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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Pagelof 4/ Crp. 1 u3 4

Product Nise tablets 100 mg

TTponyxT Haz®, tabnerxy 100 mr

Batch No / 1 V2401919 Batch Quantity / 5000000 tablets /

| Cepit Ne _|O6wem cepin B 5000000 Tabnerox
Analytical Report No / : 040002674380 Date of Analysis / : 29.09.2024
AHANHTHYECKHA OTUeT Ne Jata anaju3a

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

Jla¥a npoH3IBOACTBA Toaen go (BxuT)

Analysis performed according to ND / Amanns nposenen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

Ne

[ Test/Mowazatens |

___ Result/Pesynerari
Complies / CoorBeTcTBYCT

Specification / Hopma |
Yellowish white tound biconvex tablets with |
smooth surface. / bensie ¢ XeNTOBATHIM OTTEHKOM
KpyIJible JBOAKOBLINYKAbE TabNETKW ¢ riianko#
MOBEPXHOCTBIO,

Complies / CooTBeTCTBYET

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  yHEpXiBaHif OCHOBHOrO  NHMKa Ha
XpOMATOrpaMme HMCMBITYEMOro pacTBopa AOJIKIIO
COOTBETCTBOBATE BPEMCHH YAEPXKUBAHUA
OCHORHOTO NHK3 HA XPOMATOIPaMME pacTBOpd
craipaptHoro ofpasla Humecynnha  (pasmen
«KonuuecTeeHHOE orpe/icienke»)

308.4 mg/308.4 mr

Complies / CooTBeTCTBYET

T 1310mg£5.0%/310Mr+5,0%

18/20 tablets —-NMT £ 5 %/
18/20 Tabnetok — He Bonee = 5 %

2/20 tablets -~ NMT = 10 % /
2/20 tabnerok — He Gonee £ 10 %

1 'Description / Onucanne
|
2 |Identification /
| TloanuHHOCTD
3 :ﬂwerage weight and mass I
uniformity / Cpeauss
macca ¥ OIHOPOAHOCTH
Macenb)
4 | Dissolution / PacTBopenue

102 %, 99 %, 102 %, 98 %, 101 %,

101 %

Not less than 75 % (Q) of labeled amount of
C)3H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HoMuUHasBHOrO
conepxanus C;3H2NaOsS (Humecynun) uepes 45
MHH. |

Remarks : The Product conforms to ND /
Lipumeuanue: [TponykT cooTBeTcTBYET TpeHoBanysam HJT

"Conclusion : APPROVED /
Zakniouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TToroTOBAEHO: ?/) [Iporepeno: Santosh Kumar Onobpeno: Menemkep / Pwnonmcnb
Noor Mohammad § "5 Maurya Amit Kumar /

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2024 Hara: 29.09.2024 Iara: 29.09.2024
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A

Page 2 of 4/ Crtp. 2 uz 4

Product : Nise tablets 100 mg =
MpoykT Haiis®, Tubnerrn 100 mr

Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets / B
| Cepun Ne . __ ~ |O6bem cepuy 5000000 TabreTox

Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024

AnaauTHueckuii oTyeT Ne JlaTa ananwnsa

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

JlaTa nponseoacTea Togen ao (Bxa)

Analysis performed according to ND / Auanu3 nposexen no H/I: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / n3m.
No 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 /nam, Ne 3 ot
28.09.2022)

E P‘“_ Test LﬁOK;:ia_TCJ_'Ib_ _]
5 Water / Bona

Result / PesyabTaTbt
3.2%

6 |Related substances / PoacTBentble npAMecH

_ Specification/Hopma
Not more than 6.0 % w/w / He 6onee 6,0 %

| | Impurity A / Tlpumecs A
| Hike

Impurity B / Ilpumecs B 0.02%

Impurity C/ Ilpumecs C Not detected / He obHapyxeHa

i Impurity D / TTpumecs D Not detected / He o6Hapy»eHa
: Impurity E / [lpumecs E Below LOD (L.OD = 0.0062 %) /
; Huxe nipegena o6uapysxerns (IO =
| 0.0062 %)
| :
Impurity F / Ilpumecs F Not detecled / ve o6rapyxena
Any unknown individual 0.03%
impurity / ExuHH4Rasn
HenaeHTudUOUpyemas
pHUMEChH
Total impurities / Cymma 0.07%
nprMeceii

Below LOQ (1.OQ = 0.0057 %) /| NMT 0.20 % / He Gonee 0,20 %
npencna KOJIMYECTBCHHOIO |
onpeaenenus (ITIKO = 0.0057 %)

|
NMT 0.20 % / He Gonee 0,20 %

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 Gosnee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
ITpumeuanue: ITponykT cootBeTcTBYeT Tpebosannsm H/L

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loxroroneHo: TIposepeno: Santosh Kumar Onobpeno: Meneumeqf/l?ymaomnem,
Noor Mohammad V —. Maurya (K Amit Kumar ‘/}‘_,:/

Reprint Date / Reprint Date / Reprint Date /

Hara: 29.09.2024 Hara: 29.09.2024 Jara: 29.09.2024

=, India




Dr.Reddy’s Q-:-

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

vill. Xhol, Naiagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 91 88166 36001-02
vvavdrieddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJM3A

Page 3 of 4/ Ctp. 3 u3 4

/ OpHopoanocTe
A03HPOBAHUS

7 Uhiformi_tyﬁ dosage units

3.5

Product Nise tablets 100 mg

[Ipoayrr Haiia®, Tabnerku 100 mr

Batch No / 1 V2401919 Batch Quantity / + 5000000 tablets /

| Cepna Ne |O0Bem cepun 5000000 Tabnerox
Analytical ReportNo / : 040002674380 Date of Analysis / : 29.09.2024
AnampTryecknin oryet N Mata anannza

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

Jdara npou3soacrea Toaen go (i)

Analysis performed according to ND / Ananus nposenen no HJX: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / mam. No 3 ot
28.09.2022)

N Test / [lokasaTens Result / PeaysibTaThl = e ~ Specification / Hopma

Acceptance value (AV) should be not more than
15.0 / TToka3atens npHemsemoct (AV) aorken :
6bITE He Gonee 15,0

8 Microbial limits* / Mukpobuonoriueckas yucrora*

a) Total aerobic microbial
count / Obiee gucno
a3pobHBIX
MHKPOOpPTraHU3MOB

b) Total combined yeasts
and mould count / Obuice
YHCJIO RPOMIKEBBIX U
IUIeCHERBIX IPHOOB

¢) E. coli

NA

“|'Shall be absent in ig/

| Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

|
| Not more than 100 CFU/g /
He 6onee 100 KOE/r

JIO/MKHBI OTCYTCTBOBATE B 1 I

9 Assay / KostnyecTrBennoe
onpeaeseHne

10 '_P;clage_ / YnaxoBka

98.9 mg/ 98.9 mr

Not less than 90.0 mg and not more than 110.0 mg
C13H)2N>0sS  Nimesulide in tablet /
Ot 90,0 Mr g0 110,0 Mr Ci3H,2N205S (umecynuu)
B TabneTke

{10 tablets in PVC/aluminum blister. 2

blisters and patient information leaflet
in a carton. / [lo 10 Tabnerok B
NBX/amomuineBom Gnvctepe. Ilo 2
6nuctepa BMecTe ¢ HHCTpYKLIHEH No
TIPUMEHEHNIO B 124Ky KapTOHHYH.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton. /
ITo 10 Ta6nerox 8 TIBX / amomuHieBom Gucrepe.

Io 1, 2, 3 wm 10 6aucrepo BMECTE C
MHCTPYKUWEHi MO  IPUMEHEHWIO B TAYKY
KapTOHHYTO.

Ruaar ks . Tle Product vonforms to ND /
Tlpumeuanue: 11poaykr cooTseTcTBYET TpeboBarusiM HI

Conclusion : APRROVED /
Zaxaouenne: OJOBPEHO

Jlata: 29.09.2024

Prepared by / Checked by / ‘ Approved by: Manager / Executive /
IToaroToBneHO: : Ilposepeno: Santosh Kumar Onobpeno: Menenxep /&’ROBD,ELHTCJIB
Noor Mohammad j - Maurya {aq Amit Kumar P‘, L

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.09.2024

Jara: 29.09.2024




Dr. Reddy's Laboratories Ltd,
Formutation Unit-6

Qe
Dr.Red dy’s “.‘ vill. Knol, Nalagarh Road, Bacidi,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 4 of 4/ Ctp. 4 153 4

Product : Nise tablets 100 mg
Ipoxyxr : Haiiz®, Tabnerxu 100 mr
Batch No / 1 V2401919 Batch Quantity / : 5000000 tablets /
Cepun Ne | ObbeM cepun 5000000 Tabnerox w
Analytical Report No / : 040002674380 Date of Analysis / 1 29.09.2024 B
AHATHTHYECKHIT 0TYET N JlaTa anaauza ]
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
|IaTa npou3BOACTBA Toacu oo (BIcn)

Analysis performed according to ND / Anamus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

3‘&__ Tes't—/li‘dk_a_:‘a:EeJi __ _ Result/ PesyabTatsi ____Specification / Hol;:u_a

11 |Labeling / Mapknposka | Complies as prescribed / According to ND /
| CooTBETCTRYET TPCOOBaHHAM B coorsercTByM ¢ HIJ

12 | Storage conditions / ~ | Store protected from light below 25°C / B 3awgiieHHOM OT cBeTa MECTe npit Temneparype
XpaHenue He Beiwe 25°C

13 | Shelf life / Cpox roanoctu ‘3 years /3 ropa

*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.
* Apanus o nokaszaremo «MUKpoGHONOTHYeCKass HHCTOTa» MNPOBOAMTCH NPOM3BOAMTENEM TIPH BLINYCKE [[€PHONHYECKH
(c MHTepBaoM onHo ucnkiTalie Ha 20 cepuil Mk He meree | pasa B rox). [Tokaszatens Moxet 66T He BkmoueH B Ceprrdkat

aHasn3a IpaMbL,

API name (INN) / AOC (MHH): Nimesulide / Humecyaun
R e e 1A-243010-M1, NMS-1E-243002, NMS-1E-243003
Homep cepun npoussoautesst APC:
FP Manufacturer API Batch number / FERA00252, FERA00345, FERA00346
Homep cepun cydeTannnn nponssognTenn I'JI: |
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Mpouzsopureas ADC, crpana: Manranam [Ipar3 sua Oprauske JIta, Muaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumenanne: [IponykT cootBeTcTBYET Tpebosauuam HI] 3axmotenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toxrotosnero: 34 ITposepeno: Santosh Kumar Oo6pero: Menenxkep / PykoBoIUTEN b
Noor Mohammad [/ — | Maurya e Amit Kumar \/&f%
Reprint Date / Reprint Date / Reprint Date /
Jlara: 29.09.2024 Hara: 29.09.2024 Hara: 29.09.2024




