Dr. Reddy's Laboratories Ltd.

® o
Dr. Reddy,s ‘...‘ Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Pagelof 5/Crp.1u35

Product : Nise tablets 100 mg
IMpoaykr  : Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2301988 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerox
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHAJIUTHYECKHIT oTueT No Jata anann3za
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jara npon3BoacTBa Toaen no (BK.)
Analysis performed according to ND / Ananus nposexen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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 / u3zm. Ne 3 ot
28.09.2022)

Ne Test / IlokazaTenn Result / Pe3§.anaT|>l Specification / Hopma
1 |Description/ Onucanune Complies / CooTBeTCTRYyeT Yellowish white round biconvex tablets with

smooth surface. / Benble ¢ KerroBaThiM
OTTEHKOM KpYTJIble JBOSKOBBINYKJIbIE TabIeTKu
C IJIAIKOH MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
HMoannnuoCTHL | chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs ynep>XHBaHHS OCHOBHOTO
MMKA Ha XpOMAarorpamMme  HCIBITYEMOro
pacTBOpa MOJDKHO COOTBETCTBOBATH BPEMEHH
yIep )KUBaHUS OCHOBHOTO TTHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTAaHOAPTHOrO
obpasta HUMECYNHAA (pazmen
«KonuuecTBeHHOE onpeeicHHE)

3 | Average weight and mass 310.2 mg /3102 mr 310 mg+£5.0% /310 mMr+5,0%

Elgf(:;)m:)tyﬂ/o(c:::iﬂit::acca Complies / CooTBeTcTBYyET 18/20 tablets —-NMT =5 %/
AHOpOA 18/20 Tabnerok — He Honee = 5 %

2/20 tablets —NMT + 10 % /
2/20 tabneTok — He Bosee + 10 %

4 | Dissolution / PacTBopenne 101 %, 101 %, 96 %, 101 %, 101 %, |Not less than 75 % (Q) of labeled amount of

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

IIpumeuanune: Ilpogykr cootBeTcTBYeT TpeboBauusiM HJT 3axsouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IlogroroBneno: /] ITpoBepeno: Santosh Kumar Opobpeno: Menemxkep / PykoBoauTtens
Ankit /’( o Maurya (y Manoj Kumar a /l

3 — __\Tb-/ﬁ-,‘_-“ =
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Hara: 28,12.2023 Hara: 28.12.2023

Rond Na 2, Sango Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Page 2 of 5/ Crp.2 n3 5
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerkn 100 mr
Batch No / : V2301988 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepuu 5000000 Tabaetok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AnanuTudeckuii oryet No Jlara aHanuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoacTBa T'open xo (BK)
Analysis performed according to ND / Ananus nposeaen mo H/I: 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTean Result /Lesyﬁ;ran,l Specification / Hopma |

98 %, C13H,sN-0s8 nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) ot
HOoMHHaJsHOTO coaepxkanuss Ci3Hi2N>OsS
. (aumecyimn) yepes 45 MUH.
| |
5 |Water/Boaa 2.8% | Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacrBeHHbIe nDUMeCH

Impurity A / IIpumecs A

Impurity B / IIpumece B

Below LOQ (LOQ = 0.0057 %) /
Huxe npezena KoJIH4eCTBEHHOrO
omnpenenenus (IIKO = 0.0057 %)

NMT 0.20 % / He 6onee 0,20 %

0.01%

Impurity C / Ilpumecs C

Impurity D / ITlpumecs D

Impurity E / Ilpumecs E

Not detected / He 06Hapy keHa

Not detected / He o6HapyxeHa

Not detected / He o6Hapy>xeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osee 0,20 %
NMT 0.20 % / He 6ounee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
ITpumeuanne: [ponykr cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 28.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnexo: - [Ipoeepeno: Santosh Kumar OnobpeHo: Menemkep / PykoBoaurtens
Ankit ,f:\ _ | Maurya &1 Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.12.2023

Hata: 28.12.2023

ills, Hudarahad - 500034, Telangana, India
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CEPTU®UKAT AHAJIU3A
Page3 of S/Crp.3u3 5
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabaerku 100 Mr
Batch No / $ V2301988 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000 Tabnetok
Analytical Report No / : 890001694735 Date of Analysis / ¢ 16.10.2023
AHaJuTHYeCKHi oTUeT No Jara ananuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BOACTBA Tonen po (BK.T)
Analysis performed according to ND / Ananus nposeaen mo H/I: 1T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
N | Test / [loxazaTean Result / PesyabTaTsl Specification / Hopma

Impurity F / IIpumecs F

Any unknown individual

Not detected / He obHapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

" a) Total aerobic microbial

impurity / Exuapanas 0.02%
HenpgeHTUdULMpYeMas
NpUMeCh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
pUMecei |
7 | Uniformity of dosage units / 3.6 Acceptance value (AV) should be not more
OaHOpPOAHOCTH JO3NPOBAHMS than 15.0 / IToxa3aTtens npueMyeMocTH (AV)
JosmkeH ObITh He Gonee 15,0
8 | Microbial limits* / MuxpoOuoJiornyeckasi YucToTa*

NA
count / Obiuee yucio
a3pO6HBIX MHKPOOPTaHU3MOB

Not more than 1000 CFU/g /
He 60onee 1000 KOE/r

Remarks : The Product conforms to ND /
I pumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: \ IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurenb
Ankit /[\ - | Maurya @‘ 28 Manoj Kumar g )
/'/ X :.\‘ Yo LLL.{.--
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.12.2023 Harta: 28.12.2023 Hara: 28.12.2023
Ragiston «¢ -2-337, Road No 2, Carjara Hills, Hyaerabad - 500034, Telangana, India

22002900, Faw: +97 40 1200 2992, Email: sail@drreddys.com

Citd: LE51954P1884PLC0LA5GY

wovaendrreddys.con
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Page4 of 5/Crp.4n3 5

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabaerku 100 mr
Batch No / : V2301988 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHanuTHYeCcKHi oTueT Ne JlaTta ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BOACTBA T'open po (BK)
Analysis performed according to ND / Ananus nposenen mo 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / HokasaTean B l{esuﬁ /_Pe3y.m>TaT1>1 ] Specification / Hopma

b) Total combined yeastg and NA Not more than 100 CFU/g/
mould count / O6wee uucno He 6onee 100 KOE/r
JIPONOKEBBIX U ILUIECHEBBIX

rpubor

¢) E. coli NA Shall be absent in 1g /

JIOJDKHBEI OTCYTCTBOBaTh B 1 T

onpejejienue

9 | Assay/ KonnuecTBeHHoe

100.6 mg / 100.6 mr

Not less than 90.0 mg and not more than
110.0 mg C,3H2N2OsS Nimesulide in tablet /
Or 900mr mo 110,0mr C3HjpN2OsS
(Humecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

XpaHeHue

10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / [To 10 Tabnerox B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomunueBom Onucrepe. Io 3 | amomunueBom 6muctepe. Ilo 1, 2, 3 unmu 10
GiMcTepa BMECTE ¢ MHCTPYKUMEH Mo | OaucTepoB  BMecTe C  HHCTPYKLIMEH Mo
MPUMEHEHHUIO B MMAYKy KAPTOHHYIO. | IPMMEHEHHIO B AaYKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

| CootBercTByeT TpebOBaHUAM B coorserctBun ¢ HJI
12 | Storage conditions / Store protected from light below 25°C / B 3amuumeHHOM OT CBETa MecTe IpH

TeMrnepaType He Bhite 25°C

Remarks : The Product conforms to ND /
IIpameuanne: IIponykT coorBeTcTBYET TpeboBanusam HI{

Conclusion : APPROVED /
Zakarouenne: OJOBPEHO

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosieHo: ] Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBogurens
Ankit f'\ Maurya Qﬁ Manoj Kumar - ( |

/ / _\}E;ELL,,
Reprint Date / Reprint Date / Reprint Date /

Mata: 28.12.2023

Tlara: 28.12.2023

Reviste: o

Read No 3

2¢ - 500034, Teiangana, India
seilégdrreddys 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTH3A

PageSof 5/ Crp.5u3$

Product Nise tablets 100 mg

Hpoaykr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2301988 Batch Quantity / : 5000000 tablets /
Cepusi N O0bem cepun 5000000 Tabnetok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHaanTH4ecknii ordeT Ne JlaTa anHaauza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

JlaTa npon3BOACTBA Tonxen go (BxIT)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / u3Mm. Ne 3 ot

Ne Test / l'[oxa_s_a';e.nb

Result / PeayabTaThl |

Specification / Hopma

13 | Shelf life / Cpox rognocTd

3 years/ 3 ronma

*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.
* Aganuz 1o mnokazatenio «MHKpoBHONOrHyeckas YHCTOTa» IPOBOAMTCA NPOM3BOAUTENIEM IIPH BBIMYCKE NEPUONUYECKH
(c uHTEpBanOM ONHO WcTBITaHUe Ha 20 cepuii Wi He MeHee 1 pasa B rof). [Tokaszarenb MOXET ObITh HE BKITFOUEH B Ceptudukar

aHanu3a GUpMBI.

API name (INN) / A®@C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070717

Homep cepnu nponspoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGCTaRIHM IIPON3BOAUTEIA I'Jid: HEQH00592

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoaurenn APC, crpana: Aapti dpars JIta., Manus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumedanne: [Tpoaykt cooTBeTcTBYET Tpedopannsim HJT Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: ; IIposepeHo: Santosh Kumar Ono6peno: Menemxkep / PykoBoaurens
Ankit | Maurya Manoj Kumar

A & bl

g

Reprint Date / Reprint Date / Reprint Date /
Jard. 28.12.2023 Haia. 28.12.2023 Jara: 28.12.2023

Reaistoyei e




