Dr. Reddy's Laboratories Ltd.

@
B o Qc‘ Formulation Unit-6
Vr. Re d d} S 9 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
PagelofS/CTp luz s

Product . Nisetablets 100mg o ) T
Npoaykr : Haiia®, tabnetkn 100 mMr o e
Batch No / V2301049 ;Batch Quantity / : 5000000 rablets /
Cepur Ne o - Ofnem cepuu 5000000 Tag_n_ezox
Analytical Report No / : 890001671740 Date of Analysis / 1 29.06.2023 -
AnajuTnyeckuii orueT No S SR ‘H“’Ta bl o R . P ’ 41
Date of Manufacture / : Jun-2023 Date of Expiry / 1 May-2026 T
,[[a'rﬂ A IPOH3BOXCTBA L T'oaen eH 10 Q’Eﬂ’) AAAAAAAAAAAAAAAAA !

Analysis performed accordmg to ND / Ananus NPOBEJEH 1O H,ll I1 N012824/03-140119 (amend Ne 1 from 08.06.2020/ |
wim. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 o7 |
28.09.2022)

No Test / Tlokazarens Result / PesynsTaTe! Specification / Hopma :
1 Description/ Onucanne : Complies / CooTBercTBYeT Yellowish white round biconvex tablets wx:h
! smooth surface. / Bensle ¢ kenrorarTsm
OTTEHKOM KPYIJIbI€ ABOAKOBLIMYKIbIE TabNeTKy
€ rnaakoi NOBEpXHOCTHIO.

2 Identification / Complies / CoorsercTyer The retention time of principal peak in the
IHoanUHHOCTE chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemsa yoep>xuBaHusi OCHOBHOIO
MHKA Ha  XpOMATOTPAMME  HCIILITYEMOTO
PAcTBOpa AO/DKHO COOTBETCTBOBATEL BpEMEHH

i 7 YIEpHKHBaHHA OCHOBHOT'O ruKa Ha
! |  XpoMaTrorpamMMe  pacTBOpa  CTaHJapTHOTO
| obpasua HUMECYIHIA (paznen’

«KOonHYeCTBEHHOE ONPENEACHHER) i

3 Average weight and mass 3115mg/3115mr  310mg+50%/310mr+50% i

:r:fc:;m:)tynlo(c?f:nh:;s:::: acca Complies / CootBeTcTBYET 18/20 tablets —-NMT = 5 % /
HEOPoA 18/20 Tabnerok — re Gonee £ 5 %

i 2/20 tablets —= NMT = 10 % /
2/20 Tabnerox — ue Sonee + 10 %

4  Dissolution / Paéfsopeuﬂe 99 %, 99 %, 99 %,99 %, 99 %,  Not less than 75 % (Q) of labeled amount of
98 %, C3H;>N-0s8S nimesulide is dissolved in 45

“ Remarks : The Product conforms to ND / - Conclusion : APPROVED / )

HNpumevanue: ITponykr coorserctayeT TpedosanusM HJI 3axmoyenne: OJJOGPEHO _
i Prepared by / Checked by / Approved by: Manager / Executive /

Hogrotosiero: L o ITpogepeno: Pardeep Kumar Onobpeno: Menicxep/ P mm SIUETCL

Ramakant A hO f | Amit Kumar By

¥ ! ol ‘ ;
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.06.2023 | Hara: 29.06.2023 | Hara: 29.06.2023 o i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTU3A
Page2of 5/ Crp.2u35

Product : Nise tablets 100 mg - T ) - T
Hponyxr  : Haiis®, tabneriu 100 mr o ) L
Batch No / 1 V2301049 iBatch Quantity / '+ 5000000 tablets /
Cepua Ne !OGLEM cepuit 5000000 raf:'merox
Analytical Report No / : 890001671740 ‘Date of Analysis / . 29.06.2023 '
AHANNTHYECKHH oTHeT N - R _ Mara awaguza
iDate of Manufacture / : Jun-2023 Date of Expiry / ¢ May-2026 o E
i ﬂa’ra ra NPOH3BOACTBA Fogen a0 (Bia) i

Analysis performed accord:ﬁg to ND / Ananus npoaeaeﬂ no HJI I NO12824/03-140119 {amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / p3am. Ne 2 o1 10.08.2020, amend Ne 3 from 28.09.2022 / usM. Ne 3 oT

28.09.2022) !

Ne © Test/Iloxasareis "~ Result f_‘Pe:ivaTaTg_,t - Snemﬁcatmn/ Hopma
minutes / He menee 75 % (Q) ot
HOMHHaNsHOTO cofiepaanust Ci3HaNa0sS
: (HMMecynun) yepes 45 MHH.

5  Water/Boaa 1 3.2% Not more than 6.0 % w/w / He 6onee 6,0 %

| 6 ‘Related substances / Popcrsennpie npumecn
Impurity A / TIpumecs A |Below LOD (LOD =0.0019 %) / NMT 0.20 % / He 6onee 0,20 %

; Huxe npemena KOMMHECTBEHHOIO
' onpenenenus (IIKO =0.0019 %) |
‘ - - 02% ‘
Impurity B / [lpamecs B B0 ’NMT 0.20 % / He 6onee 0,20 % l
i
Impurity C / Ilpumecs C Not detected / He obnapyxeua ] NMT 0.20 % / He 6onee 0,20 % S
| Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %)/  NMT 0.20 % / He 6onee 0,20 %
; Hwxe npenena obrapyxenns (110 =
| 0.0049 % i j
(Impurity E/ [pumecs E NMT 0.20 % / He 6onee 0,20 % -
i Not detected / e oBnapyxena ’
I Remarks : The Product conforms to ND / Conclusion : APPROVED / }
| Hpumeyanwme: [Tponyxt coorsercTyer Tpebosanmam HIT 3axuroyenue: OJIOBPEHO _
Prepared by / Checked by / | Approved by: Manager / Executive / "
ITogrorosneno: ~ 1 | Iposepeno: Pardeep Kumar Onobpeno: Nere 1/‘»{ / Pyxoso,zmrem,
Ramakant (g { Amit Kumar 'l
| Sl S
| Reprint Date / Reprint Date / Reprint Date/
i Hara: 29.06.2023 | Hara: 29.06.2023 Hara: 29.06.2023 I

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd}],
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Page3 of 5/ Crp.3u35

Product  : Nisetablets 100 mg I ) B 1
Tipomyxr : Haiiz®, Tabnerxn 100 mr ) o i ‘ )
Batch No / 1 V2301049 Batch Quantity / : 5000000 tablets /
Cepus Ne . L Ofbem cepun 5000000 TaGIIETOK
Analytical Report No/ : 890001671740 Date of Analysis / : 29.06.2023
AnanuTuyeckuil oTuer Ne o Hara aHanu3a L
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa NpOM3BOALTBA o logen no (BKIT) .

Analysis performed accordmg to ND / Anasus nponeneu no I{JI I1 N012824/03-140119 (amend Ne 1 from 08.06. 2020/
juam. Ne 1 ot 08.06.2020, amend Me 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / m3m. Ne3or |

128.00.2022)

No Test/ llokasaTens Result / PesyanTars

Specification / Hopma

i Impurity F / Ilpumecs F

Any unknown individual

Not detected / He obHapyx#eHa INMT 0.20 % / He 6onee 0,20 %

NMT 020 % / He 6onee 0,20 % |

ilmpunty/‘ Ennauunas 0.02%

i HeHAenTHDULMpYeMas ;

| IpHMeECh |

| L

Total impurities / Cymma 0.03 % '

npHMeceH |
7 ; Uniformity of dosage units / 3.5

OQHOpPOAHOCTH NO3HPOBAHUA
{

i
:

'NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / Tloxasarens npuemiemoctu (AV)
Jhosxed GwiTh He Honee 15,0

8 a1 limits* / Muxpnﬁuoxornqecxaﬂ qnc‘m’ra*mw |
a) Total aerobic microbial | NA Not more than 1000 CFU/g / i
count / Ob1ee uucno He 6onee 1000 KOE/r
| 23pOGHBIX MUKDOOPTAHKIMOB
! 'b) Total combined yeastsand .~ NA Not more than 100 CFU/g /
% mould count / Obuee yucno He Gonee 100 KOE/r
| IPOMIKEBBIX H TUIECHEBBIX
rprbos
lF emarks : The Product conforms to ND / Conclusion : APPROVED / |
Ilpumeyanue: [IpopykT cootsetcTByet Tpebopanuam HIl | 3axmouenne: OJIOSPEHO B |
Prepared by / Checked by / Approved by: Manager / Executive /
ToarotosieHo . . Tlposepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBOIHTEND
| Ramakant §con Ki Amit Kumar AN
K L W . - § o -
il :
' Reprint Date/ | Reprint Date / Reprint Date /
I Hara: 29.06.2023 | Hara: 29.06.2023 , | Hara: 29.06.2023 ]

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Q Dr. Reddy's Laboratories Lid.
* . Formulation Unit-6
r
u re Red d" S Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page40f5f Crp. 4u35

Product  : Nisetablets [(00mg T o —"'|
Mponyser _ :_Halia®, Taberin 100 r__ . i
Batch No/ 1 V2301049 |Batch Quantity / : 5000000 tablets / |
Cepus e e 106bem cepun 5000000 rabnerok
Analytical Report No / : 890001671740 ii)ate of Analysis / 1 29.06.2023 ]
AHAJHTHYIECKHH 0TgeT No ) ilaTa aHanuza S

Date of Manufacture / : Jun-2023 iDate of Expiry / . May-2026 i
:JlaTa npoH3BOACTBA i Topew ao (srn) i

1 Analysis performed accordmg to ND / Ananus nposeneﬂ no H,H ITN012824/03-140119 (amend Ne 1 from 08.06.2020/
,m3nm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 oT

28.09.2022)

Ne Test/Moxasatens  ~ Result/Pesyawrater Specification / Hopma
¢c) E. coli NA Shall be absent in 1g/
. JIOMmKHE! OTCYTCTROBATE B 1 T
9 Assay/KoamuectBenHoe "~ 100.1 mg/100.1 mr Not less than 90.0 mg and not more than
onpegeeHue ! 110.0 mg C;3H;2N205S Nimesulide in tablet /!

Or 90,0mr mo 110,0mr Ci3HpaN2O58°
{avmMecynun) B Tabnerke

10 Package/ ¥nakoBka " 10tablets 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
yin a carton. / [lo 10 Tabnerox B carton. / Ilo 10 rabperox B [IBX /
[IBX/amomuuuerom Gmmerepe. Ilo 3 amomunuesom Gaucrepe. [lo 1, 2, 3 wm 10
| BucTEpa BMECTE C MHCTPYKUMeH 1o Gnucrepos  BMecTe ¢ MHCTpYKUMeH 10|
NPHMEHEHWIO B NMAYKY KapTOHHYW).  TIPHMEHEHHIO B rsa'-ucy KapTDHH)(!O i

" 11 Labeling / Mapkuposia . Complies as presérribed"/ ~ AccordingtoND/
" CootsercTBYET TpefoBaHuam B cooreercTBHM ¢ H]T
12 Storage conditions / Store protected from light below 25°C / B 3amMieHHOM OT CBeTa MECTE TpH
Xpauenue Temneparype He Boie 25°C

13 ' Shelf life/ Cpox roxmocrs 3 years/ 3 roma o

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.

* Apanus no nokxasarento «Muxkpobuonorudeckas YWCTOTA» TNPOBOAWTCA IMTPOH3BOAMTENIEM [IPH BbLITYCKE MEPHOAWYECKH
(c MHTEpBanOM OJHO HMcruiTaHke Ha 20 cepuil UK He menee 1 pasa B rox). [Toxasarens mMoxeT ObiTh He BmoueH B Ceprudukat

aHanm3a QuUpMEL.

i Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanme: ITponykT coorercTsyeT Tpebosanuam HI | 3axmoyenne: ONOBPEHO B
Prepared by / Checked by / Approved by: Manager / Executive /
Hoarotosacno: 5 | 4 Iposepeno: Pardeep Kumar QOrobpeno: Menemxep / Pykosopurens
Ramakant A, (47 f Amit Kumar N

N~

Reprint Date / Reprint Date / o Reprint Date /

| Jata: 29.06,2023 Jata: 29.06.2023 Hata: 29.06.2023 ) - I

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CiN: 1L85195AP1984P1LCO04507
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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

PageSufS/C‘rp.sugs

Product  : Nisc tablets 100 mg

Npoayxr  : Hai®, Tadnerku 100mr .

.Batch No / 1 V2301049 ;Batch Quantity / : 5000000 tablets /

:Cepusn Ne R :Obwem cepun 5000000 Tabrerox
;Analytical Report No / : 890001671740 ~ Date of Analysis / : 29.06.2023 ;
Aok oraer Ny O L L

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026 T

Jlata npoussoxcrea

fAnalysis performed according to ND / Asaaus ;péaeneﬂ no—P—I)I?
‘uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No

28.092022)

API name (INN)/ A@C (MHH):
API manufacturer batch number /
| Homep cepun npoussofutens ADC:
{ FP Manufacturer API Batch number /
| Homep cepun mg:yvﬁgqnm.m_n@mBouqren_n_zjltb:

Logest a0 (mic)

| Nimesulide/Hnvecymg
i NMS/13040365, NMS/13040366

i .
| FEQA00210, FEQA00211
i

- API Manufactured by & country /
[powsponurear ADPC, crpana:

T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
2 or 10.08.2020, amend Ne 3 from 28.09.2022 / pzn. No3or

)l
i

| Aarti Drugs Ltd., India /

| Aapri [lpars JItp,, Hugus

| Remarks :Vﬁl_;g Product conforms?o ND/

I Hpumeyanne: [IponykT cooTsetctYet Tpefoanmam H

N

ﬂ Prepared by /

a . | Checked by /

Conclusion : APPROVED /
3a_5m<_)_';eﬂnq: OIOBPEHO

ey

| Approved by: Manager / Executive /

[oproroeneno: o) ; Tlposepeno: Pardeep Kumar Onobpeno: Meie 1ikep / PykoBomurens
Ramakant ./ {07~ | | Amit Kumar I S
o P j g L
_ . N | B
' Reprint Date / Reprint Date / Reprint Date /

Tlata: 29.06.2023 [

| JTata: 29.06.2023 Hara: 29.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4AS0T
www.drreddys.com




