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Dr. Reddy,s Q_... 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

CEPTUOUKAT AHAJIM3A
Pagelof S/ Crp.1m35

Product + Nise tablets 100 mg
Npoaykr  : Haiiz®, tabnerkyu 100 mr
Batch No / 1 V2302501 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001709364 Date of Analysis / ¢ 29.12.2023
AHATUTHYECKHIT oTyeT No JlaTa aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JaTa npousBoacTea I'oxen o (BKJ)
Analysis performed according to ND / Anaaus nposeaen no HI; I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Ne Test / IlokazaTenb Result / PesyabTaThbl Specification / Hopma

1 |Description / Onucanue Complies / CoorBercTByeT Yellowish white round biconvex tablets with
smooth surface. / bBesmsle ¢ enToBaTHIM
OTTEHKOM KPYIJIBle JBOSKOBBIITYKJIIbIE TabeTKH
C IIaJKOMH MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
MoanuunocTHL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynep»uBaHHS OCHOBHOTO
MUKa Ha  XpOMAaTOTpaMMe  KCHIBITYEMOro
pacTBOpa MO/DKHO COOTBETCTBOBATH BPEMEHH

YAEp>KHUBAHHS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe  pacTBOpa  CT@HAAPTHOrO
obpasua HUMECYNHAa (paznen

«KoJIH4eCTBEHHOE OMPEICTCHUE)

3 | Average weight and mass 306.7 mg/306.7 mr 310 mg+5.0%/310mr+5,0%
uniformity / Cpeausia macca

Complies / CooTBeTcTBYET 18/20 tablets —-NMT £ 5 %/
U OHOPOAHOCTH MACChI

18/20 TabneTok — He bonee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6osee + 10 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: [IpogykT cooTBeTCTBYET TpeboBaHusM HJI 3akiaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosineno: ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PyxoBonurens
Santosh Kumar Maurya Manoj Kumar f’

& 1 gt
Reprint Date / Reprint Date / Reprint Date /
Jata: 29.12.2023 Jata: 29.12.2023 Jarta: 29.12.2023

Registers [00ioe: 5-2-337, Road Ne. 3, Banjara Hills, Hyderaba:t - 500034, Telangana, india

Tei 01 40 0300 2900, Fax: +91 40 4208 2999, Email: mzil@direddys.com
CIN. LE5195AP1534FLCO04507
www.drrzddys.com




Dr.Reddy’s ":’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page2of S/ Crp.2m35

Product : Nise tablets 100 mg
IIpoaykr :  Hait3®, tabnerku 100 mr
Batch No / 1 V2302501 Batch Quantity / ¢ 5000000 tablets /
Cepust Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 890001709364 Date of Analysis / : 29.12.2023
AnanuTnyeckuii oruer Ne Jara ananunza
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
Jlara npon3sBoacTBa T'ogen po (BKI)

.|Analysis performed according to ND / Ananns nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / u3M. Ne 3 ot
28.09.2022)

4 | Dissolution/ PacTeopenne

95%, 96%, 96%, 98%, 98%,98%,

Not less than 75 % (Q) of labeled amount of
C13H12N2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHUHaJBHOTO coaepxanusa Ci3H2N-OsS
(HumMecynun) yepes 45 MUH.

5 Water / Boga

23%

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

6 |Related substances / PoacTBeHHBIe IPUMeECH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity C / Ipumecs C

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.0084 %) /
Hinke npenena KoJH4ECTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Not detected / He obHapyxeHa

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

=0.0062 %)

Impurity D / Ilpumecs D _Below LOD (LOD =0.0049 %) /
Huxe npenena obuapyxenus (I10
=0.0049 %)
Below LOD (LOD =0.0062 %) /
Impurity E / ITpumecs E eow ( 0)

Huxe npenena o6Hapyxenus (I1O

Remarks : The Product conforms to ND /
IIpumeuanmne: IlpoaykT cooTBeTcTBYET Tpeboranusm H]J

Conclusion : APPROVED /
3axkmouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosnexo: Ilpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurenb
Santosh Kurg@M aurya Manoj Kumar _

— Ci—:’/' :W
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023

7, Road Ne. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India
2200, Fax: +91 40 4500 2293, Email: mul@drreddys.com

Cil: L85195APL984PLCO04507

www.drraddys.cam
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page3 of S/ Crp.3u3 5

Product : Nise tablets 100 mg
Ilpoaykr :  Haiz®, tabnerku 100 mr
Batch No / : V2302501 Batch Quantity / : 5000000 tablets /
Cepus Ne O0Bem cepuu 5000000 TabseTok
Analytical Report No / : 890001709364 Date of Analysis / 1 29.12.2023
AHaauTH4yeckuii oruer Ne Jlara anaau3a
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172026
JaTa npoussoacTBa T'ogen po (BKJI)
Analysis performed according to ND / Anaaus nposeaen mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / u3m. Ne 3 ot
28.09.2022)

Below LOD (LOD =0.0045 %) / Hixe

Impurity F / TTpumecs F npenena obHapyxenus (ITO NMT 0.20 % / He 6onee 0,20 %
=0.0045 %)
Any unknown individual 0.03% NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas '
HeupeHTUULMpyeMas
NPUMEChH
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npumMeceit
7 | Uniformity of dosage units / 41 Acceptance value (AV) should be not more
OZHOPOAHOCTL JO3HPOBAHHS than 15.0 / TToxa3zatens npueMieMocTH (AV)

Jo/DKeH ObITE He 6osiee 15,0

8 Microbial limits* / MukpoOHoJoruyeckas yuerora*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1ee Yucio He 6onee 1000 KOE/r

a3p0OHBIX MUKPOOPraHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ilpumeyanue: IIponykT cooTBeTCTBYET TpeboBanusaM HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IloaroroeneHo: INposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens

Santosh Kug Maurya I Manoj Kumar : (Y
i S bogs:

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
2200, Fax: +81 40 £200 29939, Email: mail@drreddys.com
Clid: LESLR3405.934PLCO0IS07
www.drreddys,.com
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_Dr. Red dy’s ... 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

CEPTUOUKAT AHAJIU3A
Page4of S/ Crp.4u35

Product : Nise tablets 100 mg
Ilpoayxr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2302501 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 890001709364 Date of Analysis / 1 29.12.2023
AHaauTH4yecknii oryer Ne JlaTa anaan3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
Jara npousBoacTBa T'open po (BKT)
Analysis performed according to ND / Ananus nposeaen mo HJ/I: IT1 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 / u3m. Ne 3 ot
28.09.2022)

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obiuee uucio He 6osnee 100 KOE/r
IPOMNOKEBBIX U IIECHEBBIX
rpu6oB
¢) E. coli NA Shall be absent in 1g/
JIo/DKHBI OTCYTCTBOBATE B 1 T
9 |Assay/ KonauuecTBeHHoe 97.2mg/97.2 mr Not less than 90.0 mg and not more than
onpeeneHne 110.0 mg C;3H2N>0sS Nimesulide in tablet /

Or 90,0mMr mo 110,0mr Ci3H|2N2OsS
(anmMecynua) B TabneTke

10 |[Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / ITo 10 Ttabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
I[IBX/amomunuesom Giuctepe. o 3 |amomunuesom Gnucrepe. Ilo 1, 2, 3 unu 10
6iucTepa BMecTe C MHCTPYKLMei [0 |OIUCTEPOB BMECT€ C HHCTPYKLHeH [0

NPUMEHEHHIO B MaYKy KapTOHHYIO. MNPUMEHEHHIO B [aUKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteercTBYeET TpeOOBaHUAM B cootBercTBuu ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3aumMiieHHOM OT CBE€Ta MECTE MpH
Xpanenue TeMmmeparype He Beiie 25°C

13 | Shelf life / Cpok roasoctu 3 years/ 3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ilpumeyanue: IIpoaykt coorBeTcTBYET TpeboraHusM H] 3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

lloaroroBnewo: I1posepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens

Santosh Kumar Maurya Manoj Kumar 5 /
& - W
— =

Reprint Date / Reprint Date / Reprint Date /

Jarta: 29.12.2023 Jara: 29.12.2023 Jlata: 29.12.2023

- 500034, Telangana, India
aRil mos@drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIM3A
PageSof S/ Crp.5u3 5

Product : Nise tablets 100 mg
Ipoaykr : Haii3®, Tabnerku 100 mr
Batch No / 1 V2302501 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001709364 Date of Analysis / : 29.12.2023
AHaauTHYECKH oTueT No JlaTa aHaJu3a
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2026
Jata npousBoacTBa I'ogen go (BKu1)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. 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 / u3M. Ne 3 ot
28.09.2022)

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

year). The test can be absent in the Certificate of Analysis.

* Ananuz mo rniokaszateno «Mukpobuonorudyeckass YHCTOTa» IIPOBOMMTCHA TNPOM3BOAMUTENEM IIPH BBIMYCKE MEPHOIUYECKH
(c uHTEepBaiOM oxHO UcTibiTanue Ha 20 cepuii UMK He MeHee 1 paza B rox). [Tokasarens MoxeT ObITh He BKIOUEH B CepTHduKar

aHanuza GUPMBI.

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

API manufacturer batch number / NMS-1A-233013, NMS-1A-233014

Homep cepun npousBoauteiss ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTtanuuu npoussoguress I'JID: FEQA00555, FEQA00556

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Ilpounssopurens ADC, ctpaHa: Manranam [par3 sua Opranukc JIta, Mapus

Remarks : The Product conforms to ND / Conclusion : APPROVED /

ITpumeuanne: IIpoaykT cootBeTcTBYET TpeboBanusM HJ| 3axkawyenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IMoaroroenexo: IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens

Santosh Kumar Maurya i Manoj Kumar bg_/-f
@0 ( (el
/ QL((

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023 JHara: 29.12.2023 Hara: 29.12.2023




