Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

AHaauTHYecKHit oTueT No

CEPTUPUKAT AHAJIM3A
Page1ofS/Crp.1u35
Product : Nise tablets 100 mg
Hpoaykr :  Haiiz®, tabnerku 100 mMr
Batch No/ : V2301035 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001668905 Date of Analysis / ¢ 15-06-2023

Jlara anannsa

I[aTa ITPOHU3BOACTBA

Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026

I'ogen o (BK.T)

Analysis performed according to ND / Ananus nposegen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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 / u3m. Ne 3 ot

28.09.2022)
| N Test / [ToxazaTens Result / PesyabTaThl Specification / Hopma
1 | Description / Onucanune Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Benrle ¢ KenToBaTHIM
OTTEHKOM KPYTJIbIE ABOSKOBBINYKJIbIE TAONETKH
C INIaAKOM NOBEPXHOCTEIO. |

2 Identification /
l TloagamuuocTH

Complies / CooTBeTcTBYEeT The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep>uBaHHS OCHOBHOI'O
|mMka Ha  XpoMaTorpaMMe — MCIIBITYEMOTO
pacTBOpa OJDKHO COOTBETCTBOBATH BPEMEHH

3 |Average weight and mass
uniformity / Cpeausist Mmacca
H OXHOPOJHOCTH MACCHI

yIOepKHBaAHUS OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHAapTHOTO
obpasua HUMeCYynuaa (pazzen
«KonnyecTBeHHOE OMpEEICHUE)
311.5mg/311.5 mr 310mg+5.0%/310 Mr 5,0 %
Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 % /

18/20 Tabnerok — He 6onee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 | Dissolution / PacTeopenue

99 %, 97 %, 97 %, 99 %, 97 %, Not less than 75 % (Q) of labeled amount of

97 %, C13H12N>0OsS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
1lpumeuanue: | lponykT cootBercrByeT Tpebopanusam HJT 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosieHo: J IIposepeno: Pardeep Kumar Onobpeno: Menemkep / Pykoroaurens
Ramakant M/ o[ Amit Kumar /\_,A\}::/
Reprint Date / , Reprint Date / Reprint Date / '
Jarta: 15-06-2023 Hara: 15-06-2023 Jara: 15-06-2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page2of S/ Crp.2 u3z 5
Product Nise tablets 100 mg
IMpoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2301035 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / : 890001668905 Date of Analysis / : 15-06-2023
AHaJINTHYECKHiT oTyeT Ne Jara ananu3sa
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
Jara npous3BoacTea TI'ogen xo (Bx.1)
Analysis performed according to ND / Ananu3s nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3M. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / TlokasaTe.ib Result / PesyabTaTsl Specification / Hopma
minutes / He menee 75 % (Q) ot ]
HOMUHaJIbHOro coaepxanus Ci3HijnN2OsS
(Humecynnn) yepes 45 MHH.
5 |Water/Bona 3.2% Not more than 6.0 % w/w / He 6osee 6,0 %

Related substances / PoagcTBeHHble npumecH

Impurity A / Ilpumecs A

Below LOD (LOD =0.0019 %) /
Hwxe mpenena Konmu4ecTBEHHOTO
onpenenenus (ITKO =0.0019 %)

0.02%

Impurity B / Ilpumecs B

Impurity C / ITpumecs C

Not detected / He oGHapyxeHa

Impurity D / ITpumecs D

Below LOD (LOD = 0.0049 %) /
Huxe npenena o6napyxenus (I10 =
0.0049 %

Impurity E / Ilpumecs E

Not detected / He obHapyxeHa

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 %

Remarks : The Product conforms to ND /
ITpumeuanue: IIponykT cootBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loaroroeneHo: @j\ IIposepeno: Pardeep Kumar Opnobpeno: Menemxep / PykoBogures
Ramakant Amit K .

amakan { mit Kumar /X(\\,,/
Reprint Date / Reprint Date / Reprint Date / '
Hara: 15-06-2023 Hara: 15-06-2023 Hara: 15-06-2023

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

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page3of S/Crp.3u3z 5

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, tabnerku 100 mr
Batch No / : V2301035 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepun 5000000 Tabnerox
Analytical Report No / + 890001668905 Date of Analysis / : 15-06-2023
AnanuTH4yecKuit otuet Ne Jara aHaau3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTa nponsBoacTBa I'omen go (BKJI)
Analysis performed according to ND / Ananus nposeaen mo HI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3M. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

No Test / [Toka3aTenab | Result / PesyabTaThbi | Specification / Hopma
Impurity F / Ilpumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Eaunuunas 0.02%
HeuaeHTU(QHUHpYeMas
NpUMeEChH
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
rpuMecei Il
7 Uniformity of dosage units / 24 Acceptance value (AV) should be not more
OaHOpPOAHOCTH J03UPOBAHMSA than 15.0 / IToka3zatens npueMiaeMocTH (AV)

JnoJkeH ObITh He Gonee 15,0

8 |Microbial limits* / Mukpo6uosoruyeckas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61wee yucno He 6onee 1000 KOE/r
33p06HBlX MHUKPOOPTaHU3MOB
b) Total combined yeasts and NA | Not more than 100 CFU/g /
mould count / O6ee yucno He 6onee 100 KOE/r
APOAOKEBBIX U MIICCHEBBIX
rpuboB
Remarks : The Product conforms to ND / Conclusion : APPROVED /
TMpumeuanne: MMponykT cooteTcTBYET TpeboBanuaM H]T 3axmioyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Cd\ IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PyxoBoaurens
Ramakant t . Amit Kumar f&(_: :}:-/,
Reprint Date / Reprint Date / Reprint Date/
Jara: 15-06-2023 Hara: 15-06-2023 Hara: 15-06-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 191 40 4900 2900, Tar. +91 40 4900 2999, Einidil. 1idil@uiieddys.cunni
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page4of 5/Crp.4u35

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnerku 100 mr
Batch No / 1 V2301035 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 TabneTok
Analytical Report No / : 890001668905 Date of Analysis / : 15-06-2023
AHanHTHYECKHL oT4yeT No Jata aHaqau3a
Date of Manufacture / : May-2023 Date of Expiry / : Apr-2026
JlaTta npou3BOACTBA I'oaen go (BkJ)

28.09.2022)

Analysis performed according to ND / Ananns nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

Ne Test / IlokazaTesb

Result / PesyabTaThl

| Specification / Hopma

¢) E. coli

NA

| Shall be absent in 1g/
JIOo/mKHBI OTCYTCTBOBATh B 1 T

9 | Assay / KonnyecrBeHnnoe
onpegesneHne

100.0 mg / 100.0 mr

|
|

Or 900mr pmo 110,0 mMr
(Humecynun) B TabyieTie

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N>0sS Nimesulide in tablet /
C13H2N2OsS

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IBX/antoMunueBoM Giucrepe. ITo 3
6nucTepa BMECTE C MHCTPYKUMEH 1O
NPHMEHEHHUIO B NMayKy KapTOHHYIO.

carton. / Ilo 10 Tabnetok B

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
IBX /
amomuHueBoM 6muctepe. Ilo 1, 2, 3 wnu 10

11 |Labeling / MapkupoBka

12 _St:)rz:ge conditions /
Xpanenue

Complies as prescribed /
CootBercTBYeT TpeOOBaHUAM

Temrnepatype He Bbie 25°C

B cootsercTBHnu ¢ HII

| Store protected from light below 25°C / B 3auiMIEeHHOM OT CBETa MecTe npH

6nMCTEpOB  BMECTE C  MHCTPYKLIMEH 1o
NPUMEHEHHUIO B MAYKy KapTOHHYIO.
According to ND /

13 | Shelflife / Cpox roanocrn

3 years/ 3 rona

*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.
* AHanmuz no mMokazaTemo «MUKpoOHONOrHYecKas YHCTOTa» IMPOBOAMTCS NPOW3BOAMTENIEM TIPU BBHITYCKE NEPUOIUYECKH
(c maTepBaNoM OHO HchbiTaHue Ha 20 cepuil unu He MeHee 1 pasa B ron). [Tokazarens MoxeT ObiTh He BKIoUeH B CepTHdHKAT

aHanu3a QUPMEL.

Remarks : The Product conforms to ND /
IIpumeuanne: [Iponykt coorseTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: M IIpoBepeno: Pardeep Kumar Opnobpeno: Mernemxep / PykoBoanTeNb
Ramakant ' Amit Kumar .

Reprint Date / Reprint Date / Reprint Date /

Hata: 15-06-2023 JHata: 15-06-2023 JaTa: 15-06-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
PageSof S/ Crp.5m3 5

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, tabnerku 100 mr
Batch No / 1 V2301035 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepuu 5000000 tabreTok
Analytical Report No / : 890001668905 Date of Analysis / : 15-06-2023
AHaJHTHYECKHI oTYeT No Jara anannza
Date of Manufacture / ¢ May-2023 Date of Expiry / : Apr-2026
JaTa npou3BoACTBA T'ogen go (BK.T)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / u3am. Ne 3 ot
28.09.2022)

API name (INN) / A®C (MHH): Nimesulide / Humecynun

APL manufacturer batch number / NMS/13030259, NMS/13040362, NMS/13040362
Homep cepun npouzBoautens ADC:

FP Manufacturer API Batch number /

Homep cepum cy6cTaHnMH npou3BoguTess I JID: FEQA00158 , FEQA00207, FEQA00208

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoauresr APC, ctpaHa: Aaptu [lpars JItn., Manus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: IIpogykt cooTBeTcTBYET TpebopaHusM HJ| 3akaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoaroroBneHo: W INpoepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosogurens
Ramakant (:J:ﬁ Amit Kumar [L{M\;
Reprint Date / Reprint Date / Reprint Date / )

Hara: 15-06-2023 JHara: 15-06-2023 Hara: 15-06-2023

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



