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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

1 |Description/ Onucanue

Complies / CooTsetcTByer

CEPTHOHKAT AHAJI3A
PagelofS/Crp.1m 5

Product Nise tablets 100 mg
ponysr Haiiz®, rabnerkn 100 Mr
Batch No / : V2400156 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepin 5000000 Tabnetox
Analytical Report No / : 040002425057 Date of Analysis / : 22.02.2024
AnagnTHueckuii oTyeT No JlaTa anasin3a
Date of Manufacture / : 02/2024 Date of Expiry / s 0172027
Hara npoH3BOACTBA ToaeH ao (BK)
Analysis performed according to ND / Ananu3s nposeaex no HJI: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usM. Ne 3 ot
28.09.2022)

Ne ~ Test/Iokazarens Result / Pesynutatel Specification / Hopma =

Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ )KeTOBaTHIM OTTEHKOM
KPYIJBle ABOAKOBBIMYK/IbIE TAONETKN C Titagkoi
TIOBEPXHOCTHIO.

2 |Identification /
IMopnnHHOCTSH

Complies / CooTBeTCTBYET

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 yzepXnBaHus OCHOBHOTO [HKa Ha
XpOMaTOrpaMme UCTIBITYEMOro PacTBOpa AOKHO
COOTBETCTBOBATH BpEMEHU  yIep)KHBaHHUA
OCHOBHOrO MHKa Ha XpPOMaTorpaMMe pacTBOpa
craumapTHoro ofpasna HuMecylHna (pasgen
«KonuyecTBEHHOE CIIPEACNEHHEN)

3 | Average weight and mass
uniformity / Cpeguss macca
H OHOPOAHOCTE MACChI

308.6 mg/308.6 mr

Complies / CooTBeTcTBYET

310 mg+5.0%/310 Mmr£5,0%

18/20 tablets —~NMT £ 5 %/
18/20 tabnetok — He Gonee £ 5 %

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

4 | Dissolution / PacTBopenue

95 %, 95 %, 96 %, 95 %, 94 %, 95 %

Not less than 75 % (Q) of labeled amount of
C13H)2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMMHAILHOIO
conepxanus Cj3H12Na20sS (HuMecynum) uepes
45 MuH.

Remarks : The Product conforms to ND /
Ilpumedanue: [Ipoaykt cooTBeTcTRYET Tpebopanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /

Iogroroenenoy Anjati
Dhiman _1\__ I
R

Checked by /
IMTposepeno: Rama Kant

o

Approved by: Manager / Executive /
OpobpeHo: Menemxep/P) KOBOAHTENE
Manoj Kumar _{l

Reprint Date /
Hara: 22.02.2024

Reprint Date /
Ilata: 22.02.2024

Reprint Date /
Jara: 22.02.2024

Registered Office: 8-2-337, Kear! o 3,
Tel: +91 40 4900 2¢01)

E::nj;ua Hills
HO I b

PLC304507
t/s.cem

yderabad - 500C34, Telangana, India
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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
CEPTHOHKAT AHAJTM3A
Page2of S/Crp.2u3 5

Product ¢ Nise tablets 100 mg '
IIpoaykr Haiia®, Tabnetkn 100 mr
Batch No / : V2400156 Batch Quantity / : 5000000 tablets /
Cepusa Ne OGbeM cepuit 5000000 Tabnerok
Analytical Report No / : 040002425057 Date of Analysis / 1 22.02.2024
AuanuTHgecicnii order Ne Jlara aHaansza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npon3BoicTBa T'oaen po (Bxn)
Analysis performed according to ND / Anaau3 nposenen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. 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)

No | Test/Ilokasavens _Result/Pesyapratel Specification / Hopma

5 | Water/Boaa 2.6% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIC IPHMECH

Impurity A / Ilpumecs A

Impurity B / Ilpumect B

Impurity C/ INpumecs C

Impurity D / ITpumecs D

Impurity E / [Tpumecs E

Impurity F / [Ipumecs F

Any unknown individual
impunity / EouHuunas
HEMUeHMQUUMpYEMas

Below LOD (LOD = 0.0019 %) /
Hixe npepena o6napyxenua (1O =
0.0019%)

Below LOQ (LOQ =0.0084%) /
Hwxe npenena KQIIHYeCTREHHOTQ
onpenenenus (ITKO = 0.0084%)

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa
Not detected / He 0GHapyxeHa
Not detected / He obnapyxena

0.02%

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 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He Gonee 0,20 %

Remarks : The Product conforms to ND /
ITpumedanue: TTpoaykT cooTBeTcTBYET TpeboBaHuaM HIJ

Conclusion : APPROVED /
3akaoyenune: OJJOBPEHO

Hata: 22.02.2024

Hara: 22.02.2024

Prepared by / Checked by / Approved by: Manager / Executive /
[Toararosneny: Anj({li ITpoBepero: Rama Kant Onobpeno: Meremxep / PyroBojiTenb
Thiman .. S T ; Mannj Knmar g I

v (et
Reprint Date / Reprint Date / - Reprint Date /

Hara: 22.02.2024

Registered Gffice: 8-2-237, Resa it
Tel: +81 40 4400 298D,

Hillz, Hyderabad ~ 500034, Telangana, India
9, Emzil: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A
Page3of S/ Crp.3 u3 5

Product Nise tablets 100 mg
Hpoayxr Haiis®, Tabnetkn 100 mr
Batch No / s V2400156 Batch Quantity / : 5000000 tablets /
Cepus Ne Obnem cepuu 5000000 Tabnerok
Analytical Report No / : 040002425057 Date of Analysis / : 22.02.2024
AHaTUTHYeCKHH oTHeT Ne Hara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa NpoH3BOICTBA Topen go (BK)
Analysis performed according to ND / Auanus nposexen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 oT
28.09.2022)
N | Test / lokasatens Result / Pe3yasTaThl ~ Specification / Hopma

MpPHMECh

‘Total impurities / Cymma 0.07% NMT 1.5 % / He 6onee 1,5 %

npuMeced

7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more than

15.0 / Iloka3atens npaemneMocti (AV) nomken
BuITE He 6onee 15,0

8 |Microbial limits* / Mukpo6nogorudeckas umcrora* o
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / OGue wnvav 11 Guaee 1000 KOLA
a3pO6HBIX MHKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / OBmee uncio He 6onee 100 KOE/r
JIPONOKEBBIX H TIECHEBBIX
rpubos
c) E. coli NA Shall be absent in 1g/
JIOJKHEL OTCYTCTBOBATh B 1 T
9 |Assay/ KoauyecTBeHHOE 100.5 mg /100.5 Mr Not less than 90.0 mg and not more than 110.0 mg
ompeaeieHue C13H1aNaOsS  Nimesulide in tablet /
Or 90,0 Mmr o 1 10,0 Mr CuHmN:OsS

(Humecynun) B Tabnerxke

Remarks : The Product conforms to ND /
ITpumeyanne: [TpoxykT cooTBeTcTBYET TpeOoBanusaM H]T

Conclusion : APPROVED /
3axiroyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oxrotoesneno: Apjali Iposepeno: Rama Kant OnoBpeno: Menexep / Pykosonutens
Dhiman IL— A/‘ _— | \,d Manoj Kumar

J"’,, / e .LU. .
Reprint Date / Reprint Date / Reprint Date /
Iara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Registered Office: 8-2-337, Roatl o 3
Tel: +91 404900 2 :

yjara Hills, Hydarabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Page4ofS/Crp.4u35

Product Nise tablets 100 mg

Hpoayxr Haii2®, Tabnerku 100 Mr

Batch No / 1 V2400156 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepuu 5000000 Tabnerok
Analytical Report No / :+ 040002425057 Date of Analysis / : 22.02.2024
AHaTHTHYECKHHA oT4eT Ne Jlata avaau3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027

JaTa npon3BoAcTBa I'ogen g0 (BK) _

Analysis performed according to ND / Ananus nposesen mo H/I: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m, 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 ot

blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / o 10 Tabnerok B!/ Ilo 10 tabnerox B IIBX / amoMuHHEBOM
6mucrepe. Tlo 1, 2, 3 unu 10 61uctepos BMecTe ¢

IBX/amoMutuesom Gictepe. ITo 2

28.09.2022)
i N Test / ITokasatens Result / PesynbTatst T ~ Specification / Hopma = .
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10|

fnycTepa BMECTE ¢ MHCTPYKLHEH MO | HHCTPYKUMEH 1O NPUMEHEHHIO B Madky
[PUMEHEHHMIO B MUKy KAPTOHHYIO. | KGPTOHHYIO.
11 |Labeling/ MapkupoBka Complies as prescribed / According to ND /

CoorseTcTBYET Tpe6OBAHHUAM

B coorsercTerK ¢ HJ

12 |Storage conditions /
XpaHenue

Temrepatype He Beie 25°C

Store protected from light below 25°C / B 3amMweHHOM OT CBETA MECTeE npy |

13 | Shelf life / Cpox roasoctH

3 years/ 3 ropa

*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.
* Aganus no noxazaremo «Mukpobuosioruueckas YHCTOT2» TNPOBOJUTCA MNPOM3BOAWTENEM TMPH BBITYCKE MNEPHOIHYECKH
(c MHTepBaNOM OIHO MCTbITaHHe Ha 20 cepuit WM He MeHee 1 pasa 8 rox). ITokasatesns MoxeT GbITe HE BKIIOYCH B CepTHduKkar

aHanmusa Qpmst.

API name (INN)/ A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepnn npouszsoauteasa ADC:

NMS-1A-233023

FP Manufacturer API Batch number /
Howmep cepun cy6ctanuun npoussoaurensi IJID:

FERAO00058

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipogyxr cooTBeTcTBYeT TpeboBanusamM HII

Conclusion : APPROVED /
3axnioyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Moarorosnero: Apjali IIposepeHro: Rama Kant Onobpeno: Meremxep / Pykosoanress
Dhiman ’}\ }:& e | Manoj Kumar F

- _ﬁ:m- (it
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.02.2024 Hara: 22.02.2024 Hara: 22.02.2024

Repgisteréd Office: 8-2-337, Read ite
Tel: +91 40 42C0 2660, Fax: ¢

CIN: 18S18

voysedri zidys.com

2, Banjara Hills, Hydarabad - 500034, Telangana, India
1210 4900 2969, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
PageSof 5/ Crp.5u35
Product : Nise tablets 100 mg
Mpoaykr  : Haiis®, Tabnetku 100 Mr
Batch No / : V2400156 Batech Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 TabneTok
Analytical Report No / :+ 040002425057 Date of Analysis / 1 22.02.2024
AHAJHTHYCCKHI 0T4eT Ne JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npon3BOACTBA Togen xo (Bx)

Analysis performed according to ND / Asasnns nposeaen no HJ/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 or

28.09.2022)

IIpousBoauTens APC, crpaHa: Manranawm JIpar3 sua Opraunuke JITa, Mugus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [Tponykt cooTBeTcTBYET TpeboBaHusm HJJ 3axiouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Moarororneno; Anjali IIposepeno: Rama Kant Onobpeno: Menemxep / PykoBojuTes
Dhiman A ‘L\:’, & i f Manoj Kumar ‘ :?

A ~ f})ha [LLt
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.02.2024 Hara: 22.02.2024 Jara: 22.02.2024

Registered Office: 8-2-337, Rand i
Tel: 491 30 49C0 2L




