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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOUKAT AHAJIN3A

Page 1 of 4/ Crp. 1 uz 4

Product Nise tablets 100 mg
IIpoaykTr Haii3z®, tabnetku 100 mr
Batch No / 1 V2202564 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepun 5000000TabneTok
Analytical Report No / : 890001633815 Date of Analysis / ¢ 17.12.2022
AHanuTHYeCKHii oTueT Ne Mara ananusza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JaTa npoussoacTea Topen po (Bxi1)
Analysis performed according to ND / Auanus nposeaen no H/I: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 or
28.09.2022)
N | Test / TloxazaTenan Result / Pesynbtarsi ___ Specification/Hopma
1 | Description/ Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ KenToBaThIM
OTTEHKOM KpYTibie ABOSKOBBIMYKJbIE TabNeTKH |
C T1aIKOH MOBEPXHOCTBIO.
2 | Identification / , Complies / CooTBeTCTBYET The retention time of principal peak in the|
IogauHHOCTL | chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep:KvBaHHsi OCHOBHOIO
NMKa Ha  XpOMAarorpaMMe  HCITBITYEMOro
pacTBopa AOKHO COOTBETCTBOBATH BPEMEHH
yAepKUBAHUSA OCHOBHOIO MHKa Ha
XpOMAaTOrpaMMe  pacTBopa  CTaHOapTHOrO
obpazua HUMeCYIHa (pa3men
«KonuuecteenHoe onpenencHue»)
3 | Average weight and mass 309.0 mg/309.0 mr 310 mg£5.0% /310 Mmr+ 5,0 %
e ’;‘:;f e | 18/20 tablets — NMT 5 % /
18/20 Tabnerok — He 6onee = 5 %
| 2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He bonee £ 10 %
4 | Dissolution / PacTBopeHue 100 %, 100 %, 99 %, 100 %, 100 %, |Not less than 75 % (Q) of labeled amount of
100 %, C13H)»N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHoro cogepxkanusa Ci3H2NaOsS
(unMecynun) yepes 45 MUH.

Remarks : The Product conforms to ND /
Ipumeuanne: Ilpoaykr coorBeTcTBYET TpeOoBanusaM HJ

Conclusion : APPROVED /
Zaxknwouenue: OJOBPEHO

Prepared by /
IToarorosneno:Pravesh

Rana /&

Checked by /
ITposepeno:Ramakant

bt

Lp

Approved b

y: Manager / Executive /

Onobpeno: Menemxep / PykoBoguTens

Amit Kumar /><, \;/

Reprint Date /17.12.2022
Jara:

Reprint Date /17.12.2022

Jara: Jara:

Reprint Date /17.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6.

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIN3A
Page 2 of 4/ Crp. 2 u3 4
Product Nise tablets 100 mg
ITpoaykTt Haii3®, Tabnerku 100 Mr
Batch No / 1 V2202564 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000Tabnetox
Analytical Report No / : 890001633815 Date of Analysis / ¢ 17.12.2022
AHANUTHYECKHI oT4eT No Jarta anaauza
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025
JlaTa npoH3BoOACTBA T'open no (BKJT)
Analysis performed according to ND / Ananus nposeaen mo HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usam. Ne 3 ot
28.09.2022)
Ne [ Test/Ilokasatenn | Result / PesyabTaTbl Specification / Hopma

5 Water / Bona

6 |Related substances / PoacTBennble npHuMecH

23%

Not more than 6.0 % w/w / He 6os1ee 6,0 %

Impurity A / ITpumecs A
Impurity B / IIpumecs B
Impurity C / Ilpumecs C

| Impurity D / TTpumecs D

Impurity E / Ilpumecs E

Impurity F / ITpumecs F
|

| Any unknown individual

Below LOD (LOD = 0.0019 %) /

[NMT 0.20 % / He 601ee 0,20 %

Hixe npenena o6Hapyxenus (I1O |

=0.0019 %)
0.03 %

Not detected / He oOHapyxeHa

Below LOD (LOD = 0.0049 %) /
Huxe npepena o6Hapyxenus (I1O

=0.0049 %)

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

INMT 0.20 % / He Goiee 0,20 %
|NMT 0.20 % / He 6onee 0,20 %
|NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

. . 0.02%
impurity / EnunuuHas y
HenaeHTUHLHpYeMast
npHUMech
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Unlformily of dusage wuls /| 2.0 Avcuplanea value (AV) slioald o not imore
OxiopoaIIocTL A03HPOBATINST than 15.0 / TTokasarent npueMiemoctit (AV)
IoJpKeH ObITh He Oonee 15,0
8 | Microbial limits* / Mukpo6uogoruyecxkas 9ucrora* -

Remarks : The Product conforms to ND /
Ipumeuanue: Ilponykr coorBercTBYeT TpeboBanmsm HJI

Conclusion : APPROVED /
3aximouenue: OJJIOBPEHO

Prepared by /
IMoaroroenexo:Pravesh
Rana B L

Checked by /
[IpoBepeno:Ramakant

Qulpst

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoguTe b

Amit
mit Kumar /S( y

Reprint Date /17.12.2022
Jara:

Reprint Date /17.12.2022
Hara:

Reprint Date /17.12.2022
Hara:

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: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Leboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, INDIA
Tal : +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIM3A
Page3 of 4/ Crp.3 u3 4

Product Nise tablets 100 mg
IpoaykT Haii3®, Tabnetku 100 Mr
Batch No / 1 V2202564 Batch Quantity / : 5000000 tablets /
Cepns Ne Oo6bem cepin 5000000Tabnetok
Analytical Report No / : 890001633815 Date of Analysis / : 17.12.2022
AHanuTHYeCKMii oTyeT Ne Jara aHaanza
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025
Jata npou3BoACTBA TI'oaen a0 (BKJI)

28.09.2022)

Analysis performed according to ND / Ananus nposegen mo HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

Test / IlokazaTeanb

a) Total aerobic microbial
count / Ob1ee umucio
a3p0oBHBIX MUKPOOPTraHU3MOB

Ne

Result / Pe3yabraThi
Not Applicable

|_ _épeciﬁcalion/ Hopma
Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

9 | Assay/ KonnuecrBeHHoe
onpejesieHHe

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

b) Total combined yeasts and Not Applicable
mould count / Obiee uucno

JPOMOKEBBIX M MIIECHEBBIX

rpuboB

¢) E. coli Not Applicable

100.5 mg/ 100.5 mr

10 |Package/ Ynakosxa

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IBX/anmomuHueBom Oauctepe. o 3

Shall be absent in 1g/
JlomKHEBL OTCYTCTBOBaTh B 1 T

Not less than 90.0 mg and not more than
110.0 mg Cj3H(2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mr C3H;2N2OsS
(Humecynun) B TabneTke

'10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 ra6netok B [IBX /
amomuuuesom oauctepe. Ilo 1, 2, 3 nnu 10

GaucTepa BMECTE C MHCTpPYKUuMei Mo | GMUCTEpOB  BMECTE € HMHCTPYKLMEH IO
NPUMEHEHHUIO B [IaUKy KAPTOHHYIO. | IPMMEHEHHIO B Ma4Ky KapTOHHYIO.
11 |Labeling/ Mal;KHpOBKa Complies as prescribed / According to ND / 3
| CootBeTcTBYeT TpeOGOBAHUAM B cooteerctBun ¢ HI
12 |Storage conditions / | Store protcctca from light below 25°C / B 3amMmeHlioM OT CDBETA MECTE MPH |
Xpasenne ;TemnepaType He Blwe 25°C |
13 | Shelf life / Cpok roasocTn |3 years / 3 rona ) o -

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND /
ITpumeuanue: [TponykT cooTBeTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
Ho,urO'roBHEHG:Pl'a__vesh
Rana » -’1

i

Checked by /
Iposepeno:Ramakant

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar

P S~

Reprint Date /17.12.2022
Jara:

Reprint Date /17.12.2022
Hara:

Reprint Date /17.12.2022
Hara:

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +-91 98166 56001-G2

CEPTHO®HKAT AHAJM3A

www.drreddys.com

Page 4 of 4 / Crp. 4 u3 4

Product : Nise tablets 100 mg

IlpoaykTr ! Haiia®, tabnerku 100 mr

Batch No / 1 V2202564 Batch Quantity / : 5000000 tablets /
Cepua Ne O0Bem cepun 5000000Tabnerox
Analytical Report No / : 890001633815 Date of Analysis / : 17.12.2022
AHAJTUTHYECKHI 0TYyeT No JlaTa aHanu3a

Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2025

JaTa mpomisojciea T'omen o (Biu)

Analysis performed according to ND / Ananus nposeaen no HJI: IT NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

year). The test can be

* Ananus mo nokasatemo «MHKpOGUONOrHYecKas UMCTOTa» TIPOBOIUTCS TMPOM3BOAMTENEM NPH BBIMYCKE MNEPHOAHYECKH

(¢ nnTepBanoM ofHO HcmbITaHUe Ha 20 cepHit WK He MeHee 1 pasa B ron). lNokasarens Moxer GbITh He BKIO4eH B CepTHdukar

aHann3a GUpMBIL.

&

absent in the Certificate of Analysis.

Remarks : The Product conforms to ND /
Hpumeuanue: [TpoayKT COOTBETCTBYET TPEGOBAHUSIM H

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Prepared by / Checked by /
Ioarorosneno:Pravesh ITpoBepeno:Ramakant
Rana

A @%@H;

Amit Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemxep / Pykosonutens

e

Hara:

Reprint Date /17.12.2022 Reprint Date /17.12.2022

Harta:

Hara:

Reprint Date /17.12.2022
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