Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Pagel1of3/Crp.1mu33
Product Nise tablets 100 mg
IlpoayxTt Haiiz®, tabaerku 100 mr
Batch No / : V2101246 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne O61em cepun 25,00,000 TabneTok
Analytical Report No / : 890001536242 Date of Analysis / : 27.07.2021
AHajuTHYeCKMii 0THeT N HAara ananusa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2024
JlaTa nponsBoacTBa LCopnen ao (K1)
Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)
N | Test/IToxaszarensn Result / Pe3yabTaThl | Specification / Hopma
1 |Description/ Onucanue Complies / CooTBeTcTBYET [Yellowish white round biconvex tablets with
| smooth surface. / bemble ¢ >KenTOBaTHIM
Il OTTEHKOM KPYTJIBle IBOSKOBBIMYKIIBIE TaOIETKH
C IJIAJKOM MOBEPXHOCTBIO.
2 | Identification / Complies / CooTBeTCTRYET | The retention time of principal peak in the
HoaauHHOCTDH [chromatogram of test solution should
| correspond to retention time of principal peak in
[Nimesulide standard solution chromatogram
under Assay / Bpems ynep:KHBaHUsI OCHOBHOTO
[rmuka Ha  xpomarorpamme — HCIBITYEMOTO
pacTBOpa [IOMKHO COOTBETCTBOBATH BPEMEHH
| ynepxmpauus OCHOBHOTO MHKa Ha
| xpomarorpamme  pacTBOpa  CTaHZAPTHOTO
| o6pasua HUMECYIUAa (pazmen
| «KonnuecTBeHHOE OnpeaeneHue»)
3 | Average weight and mass 310.9 mg/310.9 mr |310 mg+5.0% /310 mr+5,0%
uniformityCosIHaN pacch Complies / CooTBeTcTBYET | 18/20 tablets —-NMT £ 5 %/
Y QAHDRAROCER MACSE] 18/20 Tabnetok — He 6onee £ 5 %
2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He 6onee + 10 %
4 |Dissolution / PacTBopenue 98 %, 100 %, 97 %, 99 %, 99 %, | Not less than 75 % (Q) of labeled amount of
99 % C13H12N»0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepxanus Ci3sHjpN>OsS
(uuMecynun) yepes 45 MUH.
5 |Water/Bona 34% Not more than 6.0 % w/w / He 6onee 6,0 %
|

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [IponykT cooTBeTcTBYeT TpebosanuaM HJT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBJNEHO: [Tpoeepeno: Onob6peno: Menemxep / PykoBonutens
Pardeep Kumar Himesh KW Amit Kumar A

c;[, . /L‘//
Print Date / Print Date / Print Date /
Hara: 27.07.2021  pegistered QTR 23970202000 2 Raniara Hills Hye e HERT- A0 g
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page20f3/Crp.2n3 3

Product : Nise tablets 100 mg
Ilpoayxt Ha#iz®, Tabaerkn 100 mr
Batch No / 1 V2101246 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O61bem cepun 25,00,000 tabieTok
Analytical Report No / : 890001536242 Date of Analysis / 1 27.07.2021
AHaJuTHYEeCKHIi oTyeT Ne Jata ananusa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2024
JaTa npou3BoACTBA ToaeH g0 (BKJI)
Analysis performed according to ND / Auanu3s nposenen mo HJI: TT 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 / [ToxazaTens

Result / PesyasTaThl

[ Specification / HopMd

6

Related substances / PoacTBennbie npumecn

NMT 0.20 % / He 6ostee 0,20 %

Impuibigy o/l Hpmc ey Less than LOQ (0.0057%)

Impurity B / I[Ipumecs 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 / TTlpumece 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 / ITpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Eaunuynas

HeuzeHTubHLpYyeMast

MpUMech

Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumMecei

Uniformity_of dOElgT units / 3.7 Acceptance value (AV) should be not more

OL[HOpOJIHOCTb A03UpOBaAHUS

than 15.0 / [Tokazartens npuemiieMocTd (AV)
JoipkeH ObITe He Gonee 15,0

Microbial limits / Mukpo6uogoruyeckasi Y4ucToTa

a) Total aerobic microbial
count / O61ee YyucIo
a3pOOHBIX MUKPOOPTaHU3MOB

05 CFU/g /
05 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6ee uucio
IOPONOKEBBIX U IIECHEBBIX
rpuboB

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

Not more than 100 CFU/g/
He G6onee 100 KOE/r

c) E. coli Absentin 1g / Shall be absent in 1g/

OrtcyTteTBYyeT B I JIOMKHBI OTCYTCTBOBaThH B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusam HII 3aknrouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxnrorosneno: IIposepeHo: Onobpeno: Menemxep / Iiyxaﬂo,m-wena
Pardeep Kumar | Himesh Kumar —. | Amit Kumar
Print Date / Print Date / Print Date /
I[aTa: 27.07.2021 Reoigtered }*rgLa\.Ia]='2=:Z’,O7R%9dleJ" 1 Raniara Hills Hy >-213=‘ 24 T'a.,= :%,,z,,ﬂ‘QZ'z‘qQJndia
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page30f 3/Crp.3 u3 3

Product ¢ Nise tablets 100 mg
IIpoaykr : Haiiz®, Tabnerku 100 mr
Batch No / : V2101246 Batch Quantity / 1 25,00,000 tablets /
Cepus Ne Ob6bem cepun 25,00,000 Tabaerok
Analytical Report No / : 890001536242 Date of Analysis / : 27.07.2021
AHanuTHYeCKU oT4yeT Ne Jlara ananuza
Date of Manufacture / ¢ July.2021 Date of Expiry / : Jun.2024
Jara npou3goacTsa Topen no (BK)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne | Test / [lokazaTenb Result / Pe3yabTaTsl Specification / Hopma
9 |[Assay/ KoanuecTBeHHOe 100.6 mg/ 100.6 Mr Not less than 90.0 mg and not more than
onpejeieHHE 110.0 mg Ci3H,2N>0sS Nimesulide in tablet /

Or 900mr pmo 110,0mMr C;3H;pNaOsS
(numecynun) B TabneTke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 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. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
IIBX/antomunnes oM 6nuctepe. [lo 3 | amomunuesom Gimcrepe. Ilo 1, 2, 3 wmm 10
OnHcTEpa BMECTE C MHCTPYKLIMEH MO | GJIMCTEPOB  BMECTE C€  HHCTPYKLMEH 0O

TIPUMEHEHHIO B MayKy KapTOHHYIO. | IPHMEHEHHIO B MavKy KapTOHHYIO.
11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBercTBYeT TpebOBaHHUAM B coorBercTBuu ¢ HJ
12 | Storage conditions / Store protected from light below 25°C / B 3amMINEHHOM OT CBETa MeECTE MpPH
XpaHenue TeMmneparype He Beilie 25°C

13 | Shelf life / Cpok rognocTi 3 years/ 3 rona o

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameyanne: IIponykt cootseTcTBYeT TpeboBanusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: IIpoBepeHo: Onobpeno: Menemkep / PykoBoanTens
Pardeep Kumar()f_’_d Himesh Kumcar>J_//‘_§_ Amit Kumar = .k_

; . P
Print Date / Print Date / Print Date /
Jlata: 27.07.2021 o | Mo 27072020+ oo sine snedoJA8T2 2007202 s
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