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Dr. Reddy's LLaboratories 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

1 _Dgcription / Onucanune

~ Complies / CootBeTcTBYyeT

CEPTHOUKAT AHAJIU3A
Page 1 of S/ Crp. 1 u3 5
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2400157 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepuun 5000000 TabneTok
Analytical Report No / : 040002430771 Date of Analysis / : 23.02.2024
AHaAUTHYECKH I oTUeT Ne JlaTa aHa/im3a
Date of Manufacture / 1 02/2024 Date of Expiry / ¢ 0172027
JlaTa npou3BoacTBa T'ogen go (BK)
Analysis performed according to ND / Anaaus nposeaen nmo HJI: I1N012824/03-140119 (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
28.09.2022)
N Test / IlokazaTesn Result / PesysnbrarThbl Specification / Hopma

Yellowish white round biconvex Llablets with
smooth surface. / Besible ¢ )eNTOBATBIM OTTEHKOM
KpYIJible JBOSIKOBBINYKJIbIE TAONETKH C IIIajIKOM
[IOBEPXHOCTBIO.

2 Identification /
HopnunHoCcThL

Complies / CootBeTcTBYyET

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 ynepxuBaHWs OCHOBHOrO TIHKa Ha
XpOMAaTOrpaMMe MCIILITYEMOTO pacTBOPa JI0JHKHO
COOTBETCTBOBATH BpEMEHH  YAEPXKHUBaHHA
OCHOBHOI'O MHKa Ha XpOMAaTOrpaMMe pacTBOpa
cTaHgapTHOro ofbpasua HuMecynuza (pasmen
«KonuuecTBeHHOE OnpeaesieHue»)

3 | Average weight and mass

H OJHOPOAHOCTH MACChI

uniformity / Cpeausia macca

311.1mg/311.1 mr

Complies / CooTBeTcTBYyeET

310mg+5.0%/310mMr+5,0%

18/20 tablets —NMT = 5 %/
18/20 tabnerox — He Gonee += 5 %

2/20 tablets —-NMT + 10 %/
2/20 Tabnerok — He bosiee = 10 %

4 |Dissolution / PacreopeHue

95 %, 96 %, 96 %, 95 %, 97 %, 96 %

Not less than 75 % (Q) of labeled amount of
C3H;2N>0sS nimesulide is dissolved in 45
minutes / He meuee 75 % (Q) OT HOMHHaNbHOTO
copepxxanust Ci3H2N2OsS (Humecynun) yepes
45 MuH.

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBaHusM HJ|

Conclusion : APPROVED /
3akumouenne: OJJOBPEHO

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

[ToarotosneHo: Prtsh ITpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBojinTe b

Rana Manoj Kumar ) j
e

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.02.2024 Hara: 23.02.2024 Jara: 23.02.2024

wiww,drreddys.com

40 4900 2999, Email: mail@drreddys.com
S195AP188PLCO04507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page2of S/ Crp. 2 u3 5
Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnerxu 100 Mr
Batch No / 1 V2400157 Batch Quantity / : 5000000 tablets /
Cepusi Ne Oo0bem cepnu 5000000 Tabnetok
Analytical Report No / : 040002430771 Date of Analysis / 1 23.02.2024
AHaJHTHUeCKHii oTueT Ne JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlara npou3BoacTBa I'oaen go (BxJ)
Analysis performed according to ND / Anann3 nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. 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
28.09.2022)
Ne Test / IlokazarTenn Result / Pesyneramel Specification / Hopma

5 Water / Boga 25%

Not more than 6.0 % w/w / He 6onee 6,0_°;6

6 |Related substances / PoacTBeHHble npuMecH

Impurity E / Ilpumecs E
Impurity F / IIpumecs F

Any unknown individual
impurity / EnunnyHas
HenaeHTHUIUpYeMast

Impurity A / Ilpumecs A Below LOD (LOD = 0.0019 %)/
Huxe npenena o6Hapyxenus (I1O =
0.0019%)

Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084%) /
Hiwke npenena KOJTHYECTBEHHOTO
onpenenenus (ITKO = 0.0084%)

mpurity C / Tipuwmecs C Not detected / He o6HapyskeHa

Impurity D / TTpumecs D Not detected / He o6HapyxeHa

Not detected / He oOHapyskeHa

Below LOD (LOD = 0.0045 %) /
Huxe npepena obHapyxenus (I1TO =
0.0045%)

0.03%

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 6osee 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 /
IIpumeyanue: ITpoayKT cooTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneno: Rravesh IIpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoautenb
Rana W Manoj Kumar /

L~
Reprint Date / Reprint Date / ” Reprint Date /
Jara: 23.02.2024 Jara: 23.02.2024 Jlara: 23.02.2024

India
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page3 of S/ Crp.3u35

Product : Nise tablets 100 mg
IIpoAykr :  Haiz®, Tabnerku 100 mr
BatchNo / : V2400157 Batch Quantity / : 5000000 tablets /
Cepuia Ne O0nem cepun 5000000 Tabnerox
Analjytical Report No / : 040002430771 Date of Analysis / ¢ 23.02.2024
AnaJTudyeckuii oruer Ne JlaTa aHa/an3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npousBojcTaa I'oaen no (BK)
Analysis performed according to ND / Anaams nposeaen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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)

Ne Test / IlokazaTeanb Result / Pe3yabTaThl Specification / Hopma
npuMech
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
npumMeceit
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more than
OaHOpPOAHOCTb J03MPOBAHNA 15.0 / Mokazarens npuemaemMoctu (AV) noskex

6bITH He Gosiee 15,0

8 |Microbial limits* / Mukxpo6uoJsiornyeckas yucrora*

a) Total aerobic microbial ' NA Not more than 1000 CFU/g /
count / O6wiee yucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6wee yncno He 6onee 100 KOE/r
IPOMOKEBBIX U IIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/
JIO/mKHBI OTCYTCTBOBATh B 1 I
9 | Assay/ KoanuyecTBeHHOE 100.6 mg / 100.6 mr Not less than 90.0 mg and not more than 110.0 mg
onpejesenue Ci3Hi2N20sS  Nimesulide in tablet /

Or 90,0mr po 110,0mr C;3H;2N2OsS
(HuMecynua) B TabneTke

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBaHusiM HJL 3akmouenne: OJJOGPEHO

Prepared hy / Checked hy / Appraved hy: Manager / Fxeentive /
[ToaroTorneno: Prayesh ITpoeepeno: Rama Kant Onobpeno: Menemxep / Pykosonnrens
Rana - U Manoj Kumar 1 ! (j
Reprint Date / ’ Reprint Date / Reprint Date /

Jara: 23.02.2024 Jata: 23.02.2024 Jara: 23.02.2024

3, Banlara Hills, Hyderabad - 500034, Telangana, Indi;

all: mall@drraddys.com
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Dr. Reddy's Lahoratories Ltd,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

10 |Package/ YnmaxoBxa

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
I[IBX/amomuunuesom 6nucrepe. 1o 2
6arcTepa BMeCTe ¢ HHCTPYKLMEH Mo
NPUMEHEHHIO B NIAYKY KaPTOHHYIO.

CEPTUPUKAT AHAJIM3A
Page4 of 5/ Crp. 4 u3z 5

Product Nise tablets 100 mg
HpoAykr Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2400157 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 040002430771 Date of Analysis / 1 23.02.2024
AuaJINTHYEeCKHH oTueT Ne Jara aHanusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jara npou3BoacTBa T'oaen no (BK)
Analysis performed according to ND / Anaan3s nposexen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 or
28.09.2022)
N Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerox B IIBX / amomuHueBOM
6mucrepe. ITo 1, 2, 3 unu 10 6nuctepoB BMecTe ©
HHCTPYKUMEH 110 [NPUMEHEHWIO B  [a4kKy
KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHHAM

According to ND /
B cooTtBercTBHM ¢ H]]

12 |Storage conditions /
Xpanenune

Store protected from light below 25°C / B 3amiMIieHHOM OT CBETa MeCTe IpU

TeMIieparype He Beilue 25°C

13 |Shelf life / Cpox rognocTH

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.
* Anamu3z mo mnokaszaremo «Mukpobuonorudyeckass YHCTOTay» NPOBOOUTCA MPOU3BOAUTENIEM IpPH BBIMTYCKE ITEPHOAHYECKH
(c uHTEpBaIOM OXHO HcTbiTaHue Ha 20 cepuif unu He menee 1 pasa B ron). [lokaszatens MoxeT GBITH He BKItoueH B Ceprudukar

aHanm3a PHPMEL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynup

API manufacturer batch number /
Homep cepun npouspoauress ADC:

NMS-1A-233024, NMS-1A-233025

FP Manufacturer API Batch number /

Howmep cepuu cy6cTannun npounssoautesa I'JID:

FERA00059, FERA00060

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /

ITpumeuanue: [Ipoxykt cootBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

IToarotosneHo: Pravgsh IIpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosoaurens

Rana ‘E Manoj Kumar @ﬁ:ﬂd
—

Reprint Date / Reprint Date / ' Reprint Date /

Iara: 23.02.2024 Iara: 23.02.2024 Ilata: 23.02.2024
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
PageSof S/ Crp.5u35

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2400157 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6nem cepun 5000000 TabneTok
Analytical Report No / : 040002430771 Date of Analysis / : 23.02.2024
AHaJIMTHYeCKH i oTyeT Ne Jara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npou3BoACTBa TI'ogen po (Bxu1)

28.09.2022)

Analysis performed according to ND / Anaans nposeaen no HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

IIpouseoaurtenr A®C, crpana:

Masnranam [par3 sua Opranukc JItn, Uuaus

Remarks : The Product conforms to ND /
IIpumeuanmne: [Tponykt coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: Pravesh IIpoeepeno: Ram: nt Onobpeno: Menemxep / Pykosonuresns
Rana 1 W Manoj Kumar

- e
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.02.2024 Jlarta: 23.02.2024 JaTta: 23.02.2024

el wQ

2, Banjara Hills, Hyderabad - 500034, Telangana, India

w0140 4900 2999, Email: mail@drreddys.com

==y

CIN: L85 185AP1884PLCO04507
www.drreddys.cem




