result / PesyanTaTs! Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OtcyTcTBYyeT JOMmKHBI OTCYTCTBOBATH B 1 T
9 |Assay/KoanuecrsenHoe 100.1mg/ 100.1mMr Not less than 90.0 mg and not more than
onpeaenenue 110.0 mg Ci3H2N205S Nimesulide in tablet /
Or 90,0mMr gmo 110,0mMr Ci3H;2N.OsS
(Humecynun) B Tabierke
10 |Package/ Ynakoska 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10|
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerox B|carton. / Ilo 10 Tabnerok B I[IBX /
[IBX/amomunues oM Gmrcrepe. [To 3 | amomunuesom 6nuctepe. Ilo 1, 2, 3 unu 10
Gnuctepa BMecTe ¢ MHCTpYKUMEH! MO | GNMCTEPOE  BMECTE ¢ MHCTPYKUMeH 110
TPUMEHEHHIO B NaYKy KAPTOHHYIO. | MPUMEHEHHUIO B [TAYKy KApTOHHYIO.
11 |Labeling / Mapkupogka Complies as prescribed / According to ND /
CootsercTByeT TpeGOBaHUAM B coorserctauu ¢ HJ{
12 |Storage conditions / Store protected from light below 25°C / B sawuuieHHoM OT cBeTa MecTe mpu
XpaHenue TeMnepatype He Belle 25°C
13 | Shelf life / Cpok roanoctu 3 years/ 3 rona

Remarks : The Product conforms to ND /
ITpumeyanue: ITponykt coorBercrByeT TpeGopanusam HJI

Conclusion : APPROVED /
3axmwouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ankit

=

Checked by /
[IpoBepeno: Naresh Kumar

Abhishek Chauhan

Approved by: Manager / Executiye /
Onobpeno: Menemxep / [yKOB

INTE]b

— g

§ o

Print Date /
Hata: 28.04.2022

Print Date /
Hara: 28.04.2022

Print Date /
Hara: 28.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




