Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Page 1 of 3/ Crp.1 133

Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnerku 100 mr
Batch No / : V2100144 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O6nem cepuun 25,00,000 Tabnerok
Analytical Report No / : 890001503072 Date of Analysis / : 30.01.2021
AHanUTHYeCKHI oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023
Jlata n1pou3BOACTBA Toaen no (BK)
Analysis performed according to ND / Ananus nposeaen mo HJ/I: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3mM. Ne 2 ot 10.08.2020)

Ne Test / IlokazaTenb Result / PesyabTaThl Specification / Hopma

1 |Description / Onucanue Complics / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / benble ¢ >XenTOBaTHIM
OTTCIIKOM KpPYTJILIE ABOSIKOBLIMY KJIbIE TaGNeTKI
€ ARV HUBBPXHUL LBR.

2 |Identification / Complies / ConTRETCTBYET The retention time of principal peak in the
TToANHHHOCTH chromatogtam  of st solulion  should
correapond to retention timo of prineipal peak in
Wimesulide slundard  sulution  chromatogram
under Assay / BpeMs ynep®uRaHUA OCHORHOTO
IHKa Ha XpOMAaTOrpaMMe  HCIMBITYeMOro
pacTBOpa AOJDKHO COOTBETCTBOBATh BPEMEHH

YIE[RUBAHUA OCHOBHOTO THK8 Ha
XPOMATOTPAMME pacTrROpPa CTaHOApPTHOTrO
obpasua HHMBCYHIA (pazaen

«KonuuecTBeHHOE onpez[eneﬂue»)

3 | Average weight and mass 309.0 g / 309.0 mr 310 mg L 5.0 % /310 Mr+ 5,0 %

:I:)lf(:;)m:)ty H/ o(c:"ll“):l:l ;sz::acca Complies / CooTReTcTRYET 18/20 tablets —NMT = 5 % /
AIHOPOA 18/20 TabneTok — He Gonee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — He Gonee = 10 %

4 |Dissolution / PacTBopenne 100 %, 101 %, 100 %, 98 %, 96 % , | Not less than 75 % (Q) of labeled amount of
102 % Ci3H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHAIBHOrO copepxanus Ci3Hj2N20sS
(numecynup) uepes 45 MUH.

% | Waicr / Buaa 2.2 Not more than 6.0 % w/w / He Gosee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanue: IIpoayKT cooTBeTcTByeT Tpebosanusam HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HoxprotoBneno: [Iposepeno: Onobpeno: Menemxkep / Pykosoputens
Pardeep Kumar | Himw Manoj Kumar @U/JJ—JL
L'rint Liate / Prin( Die / Pt Dafe /
Mara: 3001 2071 wevint TR 30020211 v 2 Boniaro prine ittt SEAL2OT (nai

Tel: 01 40 4900 2900, Fax: 91 40 4900 299, kmail: maili@direddys.com
CIN: L.85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

ApanuTH4YecKHit oTueT Ne

CEPTUPUKAT AHAJIU3A
Page 2 of 3/ Crp. 2 u33
Product : Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnetku 100 mr
Batch No / 1 V2100144 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O6bem cepHH 25,00,000 TabneTtok
Analytical Report No / : 890001503072 Date of Analysis / 1 30.01.2021

JlaTa anaqausa

Date of Manufacture /
JlaTa npou3BoACTBa

: Jan.2021

Date of Expiry / : Dec.2023
Togen [0 (BKJL)

Analysis performed according to ND / Ananus nposenen mo 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 ot 10.08.2020)

Ne Test / ITokazatenb | Result / PesynbTaThl | Specification / Hopma
6 | Related substances / Poncreenskie npHMecH
o 0O 0, . e ) 0,
Impurity A / ITpamec, A BDL (Disregard Area 808) NMT 0.20 % / He fonee 0,20 %
Tinpurily B/ Tipamees B I ean than LX) (0.0084%) NMT 0.20 % / He Gonee 0,20 %

'I Impurity C / Ipumecs C Not Detected NMT 0.20 % / He 6oxee 0,20 %
Ity T/ TTpnwcen D Mo Ddeated DM Y0 Y | He Bamee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Not Deteeted NMT 0.20 % / 11e Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHu4nas
HeuaeHTHULMpYyeMas
pUMeCh
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npumeceH

7 | Uniformity of dosage units / 3.8 Acceptance value (AV) should be not more
OXHOPOAHOCTH J03HPOBAHUS than 15.0 / [Toxaszarens npreMiemMocT! (AV)
nomkeH OuiTs He Gonee 15,0
8 | Microbial limits / Mukpoduoaornyeckas YucToTa
a) Total aerobic microbial 25 CFU/g/ Not more than 1000 CFU/g /
count / O6wmee 9ucIo 25 KOE/r He Gonee 1000 KOE/r
a3pOo6HBIX MUKPOOPTaHU3MOB
b) 'l'otal combined yeasts and Less thatt 1U CrU/g/ 1901 more iy 100 CFU/ /
mould count / O6Lee 11ciI0 Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U IUIECHEBBIX
rpuboB
¢) E. coli Absent in Ig/ Shall be absent in 1g /
OrcytcTByeT B IT JIomKHBI OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeuanue: [TpoayKT cooTBeTCTBYET TpeboBaHusiM HJT Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: [TpoBepeHo: Onobpeno: Menemxep / PykosoauTenb
Pardeep Kumar E Himw Manoj Kumar ?

Print Date / Print Date / Print Date /

Hara: :30.01.2021 Repister. Mﬁei@‘QLQQ%&d No 3 Baniara Hills | ﬂ&?ﬁﬁﬁ;&hﬁ)% India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CTN: L 8S103API9RIPL.CON4507
wyrw.drreddys.com



Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page3 of3/Crp.3 u33

Jata npou3BoACTBA

Product Nise tablets 100 mg

IMpoaykT Haiiz®, Tabnerxu 100 mr

Batch No / : V2100144 Batch Quantity / 1 25,00,000 tablets /
Cepusa Ne O0nem cepuu 25,00,000 TabieTok
Analytical Report No / : 890001503072 Date of Analysis / ¢ 30.01.2021
AHaJUTHYECKHI oTueT Ne JlaTa aHajau3a

Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2023

TI"'ogen go (BXJT)

Analysis performed according to ND / Ananu3 nposeges mo HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020)

No

Test / Iloka3arean

Result / PesyabTaTsl

Specification / HOpl\El

9

10

Assay / KonnuecTBeHHOE
onpeneneHne

98.6 mg/ 98.6 mMr

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N20sS Nimesulide 1in tablet /
Or 90,0mr mo 110,0mMr Ci3H;2N2OsS
(HuMecynun) B TabNeTKe

Package / YnaxoBka

10 tablets in PV(/aluminum blister, 2
blisters and patient information leaflet
in a carton. / ITo 10 TabneTok B
TIBX/amomuiesom Hmucrepe. Ilo 2 | amomuHueBoM Omuctepe. Io 1, 2, 3 wmm 10
GiucTepa BMECTE C MHCTPYKLMEH Mo
NPUMEHEHUIO B TAUKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 mrafnerox ®» TIBX /

GAKCTEPOB  BMECTe C  MHCTIpPYKLHMEH Mo
NPUMEHEHHIO B MTAYKy KAPTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
Co00TBeTCTRYET TpebOBaHUAM B coursercrsun ¢ HIL
12 | Storage conditions / Store protected from light below 25°C / B zampmeHHOM OT cBETAa MecTe NpH
Xpanenue Temneparype He Boime 25°C
13 | Shelf life / Cpok roanocTn 3 years/ 3 roza

Remarks : The Product conforms to ND /
LipamMenamues ) Ipoyer convruerernyer rpelhoraamas H /|

Conclusion : APPROVEI}/
Jarmmaenne: CTORPRITO
Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTens

Manoj Kumar @p_«_ﬂ}

Prepared by / Checked by /

IToarorosnexo: TIpoBepeHo:

Pardeep Kumar Gp Himm’p
Print Date / Print Date /

JlaTa: 30012021 oo | Mara: 30,0L.2021 L

Print Date /
Mg 30.01.2021

Tel: 91 40 4900 2900, Fax: 91 40 4906 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC004507

www.drreddys.com



