Dr.Reddy’s €3¢

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

CEPTUOUKAT AHAJIU3A
Pagelof S/ Crp.1u35
Product Nise tablets 100 mg
IpoayxrT Haiiz®), tabaerku 100 mr
Batch No / 1 V2301958 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ob6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001693444 Date of Analysis / : 10.10.2023
AHaJHTHYeCKHI oTyeT Ne Jlara anajiusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BojacTBa I'oxen no (BKJI)
Analysis performed according to ND / Ananus nposeged no H/[: TT N012824/03-140119 (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 / uzm. Ne 3 oT
28.09.2022)
!_ N | Test / IlokasaTenn Result / PesyasTaThl Specification / Hopma
1 | Description / Onucaunue Complies / CootBercTByeT Yellowish white round biconvex tablets with
smooth surface. / bBenmsle ¢ kenToBaTeIM
OTTEHKOM KPYTJIbIe ABOSKOBHINYKIIbIE TAGIETKH
C INIafIKOi MOBEPXHOCTBIO.
2 | Identification / Complies / CooTeercTByeT The retention time of principal peak in the
IMopHHHOCTDL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaepuUBaHUS OCHOBHOTO
NUKa Ha XpOMAarorpamMMe  HCIBITYEMOTO
pacTBOpa IOJDKHO COOTBETCTBOBATH BPEMEHU
yOepKVBaHHs OCHOBHOT'O THKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAAPTHOIO
obpasua HUMeCYynaa (pazmen
«KonugecrseHHOE onpeeneHne»)
3 | Average weight and mass 309.1 mg/309.1 mr 310 mg+£5.0%/310mMr+5,0% ]
Elzf(:;)mlty/ Cpenuan macea Complies / CoorBercTBYET 18/20 tablets - NMT + 5 % /
c gt 18/20 tabnetok — He 6osnee £ 5 %
2/20 tablets —- NMT + 10 % /
2/20 Tabnerok — He 6onee + 10 %
4 | Dissolution / PacTrBopenue 93 %, 94 %, 94 %, 92 %, 95 %, Not less than 75 % (Q) of labeled amount of
95 %, C3H2N205S nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
IIpumeuanue: ITpoaykt cooTBeTCTBYET TpebGoBanusM H]J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / &‘)
IToarorosieHo: o
Santosh Kumar Maurya

Checked by /
IlpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTens

Amit Kumar - —
St

Reprint Date /
Hara: 01.01.2024

Reprint Date /
Hara: 01.01.2024

Reprint Date /
Hara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 481 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':"

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

CEPTUOUKAT AHAJIM3A
Page2of S/ Crp.2 u3 5
Product Nise tablets 100 mg
IMpoaykT Hain®, tabnerku 100 mr
Batch No / : V2301958 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6nem cepun 5000000 TabreTox
Analytical Report No / : 890001693444 Date of Analysis / : 10.10.2023
AHanuTHYecKHii oTyeT Ne Jara anannza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BoacTBa Togen po (BKJI)
Analysis performed according to ND / Ananns nposeaen mo HJI: IT 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)
Ne Test / Hokasateab ~ Result /T’e_sy.nma'rbl | Specification / Hopma ]

' minutes / He menee 75 % (Q) ot
HoMmuHanbHoro cogepxanus Ci3HjpN>OsS
(uuMecynun) uepes 45 MHH.

5 Water / Boaa 3.9%

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

6 | Related substances / PogcTBeHHbIe MIPHMECH

NMT 0.20 % / He 6onee 0,20 %

Impurity A / IIpumMecs A

Below LOQ (LOQ = 0.0057 %) /
Huke npenena KoIHYeCTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

Impurity B / Ipumecs B 0.02%

Not detected / He 06HapyxeHa

Impurity C/ Ilpumecs C
Impurity D / Ilpumecs D

Not detected / He 0OHapyxeHa
Impurity E / Ilpumecs E Not detected / He obHapyxeHa

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 6osnee 0,20 %

Remarks : The Product conforms to ND /
IIpumeuanne: [IponykT coorBeTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by / % Checked by /
IloaroroBneHo: —— IIpoeepeno: Pardeep Kumar

Santosh Kumar Maurya i

Approved by: Manager / Executive /
Onobpero: Menemkep / Pykoroaurtens

Amit Kumar N
J S —

Reprint Date /
Jata: 01.01.2024

Reprint Date /
Hara: 01.01.2024

Reprint Date / |
Harta: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Telr +81 40 1800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P1984P1.CO04507
www.drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories i.td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Any unknown individual
impurity / Enunnunas

Below LOQ (LOQ = 0.0143 %) /

CEPTHOUKAT AHAJIM3A
Page3 of S/ Crp.3u3 5
Product Nise tablets 100 mg
IlpoaykTr Haii3®, Tabnerku 100 mr
Batch No / 1 V2301958 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001693444 Date of Analysis / : 10.10.2023
AHajquTHYeCKHIi oTyeT No Jarta ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoacTBA I'onen no (BK)
Analysis performed according to ND / Ananus nposeaen no HJI: 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
No Test / lTokazaTean Result / Pe3yabTaThl Specification / Hopma
Impurity F / Ilpumecs F Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

HeuleHTuhuuupyemas Hinxe npepena KONHYeCTBEHHOTO
TIPUMECh ompexaenenus (ITKO = 0.0143 %)
Total impurities / Cymma 0.02 % NMT 1.5 %/ He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 23 | Acceptance value (AV) should be not more
OaHopoAHOCTE A03UPOBAHMSA than 15.0 / IToka3zatens npuemiaeMmoctu (AV)
JobKeH Ob1Te He 6onee 15,0
8 | Microbial limits* / Mquo6no.norw_1ec:caﬂ yHcroTa® -

b) Total combined yeasts and
mould count / O6uiee uncno
IPOMOKEBBIX U IIECHEBBIX
rpubor

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O611iee yncio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB

NA Not more than 100 CFU/g /

He 6onee 100 KOE/r

Remarks : The Product conforms to ND /

Ipumeuanne: [Iponykr cooTBeTcTBYET TpebOBanuam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IToxaroroBieHo:
Santosh Kumar Maurya

&

——

Checked by /
IIpoeepeno: Pardeep Kumar

==y

Approved by: Manager / Executive /
Onobpeno: Meremxep / PykosoauTensb

Amit Kumar F\w;/

Reprint Date /
JHara: 01.01.2024

Reprint Date /
Hara: 01.01.2024

Reprint Date /
Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +21 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O0O4507

www.drreddys.com




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

DI’. Reddy,s ‘... Vill. Khol, Nalagarh Road, Raddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Paged of S/ Crp.4 u3 5

Product : Nise tablets 100 mg
Ipoayxkr  : Haiiz®, Tabaerkn 100 mr
Batch No / : V2301958 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6Bem cepyun 5000000 Tabnerok
Analytical Report No / : 890001693444 Date of Analysis / : 10.10.2023
AHanuTu4ecknii oTuyer Ne JlaTa aHa/u3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoAcTBa T'open po (BK)
Analysis performed according to ND / Ananus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / [TokazaTenan Result / PesyabTaThl Specification / Hopma
¢) E. coli NA Shall be absent in 1g/
JloJKHBI OTCYTCTBOBATE B 1 T
9 Assay / KosinuecTBenHoe 98.9 mg/ 98.9 mMr Not less than 90.0 mg and not more than
onpejgesieHue 110.0 mg C3Hi2N2OsS Nimesulide in tablet /|

Or 900mr mo 110,0mMr C3H1aN-OsS
(Humecynun) B Tabnetke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 rabnetox B carton. / Ilo 10 Tabnerox B IIBX /
IIBX/amomunuesom Gincrepe. [o 3 | anromunueBoM 6iumcrepe. ITo 1, 2, 3 wmm 10
GnMcTepa BMECTE ¢ MHCTPYKLMEH 00 | GuMcTepoB  BMeCTE C  MHCTpYKUHeH ro
TIPUMEHEHHIO B MAYKY KAPTOHHYIO. | IPUMEHEHHIO B MauKy KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBeTcTBYET TpebOBaHUAM B cootBercTBUH ¢ HIL
12 |Storage conditions / Store protected from light below 25°C / B 3aMMIIEHHOM OT CBETa MeCTe MpH
XpaHeHHe TeMmIepaType He Bble 25°C

13 | Shelf life / Cpox roguocTu 3 years/ 3 roma

*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.

* AHanuz Mo nokasaremo «MUKpOOHONOTHYeCkas YHCTOTa» IIPOBOAMTCS MPOM3BOAMTENIEM MNpPH BBINYCKE NEPUOIHYECKH
(c unTepBanoM oxHo ucnbiTaue Ha 20 cepuii unu He MeHee 1 paza B ron). [Tokazatens Moxer 6bITh He BKIOYEH B CepTHHKAT

aHanu3a GUpMEL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusIM HJ 3axaouenne: OJOBPEHO
Prepared by / (g‘\/ Checked by / Approved by: Manager / Executive /
IMoaroroBieHo: — IIposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBomuTens
Santosh Kumar Maurya Amit Kumar W

Y I T
Reprint Date / Reprint Date / Reprint Date /
Hata: 01.01.2024 Hara: 01.01.2024 Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tet: +91 40 3800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

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

Date of Manufacture /
Jata npousBoacTBa

Togen ao (BxT)

CEPTUOPUKAT AHAJIU3A
PageSof 5/Crp.5u3 5
Product : Nise tablets 100 mg
IpoaykT : Haii3z®, Tabnerku 100 mr
Batch No / 1 V2301958 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 tabnerox
Analytical Report No / : 890001693444 Date of Analysis / : 10.10.2023
AHaJHTHYECKHIl oTueT Ne Jara anaausza
: 09/2023 Date of Expiry / : 08/2026

28.09.2022)

Analysis performed according to ND / Anasnuns nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. No 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

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

API manufacturer batch number /
Howmep cepun npousBogurens ADC:

NMS/13070686, NMS/13070688

FP Manufacturer API Batch number /

Homep cepun cyOcTrannnn npoussoguress I'JID: EEQRONSTREEQAG0SAY
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpousBogurens ADC, crpana: Aapru [pars JIta., Uuaus

Remarks : The Product conforms to ND /
Ilpumeuanue: [IpoaykT coorBercTBYET Tpebopanusm H]J

Conclusion : APPROVED /
3aximouenue: OJOBPEHO

Prepared by / Cg{,

ITogrorosneHo:

Checked by / Approved by: Manager / Executive /
IIposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens

Santosh Kumar Maurya Amit Kumar ~—
Reprint Date / Reprint Date / Reprint Date /
Jara: 01.01.2024 Hata: 01.01.2024 Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



