Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIH3A

Page 1 of 4/ Crp. 1 34

: Nise tablets 100 mg

Haiiz®, tabnerku 100 mMr

Product
Mporykr &

Batch No / 1 V2402140 Batch Quantity / + 5000000 tablets /

Copua Ne OfGzem cepnn 5000000 TaBneTox

Analytical Report No / : 040002699253 Date of Analysis / : 18.10.2024 =l
Amanurnyecknii oryer Ne Hata anannsa

Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027

JaTa npom3soiacraa ToneH ao (BKn)

Analysis performed according to ND / Auaans nposeaen no HJI: ITIN012824/03-140119 {amend Ne 1 from 08.06.2020 / uawm.
No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / wam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm, Ne 3 ot

28.09.2022)

[ e

1

| Test / Hakas;r_c-mz_
| Description / Onncanue
|
|

3
I

i Identification /
| MogaunuocTs

uniformity / Cpegnsas
MACCA W OMHOPOAHOCTE
MACChI

___ Result/PesyasTatet
Complies / CooTBeTcTBYCT

: Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Besisle ¢ :KeNTOBATHIM OTTCHKOM
KpyIJible [BOAKOBLIMYKjble TabieTKH ¢ rnanxoi
TOBEPXHOCTHIO.

Average weight and mass

Complies / COOTBe'rEEyeT

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  yaep:KMBaHWA OCHOBHOMO  MNHKa  1a|
| xpoMaTorpaMme HCMBITYEMOro pacTBOPAa JOIHKHO |
| COOTBETCTBOBATD BPCMCHH YACPHCHUBARNK
| OCHOBHOr0 MHMKa Ha XpOMAaTOrpaMMC pacTBopa
|craunaprroro obpasua Humecynupa  (pasgen
i «KonnyecTBeHHOE onpeacneHHe»)

T 310.7mg/310.7 mr

Complies / CooTBeTcTBYET

310mg+50%/310mMr£50% |

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — He GoJiee £ 5 %

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

Dissolution / PacTtesopenue

98 %, 98 %, 97 %, 98 %, 101 %,
101 %

Not less than 75 % (Q) of labeled amount of
C)3H2N20s8 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot HOMHIIAMbHOrO

i conepxanvs Ci3H2N2OsS (armecysnn) uepes 45
MHH,

|

[Remarks : The Product conforms to ND /
Npumeqanne: [lpogykr cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /I"Ionrm}asneﬂo; Checked by / IIpoBepeno: Approved by: Manager / Executive /
Pravesh Rana Santosh Kumar Maurya; %\, Onobpeno: Mernemxep / PyxosoguTens
. , N RS .
; A % Amit Kumar /X{‘, -
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.10.2024 Hara: 18.10.2024 Jara: 18.10.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

JlaTa npou3BOACTBA

CEPTHOUKAT AHAJIM3A
Page20f4/CTp. 2 w3 4

Prodact ¢ Nise tablets 100 mg
Mpoayxr : Haiia®, tabnerkn 100 mr
Batch No/ 1 V2402140 Batch Quantity / + 5000000 tablets /
Cepun Ne O06nLem cepun 5000000 Tabnerox
Analytical Report No / + 040002699253 Date of Analysis / ; 18.10.2024
AmasHTHYecKHit orger No JlaTa asvannsa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

I"open no (BxNT)

Analysis performed according to ND / Ananus nposegex mo HI: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / nzm.
Na 1ot 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. No 3 ot
28.09.2022) :

' Test / ﬂokﬁ‘séwu[
Water / Boaa

Result / Pe3yabraThl

3.4%

__ Specification / Hopma
Not more than 6.0 % w/w / He Gonee 6,0 %

Related substances / PogcTaennbie npumeci

Impurity B / ITpumece B l

JImpun'ty E/ [Ipumecs E

0.02%

Impurity C/ HpHMCCB C Not detected / He oﬁﬂapymeﬂa NMT 0.20 % / He 6onee 0,20 %

Impurity D / lpumecs D Below LOD (LOD = 0.0049 %) / |NMT 0.20 % / He 6onee 0,20 % |
Huxe nipenena obuapyxkenus (10 =
0.0049 %)

Not detected / e o6napyxena

Impurity A / [Tpumecs A | Below LOQ (LOQ = 0.0057 %)/ | NMT 0.20 % / He Gonee 0,20 % |
Huixe Tpenesia KOnu4eCTBEHHOro | |
onpegenenus (ITKO = 0.0057 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonee 0,20 %

/ OaHOPOAROCTL
AO3HPOBAHNSA

Tmpurity F /11 F 20 % / He 6oree 0,20 9
Impurity pUMech Not detected / e o6HapyseHa NMT 0.20 % / He Gonee %
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
S 0.02%
impurity / ExnHuanas
HeuacHTGULHpYyeMan
npuUMech
Total impunties / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npumeceii
7 | Uniformity of dosage units 2.6 Acceptance value (AV) should be tot more than

15.0 / Tloka3arens npueMneMocTi (AV) foJKeH
6uiTE He Gonee 15,0

Remarks : The Product conforms to ND /
ITpumeyanne: IIponyxr cooTBeTcTBYET TpeboBaHUAM H]I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /IToaror
Pravesh Rana

preno: | Checked by / ITposepeno:
Santosh Kumar Maurya

Approved by: Manager / Executive /
Onobpeno: Meremiep / PykoroauTes

Amit Kumar /&(\;

Reprint Date /
Hara: 18.10.2024

Reprint Date /
Haota: 16.10.2024

Reprint Date /
Hara: 10.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Page 3o0f4/ Ctp. 33 4

Product : Nise tablets 100 mg

Mpouayxr : Haiiz®, Tabnerku 100 mr

Batch No / 1 ' V2402140 Batch Quantity / : 5000000 tablets /
Cepiisi Ne Obxem cepun 5000000 Tabnerox
Analytical Report No / + 040002699253 Date of Analysis / : 18.10.2024
AMaguTHREeCKIH oTaeT Ne Hara ananusa

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

HMata npon3soncrea FopcH ao (BK)

Analysis performed according to ND / Ananus npo;zn_eﬁoT{Ll: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 / wam. |
Na 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 / uam. Ne 3 or

28.09.2022) IS R— -
N | Tesi/ ﬂoxa&Tém;_ | Result/ PeayabraTi _Specification / anr@m
8 | Microbial limits* / MukpoGnoioriueesas “HcToTa* - s - -
a) Total aerobic microbial NA | Not more than 1000 CFU/g /
[ count / Obiuee yucao : He Gonee 1000 KOE/r
a3pobHLIX |
MHKPOOPIraHH3MOB | :
'b) Total combined yeasts - NA ~ | Not more than 100 CFU/g / =
' and mould count/ Obimee He Gasiee 100 KOE/I |
| YHCNIO OPOKIKEBBIX U |
I | nnecueskIx rpuos |
[ ic) E. coli ~ NA | Shall be absent in 1g/ |
| | Aoy OTCYTCTBOBATE B 1 T
S S - e I —— e
9 Assay / Konnuecrsennoe 99.3 mg/99.3 mr I Not less than 90.0 mg and not more than 110.0 mg
onpeacieHHe C13H2N:0sS8  Nimesulide in tablet /
OT190,0 mr ao 110,0 mr Ci3H2N205S (Humecynun)
B TabyieTke
10 |Package/ Ynakoska |10 tablets in PYC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and paticnt information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / Tlo 10 Tabnerok B|IJo 10 Tabnetok B IIBX / anoMuHHEBOM BRUCTEpE.
MBX/amoMunuuesom Gnuctepe. Ilo 2(MMo 1, 2, 3 wmw 10 6nuctepos Bmecre C
GnUcTEPa BMECTC C MHCTPYKLMEN M0 | HHCTPYKUHEH MO  NPHMEHEHMIO B Nauky
[IPUMEHEHHIO B MAUKY KAPTOHHYIO. | KAPTOHHYIO,
11 |Labeling/ Mapkuposxa | Complies as prescribed / According to ND /
I CootBeTcTBYET TpEOOBaHHAM B cootsercTBiuU ¢ HT

Remarks : The Product conforms to ND /
Ipumeuanue: ITpoayxT cootBeTcTRYET TpebopannsaM HJI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by /Tloarotosneno: | Checked by / [Iposepero: Approved by: Manager / Executive /
Pravesh Rana , Santosh Kumar Maurya Onobpeno: Menenxep / PykoBogurenn
i [ @ Amit Kumar Sl
& =
Reprint Date / Reprint Date / Reprint Date / !
Hata: 18.10.2024 Jara: 18.10.2024 Jara: 18.10.2024




Dr.Reddy’s @%¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Pagedof 4/ Crp. 4 ma 4

Product : Nise tablets 100 mg

poaykr Hai3®, tabnerkn 100 mr

Batch No / 1 V2402140 Batch Quantity / : 5000000 tablets /
Cepua No O0Bbem cepii 5000000 Tabnerok
Analytical Report No / < 040002699253 Date of Analysis / + 18.10.2024
Auanurrueckitil oTuer Ne JaTa aHann3a

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027

JlaTa nponiBolCTRA Tonex a0 (81)

Analysis performed according to ND / Ananns nposegen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 / uam.
No 1 ot 08.06,2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 or

28.09.2022) |

Result / PeayaisTaThi __ Specification/ Hopwa
Store protected from light below 25°C / B 3alumueHHOM OT CBETa MECTE HIPH TeMIIeparype
He Bblue 25°C

N | Test / Toxa3aTens
12 |Storage conditions /
|Xpanc}me

13 ISheIf life / Cpok rogroctn |3 years/ 3 rona

*The manufacturer performs the “Microbiological Limits™ test al release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AHanM3 no nokazatento «MMKpOOHONOTHYECKas YMCTOTa» (POBOAMTCA TPOUIBOAMTENCM NPT BbITYCKE TEPHOAHMECKH

(C MHTepBAIOM OXHO UCTIbITaHWe Ha 20 cepHil WM He Menee 1 pasa 8 ron). [lokasaTess MOxkeT GEITE HE BKJIIOYEH B Ceprudukar
aHanu3a §HpMel,

API name (INN) / A®C (MHH):

Nimesulide / Humecynna

API manufacturer batch number /
Howmep cepns nponssoanrens APC:

NMS/14080510, NMS/14080511

FP Manufacturer API Batch number /
Homep cepun cyferannun nponssogutens [JID:

FERAQ0485, FERA00486

API Manufactured by & country/
TMpoussoantens APC, crpana:

Aarti Drugs Lid., India /
Aapru Jlpara JIta., Muaus

Remarks : The Product conforms to ND /

Conclusion : APPROVED /
Saxnwuenne: QJJOBPEHO

Ilpumeuanne: IIpoayxt cooreeTcTByeT TpeGosanusm HI

Prepared by /Tloarorogneno:
Pravesh Rana

r'd

Checked by / ITIpoBepeno:
Santosh Kumar Maurya

—

Approved by: Manager / Executive /
Opobpeno: Menemkep / PykosoauTelb

Amit Kumar /&l:,\;, .

Reprint Date /
Hata: 18.10.2024

Reprint Date /
Jara: 18.10.2024

Reprint Datc / !

Hata: 18.10.2024

Regintored Difen &

Tut 4210

i, T, Lang




