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CERTIFICATE OF ANALYS1S
CEPFTHPHEAT AHAJTH3A
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Product + Nise tablets 100 mg |
[poayveT : Haigz®, Tadnerin 100 Mr

Batch No / @ V2100575 Batch CQuantity / + 25,00,000 rablets /

Cepua Ne Obbem cepun 25,00,000 rabperor
Amnalytical Report No / » 890001519372 Date of Analysis / : 26.04.2021
AHATHTHYECKHI oTyeT N Mara anannsa

Daate of Manufacture / ! Mar. 2021 Date of Expiry / : Feh,2024

JaTa npouseoacTea Tvaen go (Bra)

Analysis performed according to ND / Ananns npopeaen no HI: [TN012824/03-140119 (amend Mo 1 from 08.06,2020 /

wam. N 1 ot 08,08,2020, amend Mo 2 from 10.08.2020 / wam. No 2 ot 10.08.2020)

Mo Test / Mokazarens ' Result / PeayneraTe .  Specification / Hopma
|1 Description / Onucanne Complies / CooTretcTByeT Yellowish white round biconvex tablets with
smooth surface. / Benue ¢ wemromaThiM
OTTEHKOM KPYIIkic ABOAKOBRINTYKALIE TAGNSTKH
© rnanEoil NoBepXHOCTLHY,

2 |Identification / Complies / Coorreterayer The retention time of principal peak in the
Top wmmners rhromatogeam of  tost solution should
correspond 1o retention tims of principal peak in
Mimooulido otondord solution chromaotogrom
under Assay [ Bpems yIepAHBAHHA OCHOBHOTO
MHEA  HA  XPOMATOUDAMME  HCNBITYEMOTO
PAcTROPR NONMHD COOTBCTCTBOBATL BPEMEHH
YAEPHHBAHHR OCHOBHOTD nHKa Ha
XPOMATOTPAMME  PAacTEOpPa  CTAHOAPTHOD
ofpaiua HHMECYnHaa {pazmen
«KonuuecTeeHHO ONpensnenHes)

3 |Average weight and mass 308.6 mg /f 308.6 mr 310mg=5.0% /310 mr£+5,0%

:J:in::ﬂm;ﬁ:;sf:ﬁ:;t::acm Complies / Coorserctsyer 1820 tablets — NMT £ 5 %/
P : 1820 Tabnerok — He Gonee £ 5 %

2/20 tablets — NMT £ 10 %/
2/20 TaGnerok — ve Gonee + 10 %

4 Dissolution / PacTeopenne 93 %, 04 %, D6 %, 04 %, 95 %, Mot less than 75 % () of labeled amount of
95 % C13HzN204S nimesulide is dissolved in 45
minutes / He menes 75 %% (Q) oT
HOMMHANBHOrO copepaarna CaHpN20s558
{HHMecymna) yepes 45 MHH,

5 | Water / Bona 1.8 Not more than 6.0 % w/w / He Gonee 6,0 %
Remarks ¢ The Product conforms to ND / Conclusion : APPROVED /
Mpumeysanne: [Mpoayer cooreercreyer rpedonannay HIT 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TogroTosneHo: lporepeno: Onobpeno: Menenmep / PykosoouTeb
Pardeep Kumar f Himesl;;ngr,,,g Manoj Kumar g E’

Print Date / Print Date / Print Date /
Jara: 27.04.2021 Jara: 27.04.2021 Jara: 27.04.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: &1 4G 4500 2000, Fax: 91 40 4900 2000, Email: [na.:il-@dn'edd}rs_cnrn
CIN: LESI95AP1S84PLCO04507
www.deddys.com
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Product Mise tablets 100 mg

Mpoaywr Haiiz®, tabnersn 100 mr

Batch No / V2100575 Batch Quantity / 1 25,00,000 tablets /
Cepun M Odnem cepun 25,00,000 rabneTok
Amnalytical Report No / : 890001519372 Date of Analysis / + 26.04,2021
Anaaurnueckuii otver Ne [laTa anannsa

Date of Manufacture / : Mar.2021 Date of Expiry / : Feb.,2024

JlaTa npoussoneTsa

Fonen an (Bwa)

Analysis performed according to ND / Ananus nposenen no H/L: T N012824/03-140119 {amend Ne 1 from 08.06.2020 /

M. No 1 o 08,06.2020, amend Ne 2 from 10.08.2020 / wam, Mo 2 ot 10.08.2020)

No Test/ Mokasarens |

Result / PeayanTaTit

| Specification / Hopma

6 |Related substances / Poncraennbie npnvecn

Impurity A / Tpumeces A

Less than LOGQ {0.0057%)

|NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % £ He donee 0,20 %

T | Uniformity of desage units /
OanopoanocTs A03HPOBAIHER

Impurity B / TlpumecL B 0418
Impurity C / Tlpwseck Mat Deterted NMT 0.20 % / He Bonee 0,20 %
Impurity D / [Tpsmect D Mat Detectod MMT 0.20 * / He Gonee 0,20 %
Impurity E / Tpumecs E Mot Detected NMT 0.20 % / He Gonee 0,20 %
Impurity I / [punicow I Mul Lvelwctund BML 0,20 %07 | e Guaee 0,20 78
Any unknown individual 0.01% NMT U2 % / He bonee 0,20 %
impurity / EnHHHYHazx ’
HCHIACHTHGEHIHPpYCMan
LI H MELT
Total impurities / Cymma 0.03 % NMT 1.5 % / He Gonee 1,5 %
npumMeceii

is Acceptance value (AV) should be not more

than 15.0 / IMokasatens npuemneMoctn (AV)
noneH BbiTs He Gonee 15,0

8 |Microbial limits / MugpobnojornyecKas YHCTOTA

a) Total aerobic microbal
count / Obwee yueno
a3poGHBIXN MHKPODPTAHHIMOER

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

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

b} Total combined yeasts and
mould count / Ofimes ynemo
OPORAEREIN H NNECHERRIX
rpuboE

Less than 10 CFU/g /
Menee 10 KOET

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

e} E. coli

Absentinlg/
Orcyteteyer e Ir

Shall be absent in 1g /
Jonsne oTeyTeTRORATR B | T

Remarks : The Product conforms to ND /

IMpameyanne: [poaykr coorsercreyer Tpebopanmam HJ|

Conclusion : APPROVED /
Jarmwuenne: OTJOBPEHO

Prepared hy /
[Mogrorosneno:

Pardeep Kumar E

-

Checked hy
[TpoBepeno:

Himeeh K

Approved by: Manager / Lixecutive /
Onobpeno: Menenaep / Pyxosoaurens

Maonoj Kumar M

Print Date /
Hara: 27.04,2021

Print Date /
Jara: 27.04.2021

Print Date /
Hara: 27.04.2021

Registered Office: §-2-337 Road No. 3, Banjara Hills, Hyderabad - 500034, AP, [ndia

Tel: 91 4G 4500 2900, Fax: 91 40 4200 2999, Email: mail{@dmreddys.com
CTH: LRSI APIGRAPT CNNASNT

www drreddys com
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CERTIFICATE OF ANALYSIS
CEFTHOMKA T AHAIMSA
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Product : Mise tablets 100 mg

Ll pogykT o HAMIE, THSASTEH LU MT

Batch No / : V2100575 Batch Quantity / ¢ 25,00,000 tablets /

g N OO0 bem cepun 25,000,000 yalieciuk
Analylical Report No / t BYUOU LS 192 Date ot Analysis / : 26042021
Anwavrunasecni oraor N Mara anannia

Date of Manufacture / : Mar 2021 Date of Expiry / : Feb.2024

JlaTa npouIBOACTEN Tonen an (i) B
Analysis performed according to ND / Awanuz nposexen no HJT: TTN012824/03-140119 {amend Ne 1 from 08.06.2020/
HaM. Mo 1 or 08.06.2020, amend Mo 2 from 10.08.2020 / nam, Ne 2 o1 10.08.2020)

[ e Lest/ llokazaTean Hesult/ PexyaeraTer Specification / Hopma
9 | Assay / KonHYeCTBEHHOE 96.2 mg/ 96.2 Mr Wot less than 90.0 mg and not more than
onpeneneHne 1100 mg C;HiaN2058 Nimesulide in tablet /

Or 900mr go 1100mr  CpHppN20sS
[HuMecynna) B TabneTre

10 |Package/ ¥nakoera 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet |blisters and patient information leaflet in a
in a carton. / Tlo 10 vaGnerox e |carton. / Tlo 10 Tabneroxk e [IBX /
MBX/amomuanes oM Gancrepe. Tlo 2 [amoMmunuesom Bancrepe, Tlo 1, 2, 3 unu 10
DAMCTEpA BMECTE C HMHCTPYKUMER no OMIHCTEPOR  BMECTE C  MHCTPYKUMER Mo

MPHMOIOIIND D MY KOPTOINYID. | TPHMCTICIHIO D GTRY ROPTOHiyIo.
I | Laheling / Mapenponka Complies as prescribed Areording to NT1HS
Lo0TRCTCTEYCT TRCDORLIHAM L cootacterann o LU
12 |Storage conditions / | Store protected from light below 25°C / B samumerHom oT cpeTa MecTe npH |
XpaHenue TEMIMEPATYPE HE BRae 25°C
13 |Shelf life / Cpox reanocTa 3 years / 3 ropa o

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpameaanne: [IpoaykT cooTeereTBYeT Tpebosannam HJ Jakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Nogrotosaeno: [lpoeepeno: Opnobpeno: Menenxep / PYKoBoaRTEIE
Pardeep Kumar Bf_/ Himcw/_ﬁ Manoj Kumar

: - (et
Print Diate / Print Date / Print Date /
Hara: 27.04.2021 Hara: 27.04.2021 Hata: 27.04,2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.F, India
Tel: 91 46 4960 29006, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN. LES195AP 1 984FLCOO 507
www drreddys.com



