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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Pagelof 5/ Crp.1u35

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, tabnerku 100 Mr
Batch No / 1 V2302309 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 Tabaetok
Analytical Report No / : 890001708526 Date of Analysis / : 26.12.2023
AHanuTHYECKHIi oTueT No JlaTra ananusa
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
Jlara npousBoacTea I'oaeH g0 (BKJI)
Analysis performed according to ND / Anasnns nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
yam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 oT
28.09.2022)

Ne Test / IlokazaTeanb Result / PesyabTaThbl Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XKenroBaTeim
OTTEHKOM KPYTJIbIE JBOSKOBBIMYKJIbIE TAONETKH
C [IaAKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET The retention time of principal peak in the
HoaanHHOCTE chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMsi yaep>XHUBaHHS OCHOBHOTO
NMKa Ha XpOMATOrpaMMe  HCIMBITYeMOro
pacTBOpa IO/DKHO COOTBETCTBOBATH BPEMEHH

YAEPKNUBAHUS OCHOBHOT'O M1Ka Ha
XpoMaTorpamMMe  pacTtsopa  CTaHAApTHOIO
obpasua HUMeECYNua (paznen

«KonuyecTBeHHOE ONpeneICHUE)

3 | Average weight and mass 307.9 mg/307.9 mr 310 mg+5.0% /310 Mmr+£ 5,0 %

:I:f(::;)m:)tyﬂloff :lll“HaﬁcS;l:llacca Complies / CoorsercTBYeT 18/20 tablets - NMT £ 5 % /
AROpOA 18/20 Tabnerok — He Gonee = 5 %

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeyanne: [IpoaykT cootBeTcTBYeT TpeboBanusM HJI Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotoBneHO: IIposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoouTens
Ambresh Kumar Maurya Manoj Kumar

>~
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 Hata: 26.12.2023 IaTa: 26.12.2023

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Emeii: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page2of S/ Crp.2u35

Product : Nise tablets 100 mg
Hpoaykr  : Haiiz®, tabaerku 100 mr
Batch No / : V2302309 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepnu 5000000 TabneTok
Analytical Report No / : 890001708526 Date of Analysis / : 26.12.2023
AHanuTHYeCKUi oTyeT Ne Jara ananusa
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172026
JlaTa npou3BOACTBA T'open g0 (BKJT)
Analysis performed according to ND / Ananu3 nposesen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. 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 / uzm. Ne 3 ot
28.09.2022)

4 | Dissolution / PacTBopenue 96%, 96%, 96%, 96%, 96%,96%, | Not less than 75 % (Q) of labeled amount of
C13H12N>OsS nimesulide is dissolved in 45
minutes / He meree 75 % (Q) ot
HoMuHaneHoro coaepxkanus Ci3Hi2N-OsS
(aumMecynun) yepes 45 MHUH.

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

6 |Related substances / PoacTBeHHble NpuMecH

Impurity A / IIpumecs A Below LOD (LOD =0.0019 %) / Haxxe | NMT 0.20 % / He 6onee 0,20 %
npenena obHapyxenus (T10
=0.0019 %)
Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %

Hinke npepena KOJIM4ECTBEHHOTO
onpenenenns (TIKO = 0.0084 %)

Not detected / He oGHapyxeHa

Impurity C / ITpumecs C NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs D Below LOD (LOD =0.0049 %) / Huxe | NMT 0.20 % / He 6onee 0,20 %
npenena obHapysxenus (I1O
Remarks : The Product conforms to ND / Conclusion : APPROVED /
M pumeuanne: [IpoxykT cootBeTcTByeT TpeboBanusM HJI 3akawyenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroByeHo: [poeepeno: Santosh Kumar Ono6peno: Menemxep / PykoBoautens
Ambresh Kumar Maurya Manoj Kumar ‘/ ‘
G‘(\y — A -
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 Hara: 26.12.2023 Hata: 26.12.2023

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Emeaii: mail@drreddys.com
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www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
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Below LOD (LOD =0.0045 %) / Huxe

CEPTUDUKAT AHAJIU3A
Page3 of S/ Crp.3u3 5
Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnetkn 100 mr
Batch No / 1 V2302309 Batch Quantity / : 5000000 tablets /
Cepnsi Ne O6Bem cepun 5000000 TabneTok
Analytical Report No / : 890001708526 Date of Analysis / : 26.12.2023
AHanuTHYECKHH oTyeT No Jara anaausa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026
JlaTa npou3BOACTBA T'onen go (BxJI)
Analysis performed according to ND / Auaaus nposeaes no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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 / u3m. Ne 3 ot
28.09.2022)
=0.0049 %)
Impurity E / [pumecs E Below LOD (LOD =0.0062 %) / Huxe | NMT 0.20 % / He 6onee 0,20 %
npeaena obuapyxenus (I10
=0.0062 %)
Impurity F / [Tpumecs F NMT 0.20 % / He 6onee 0,20 %

npenena obHapyxenus (I10

=0.0045 %)
Any unknown individual o NMT 0.20 % / He 6onee 0,20 %
. . 0.03%
impurity / Enunuunas
HeupeHTUhULHpYeMas
IpUMech
Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
Uniformity of dosage units / 33 Acceptance value (AV) should be not more

OaHOPOAHOCTH XO3UPOBAHHSA

than 15.0 / [TokasaTtens npueMinemoctu (AV)
noimxeH 6bITh He Gonee 15,0

Microbial limits* / Mukpoouonoruyeckas 4ucrora*

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuannue: [TpoxykT cootBeTcTBYET TpeboBanusM HJJ 3akmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosneno: ITposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoauTenb
Ambresh Kumar P Maurya g Manoj Kumar

/f Ly :
Reprint Date / Reprint Date / Reprint Date /
Jlarta: 26.12.2023 Jara: 26.12.2023 Hata: 26.12.2023

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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JlaTa npon3BoAcTBa

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Page4 of S/ Crp. 4n3 5
Product Nise tablets 100 mg
IIpoaykTt Hait3®, Tabaerku 100 mr
Batch No / : V2302309 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nbem cepun 5000000 Tabnerox
Analytical Report No / + 890001708526 Date of Analysis / : 26.12.2023
AnajJMTHYECKHil oTyeT Ne Jara aHaausa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172026

T'ogen no (Bxu1)

Analysis performed according to ND / Auanus nposenen mo 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obmee yncio He 6onee 1000 KOE/r
a3pOGHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee yucno He 6onee 100 KOE/r
IPOMOKEBBIX M IIECHEBBIX
rpubor
¢) E. coli NA Shall be absent in 1g /

JomKHEl OTCYTCTBOBATh B 1 T

9 | Assay/ KoauuecTrBeHHOe
onpeaejieHue

99.7 mg / 99.7 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N>0OsS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3H2N2OsS
(uumecynua) B TabneTke

10 |Package / YoakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabneroxk B
IBX/amomunneBoM 6nuctepe. o 3

10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaflet in a
carton. / Ilo 10 mrabnerok B IIBX /
amoMuHueBoM Gnuctepe. Ilo 1, 2, 3 wmm 10

CooTtBetcTByeT TpebOBaHUAM

6aKMCTEpa BMECTE C MHCTPYKUMEH Mo |6nucTepoB BMECTE C HHCTPYKLUEH IO
MPUMEHEHHUIO B [TAYKy KAPTOHHYIO. NPUMEHEHHIO B NAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

B cooTtrercTBun ¢ HJ|

Remarks : The Product conforms to ND /
ITpumedanue: [TpoxykT coorBeTcTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akimouenue: OJIOBPEHO

Prepared by / Checked by /
IToaroToBneHo: IIposepero: Santosh Kumar
Ambresh Kumar Maurya

=

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PyKOBOAUTEND
Manoj Kumar

I’&h‘h Lu'ﬁ

Reprint Date /
Jara: 26.12.2023

Reprint Date /
Jata: 26.12.2023

Reprint Date /
Hata: 26.12.2023

Registered Cffice: 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

CiIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS

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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CEPTH®UKAT AHAJIM3A
PageSof S/ Crp.5u35
Product : Nise tablets 100 mg
HNpoaykr  : Haiiz®, Tabaerku 100 mr
Batch No / 1 V2302309 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 TabneTok
Analytical Report No / : 890001708526 Date of Analysis / : 26.12.2023
AHaNUTHYECKUH oTyeT Ne Jara anaausa
Date of Manufacture / : 12/2023 Date of Expiry / ¢ 11/2026
JaTa npon3BoACTBA T'oaen no (BKa)
Analysis performed according to ND / Anaaus nposeges no H: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MeECTe MpH
XpaHenue Temneparype He Bbime 25°C

13 | Shelf life / Cpox rognocTa 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.

* AHanM3 Mo IoKazaTello «MUKpOGHOJIOrHYecKas YKCTOTa» IPOBOJUTCS HPOW3BOAMTENIEM MPU BBIUTYCKE ITEPHOAHYECKH
(c uHTEpBaNOM OfHO UcHBITaHMe Ha 20 cepHii UMM He MeHee 1 pasa B ron). [Tokasarens Mosxet ObiTh He BKo4eH B Ceprudukar

aHanu3a GUPMBIL.

&

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

API manufacturer batch number / NMS-1A-233010, MS-1A-233011-M1
Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTanuuu npouspoauresist I'JId: FEQA00508, FEQA00509

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpouseoaurenn APC, cTrpaHa: Masnranam Jlpars sun Opranukc JIita, Mnaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxarorosneHo: [Mpoeepeno: Santosh Kumar Onobpeno: Menemkep / Pykosoaurens

Ambresh Kumar Maurya Manoj Kumar
&% Yl
s = Mo

Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 Hara: 26.12.2023 Hata: 26.12.2023
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