Dr.Reddy'’s ‘..o

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page 1 of 3/ Crp.1u33

Product Nise tablets 100 mg
Mpoaykr Haiiz®, tabaerku 100 mr
Batch No / $ V2100143 Batch Quantity / : 25,00,000 tablets /
Cepusi No Oo6nem cepuu 25,00,000 Tabnerox
Analytical Report No / : 890001503071 Date of Analysis / ¢ 30.01.2021
AHAIMTHYECKHI oTUeT No Jara ananuza
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jata npousBoacTsa Toxen no (BKI)
Analysis performed according to ND / Ananus nporenen no H: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

Ne

i Test / IToxaszarenn

Result / PesyabTaTsl

Specification / Hopma

1

'Description / Onucanne

Complies / CooTBeTCTByET

Yellowish white round biconvex tablets with
smooth surface. / bBenele ¢ KENTOBATHIM
OTTEHKOM KPYIJIbie ABOSIKOBBIITYKIbIe TabJNeTKH
€ IIaAKOH MOBEPXHOCTEIO.

Identification /
[MoanuHHOCTL

Complies / CooTBeTcTBYET

The retention time of principal peak in the
chromatogram of test solution should
correspond ta retention time of principal peak in
Nimesulide standard solution chromatogram
undet Assay / Bpemst yaepauBanms UCHUBHULU
[HMKA HR  MpOMATOrpaMMe  MCIRITYeMoro
pacTBopa IOJDKHO COOTBETCTBOBATE BpPEMEHHU

Kverage weight and mass 3073 mg/307.3 mr
uniformity / Cpeansisi macca

H OJHOPOAHOCTHE MACCHI

w|

Complies / CooTBeTcTBYyeT

yIepKUBaHHs OCHOBHOTO nMKa
XPOMATOMPAMME  PACTRONA

obpasua HUMeCyNUaa
«Konu4ecTBeHHOE OTIpeAeeHHE)

Ha

CTAHNANTHATO
(pazmen

310 mg+5.0% /310 Mr = 5,0 %

18/20 tablets —-NMT + 5 %/
18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Goee = 10 %

4 | Dissolution / PacTeopenne

100 %, 101 %, 100 %, 100 %, 97 %,

Not less than 75 % (Q) of labeled amount of

98 % C13H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHaneHoro cogepykadua CisHipN2OsS
(rumecynun) gepes 45 MUH.
5 |Water/Boaa 2.5 Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
Ilpumeuanne: I1pogykt coorserctayer Tpebosanusam HJT

Conclusion : APPROVED /
3axmwuenune: OJJOGPEHO

Prepared by / Checked by /
Iloarorosneno: ITposepeHo:
Pardeep Kumar Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBogurens

Manoj Kumar Q !

Print Date /
Hara: 30.01.2021

Print Date /
Hara: .30.01.2021

Print Date /
Hata: 30.01.2021

Remistered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S195AP1984PLC0O04507

www.drreddys.com
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Product ¢ Nise tablets 100 mg
Ipoaykt :  Haiiz®, tabnerkn 100 mr
Batch No / : V2100143 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001503071 Date of Analysis / : 30.01.2021
ApaguTudyeckui oruer Ne Jara ananu3za
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jara npon3BoacTBa I'ogen mo (Bx)
Analysis performed according fo ND / Auanuz nporenen mo HJ(: TTN017824/03-140119 {amend No 1 from 08 06 2020/
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No Test / Iokasareas [ Result / Pesyabrarsl | Specification / Hopma B
6 |Related substances / PoacTBenHbIe npuMecH
Impurity A / Ilpumecs A BDL (Disregard Area 808) NMT 0.20 % / He 6onee 0,20 %
Impurity B / TTpumecs B T e2a than T OQ (0.00R4) NMT 0,20 % / He Sonee 0.20 %
Impurity C / IIpmmeen C Not Uetected NMT 0.20 %%/ Il Guaen 0,20 5%
Impurity D / Tlpumecs 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 / Ilpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He Guiee 0,20 %

impurity / Copnnusas
HEHNEHTH(bHITMpYEMAn

MPUMECH
Total impurities / Cymma 0.04 % NMT 1.5 % / He Sonee 1,5 %
npuMecei
7 | Uniformity of dosagc units / 3.9 Acceptance valuc (AV) should be not morc
QIHOPOIHOCTh J03HPOBAHHA than 15.0 / ITokazatens npuemaenmoctit (AV)

Jinmieert T e fnnee 150

8 [Microbial limits / MukpoGuroJiornueckass YucToTa

a) Total aerobic microbial 05 CFU/g/ Not more than 1000 CFU/g /

count / O61ee umcno 05 KOE/r He 6onee 1000 KOE/r

a3pOOHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r

JOPONOKEBBIX M MIIECHEBBIX

1pubos

¢)E. coli Absent in 1g/ Shall be absent in 1g /

OtcyTcrByer B I Jlo/DKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanune: [IpoaykT coorBeTcTBYeT TpebopaHusiM HJT 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

IToarorornexo: [Tposepeno: Opob6peno: Menemxep / PykoBoguTens
Pardeep Kumar ‘ Himesgzl(_llq;fx"/g Manoj Kumar
Print Date / Print Date / Print Date /

Hara: .30.01.2021 Hara: 30.01.2021 Hara: 30.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘_%

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A
Page3 of 3/Crp.3 133

Product : Nise tablets 100 mg
IIpoaykr : Hais®, tabnetku 100 mr
Batch No / : V2100143 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepuu 25,00,000 TabneTox
Analytical Report No / : 890001503071 Date of Analysis / : 30.01.2021
AHaJuTHYecKHH oTyeT No JlaTta ananuza
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
JaTa npousBoacTBa I'onen xo (BKJI)
Analysis performed according to ND / Ananus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

Ne | Test / IlokazaTean Result / PesyabTaThl Specification / Hopma
9 | Assay/ KoanuecTBeHHOe 983 mg/98.3 mr Not less than 90.0 mg and not more than
onpeiesieHne 110.0 mg Ci3H;2N>OsS Nimesulide in tablet /

| Or 90,0mMr gmo 110,0mr Ci3HipN2OsS
(HvMecynua) R TaGneTke

10 |Package/ Ynaxoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and paticnt information Icaflet | blisters and patient information leoflet in a
in a carton { TIn 10 TaRneTnr ®|ecarton 7/ Tlan 10 TaAnernw » TTIRY /
[BX/anmomunueBoM Gnuctepe. Ilo 2 | amomunmnesom 6aucrepe. o 1, 2, 3 umm 10
6nucrepa BMECTE C MHCTPYKUHMEH MO | 6JMCTepoR  BMecTe C  MHCTPYKUMEH 1o
MPUMEHEHHIO B TAYKY KapTOHHYIO. | IPUMEHEHHIO B MaYKy KapTOHHYIO.

11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaAHMAM B cootsercTBuu ¢ HJ]
12 | Storage conditions / Store protected from light below 25°C / B 3amuineHHOM OT CBeTa MECTE MNpH
XpaHeHHe TemrnepaType He Bbie 25°C

13 | Shelf life / Cpok rognocTn 3 years/ 3 roma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBanusm HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoxrorosneHo: IIpoBepeno: Onobpeno: Menemxkep / Pykosoaurens
Pardeep Kumar i Himemfg Manoj Kumar

< i M——J
Print Date / Print Date / Print Date /
Jata: .30.01.2021 Hata: 30.01.2021 Jara: 30.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydérabad - 300034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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