Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
Page1ofS/Crp.1u35
Product Nise tablets 100 mg
Hpoaykr Haita®, rabGnerky 100 mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo0bem cepnn 5000000 Tabnerok
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
Aunanurudeckuii oryer Ne : Jara aHanu3a
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npon3soacTea ® Togen no (Bxa)
Analysis performed according to ND / Ananus nposenen no HJI: ITN012824/03-140119 (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 / u3am. Ne 3 ot
28.09.2022)
Na Test / IloxcazaTean Result / PesynnTaTh! Specification / Hopma
1 |Description / Ouncanue Complies / CooTBercTByET Yellowish white round biconvex tablets with
smooth surface. / PBensle ¢ KENTOBATHIM
OTTEHKOM KPYrible IBOSKOBbINYKIbIE TabieTku
C I1aJKOi TTIOBEPXHOCTHIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MopauuuoOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>kHBaHHA OCHOBHOTIO
KA Ha XpOMAarorpaMmMe  HCHBITYEMOIro
pacTBopa OOJKHO COOTBETCTBOBAaTH BpPEMEHH
YIepKUBaHUS OCHOBHOI'O MHKa Ha
XpOMaTOrpaMMe  pacTBopa  CT2HAAPTHOIO
obpasua HUMECYNHAA (pazmen
«KomuecTBeHHOE ONPEAENEHHE)
3 | Average weight and mass 310.2mg/310.2 Mr 310 mg£5.0% /310 Mr+ 5,0 %
:T;Ziz;tzlro(c:f:ﬂanaﬂct::acca Complies / CootBerctByeT 18/20 tablets —-NMT + 5 % /
18/20 Tabnerok — He 6onee + 5 %
2/20 tablets — NMT + 10 % /
2/20 tabnetok — ue Gonee + 10 %
4 | Dissolution / PacTBopenne 100 %, 99 %, 100 %, 99 %, 99 %, |Not less than 75 % (Q) of labeled amount of
101 %, C13H2N20OsS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
IMpameuanue: [Ipoaykr coorsercTsyer Tpebosannam HIT

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosneHo; - Tposepero: Santosh Kumar Ono6penn; Meremicep]/ PykoBonuTens
Shivani }T Maurya @ Abhishek Chauhan Z‘CJ
Reprint Date / Reprint Date / Reprint Date / )
Hata: 15.02,2024 Hata: 15.02.2024 Hara: 15.02.2024




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page20fS/ Crp.2u3 5

Product + Nisc tablets 100 mg

Npopyxr  :  Haiia®, tabnerkn 100 mr

Batch No / 1 V2400107 Batch Quantity / + 5000000 tablets /
Cepusn Ne Oonem cepun 5000000 TabneTok
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AnaauTHdeckHii oTHeT Ne JlaTa anaqan3a

Date of Manufacture / : 01/2024 Date of Expiry / 1 12/2026

JlaTa npon3BOOCTEA lonen go (BKn)

Analysis performed according to ND / Ananu3s nposenen mo HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3nt, 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 / v3m. Ne 3 ot
28.09.2022)

Ne Test / lokazaTens Result / PesynbTatsl Specification / Hopma
minutes / He menee 75 % (Q) ot
HomuHansHoro cogepxanusi CisHijpnNa2OsS
(HuMecynaunn) yepes 45 MHH.

5 Water / Boga 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoagcTBeHHbIC NPHMeECH
Impurity A / Ilpumecs A Not detected / e obxapyxena NMT 0.20 % / He Gonee 0,20 %

Impurity B / Ilpumecs B Below LOQ (LOQ =0.0084 %)/ |NMT 0.20 % / He Gonee 0,20 %
Hubke npenena KOMMUECTBEHHOTO
onpeneneHus (TTKO = 0.0084 %)

Impurity C / lpumecs € Not detected / He obHapyxeHa
Impurity D/ Ilpumecs D Not detected / He o6Hapysena

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

Impurity E / TIpumecs E Noti detected / ue oOHapyskeHa NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanne: [Tpogykr cooTBeTcTBYCT TpeboRanuAM HJI 3axkaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

TloaroToBeHy: — IIposepery: Sanipsgh Kudt OuuGperu. Meseisep / Dy nosoguicis
Shivani A / Maurya Abhishek Chauhan

1

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.02.2024 Hara: 15.02.2024 Hara: 15.02.2024
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CERTIFICATE OF ANALYSIS

7 | Uniformity of dosage units /
OAHOpPOAHOCTL AO3HMPOBAHHUS

CEPTHOHKAT AHAJIH3A
Page3of S/ Crp.3u35
Product Nise tablets 100 mg
Mpoayxr Haiia®, Tabnerru 100 Mr
Batch No/ 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepns Ne Obbem cepHil 5000000 Tabnerok
Analytical Report No / : 890001719441 Date of Analysis / 1 15.02.2024
AuanurHyeckuii oTyer Ne JaTa anaan3a
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npoM3BOACTEA . Tlomen go (BKA)
Analysis performed according to ND / Ananua mposenen no HJI: T1 N012824/03-140119 (amend Ne | 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTens Result / PesyanTathl Specification / Hopma
Impurity F / ITpumecs F Below LOD (LOD = 0.0045%) / NMT 0.20 % / He 6onee 0,20 %
Hwxe npepena obuapyxeunus (110 =
0.0045 %)

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

impurity / EquHu4Has

HeUleHTUGUIUpyeMas 0.03%

npuUMeCh

Total impurities / Cymma 0.07 % NMT 1.5 % / He 6onee 1,5 %

npuMeceit

2.0 Acceptance value (AV) should be not more

than 15.0 / Tlokaszarens nprHeMiemocT (AV)
Jomken 6Ltk He 6onee 15,0

8 | Microbial limits* / Mukpo6uoaornyeckan YHcToTa*

a) Total aerobic microbial
count / Ofiee yHcno
a3pPOOHBIX MEKPOOPTaHH3MOB

NA

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

Remarks : The Product conforms to ND /
Tpumeyanne: [Ipoaykr coorsercrayer Tpebopatnam HI{

Conclusion : APPROVED /
Samouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
llogrorosieHo: [Tporepeno: Satitosh Kumar OULOpeHL. Mengpel/ Fyrosuni teis
Shivani 7/ Maurya / Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jata: 15.02.2024 JHata: 15.02.2024 JHata: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A
Paged4of S/ Crp.4u3 5
Product ¢+ Nise tablets 100 mg
[TponyxT :  Haiia®, Tabnerkn 100 mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepug No Ob6bem cepun 5000000 TabreTok
Analytical Report No / ¢ 890001719441 Date of Analysis / : 15.02.2024
AunaauTu4ecknii oryer Ne JaTa ananusa
Date of Manufacture / : 01/2024 Date of Expiry / s 12/2026
JlaTa npou3BOACTBA Topen mo (B1)
Analysis performed according to ND / Ananus nposenen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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
28.09.2022)
Ne Test / [TokasaTens Result / Pe3yabTathl Specification / Hopma

¢) E. coli

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obtuee uncno He 6onee 100 KOE/r
IPOMOKEBBIX M NMIECHEBBIX
rprbor

NA Shall be absent in 1g/

JlomKHBl OTCYTCTBOBATH B 1 I

9 |Assay/ Konu4ecTBeHHoe
onpegejieHne

100.1 mg/ 100.1 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H12N20sS Nimesulide in tablet /
Or 90,0mr pmo 110,0mMr CisHi2N2OsS
(unmecynun) B TabneTke

10 |Package/ Ynakxoeka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerok B
IBX/aniomunueoM Gnuctepe. Io 3
6nucrepa BMeCTe ¢ MHCTPYKLHEH Mo
NPHUMEHEHHIO B MUKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmerox B IIBX /
amoMuHueBom Oauctepe. Ilo 1, 2, 3 win 10
6AUCTEPOB  BMECTE C  MHCTPyKUMeH [0
NIPUMEHEHHIO B NIaUKy KapTOHHYIO.

11 |Labeling / Mapkupoeka

Complies as prescribed /
CooteeTcTByeT TpeOOBAHHAM

According to ND /
B coorBetcrBun ¢ HJ

12 | Storage conditions /

Xpanenne

Store protected from light below 25°C / B 3amuilleHHOM OT CB€Ta MECTE TpH

TeMnepatype He Bbile 25°C

13 | Shelf life / Cpox rozsocTH

3 years / 3 rona

Remarks : The Product conforms to ND /
IIpameuanue: [IpoayKT COOTBETCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
110ArOTORNEHO! — [Mposepedo: Santusl Kutiar OuuGpenu. Medgiongls / Iy nusosa e
Shivani ) Maurya @B Abhishek Chauhan

Reprint Datc / Reprint Date / Reprint Date /

Jata: 15.02.2024 Harta: 15.02.2024 Hara: 15.02.2024




Dr.Reddy’s Q-:‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
Page Sof 5/ Crp. 5u3 5
Product : Nise tablets 100 mg
[ponyxTt :  Haiiz®, tabnerku 100 Mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepusn Mo OGBbeM cepHit 5000000 TabneTox
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AxanuTHYeckuii oTueT Ne Hara aHanm3a
Date of Manufacture / 1 01/2024 Date of Expiry / : 12/2026
JaTa npoH3BOACTEA - Toaen go (BK)
Analysis performed according to ND / Ananu3 nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Na 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)

*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 no riokazaremo «Mukpo6Honoruueckas HHCTOTay» NPOBOMMTCH MPOWU3BOAMTENCM NpH BBIIYCKE MNEPHOAMUCCKH

(c MHTepRANOM OfIHO McnbiTaHue Ha 20 cepni MK He MeHee 1 paza B ron). [Toxazatens MoXeT 6uiTe He BiloYeH B CepTudnkar

aHanuza GUpMBL.

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

API manufacturer batch number / NMS-1A-233015

Homep cepuu npoussoguTesis ADC:

FP Manufacturer API Batch number / o

Homep cepun cyocranunn npoussoantens [JId: R

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Hpoussoaurens ADC, crpana: Masuranam Jpars sug Oprauuke Jltn, Muaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoyKT COOTBETCTBYET TPEOOBAHIAM HIT Zaxmouenue: QJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToprorosneno? )L)/ [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoautens
Shivani Maurya ,—@,} Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2024 Jara: 15.02.2024 JlaTa: 15.02.2024

hod = SEIDAS, Telangting, Inth




