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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A
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Jata npou3soacTsa

Product Nise tablets 100 mg ]
Ipomyxr @ Haiia®, rabnerkn 100 Mr

Batch No/ 1 V2402753 Batch Quantity / ¢ 5000000 tablets / =
Cepus Ne O6nem cepuu 5000000 Tabnerox
Analytical Report No / : 890001783647 Date of Analysis / : 29,12.2024 |
AHAJHTHYECKHI oTyeT Ne Jara ananusa

Date of Manufacture / 1 12/2024 Date of Expiry / + 11/2027

Toges go (1)

28.09.2022)

Analysis performed according to ND / Auann3 nposenen no HA: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Na 3 from 28.09.2022 / u3M. Ne 3 or

fication / Hopma I

Ne | Test / Moxa3aTean | Result / Peayanrari _Specificatio: |
1 | Description/ Onucanue | Complies / CooTeercTBYCT Yellowish white round biconvex tablets with
H smooth surface. / Belble € XKEITOBATbIM
OTTEHKOM  Kpy[rjsle  JBOAKOBBIMYKIIble
TabNETKH C rNa/IKoi MOBEPXHOCTHEO.
2 | ldentification / Complies / CooTBeTcTBYET The retention time of pril_lcipal peak in the|
NoanuunocTs chromatogram of test solution should
correspond to retention time of principal
peak in Nimesulide standard solution '
chromatogram under Assay / Bpewms
YAep)KuBaHHA OCHOBHOTI'O TIUKa Ha
XpOMaTOrpaMMe HCILITYEMOrO  pacTBOpa
J0JKHO COOTBCTCTBOBATH BpEMEHHU
yaoep>KHBaHHA OCHOBHOT'O TIMKa Ha
XpomMmarorpamMme pacTBopa CTaHAapTHOIO
' ' obpasua HUMECYJIHAA (pa3gen
«KonMuecTBEHHOE OMpPeEIEHNEN)
3 | Average weight and mass 309.0 mg /309.0 mr 310mg+50%/310Mr+£5,0%
:T;‘:;:::)g}:o(cf:ﬁ::‘;:acm Complies / CoorsercrayeT 18/20 tablets ~ NMT £ 5 %/
18/20 Tabnerox — He Gonee £ 5 %
2/20 tablets - NMT + 10 % /
2/20 Tabnetok — e Gonee £ 10 %
| 4 |Dissolution/ PacrBopenne 98 %, 98%, 96%, 97 %, 98 %, 98 %, | Not less than 75 % (Q) of labeled amount of
| C13H2N205S nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot
} HoMHHajeHOro copepxaHua CisHiaN20sS
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT coorBeTcTByeT Tpebopanusm HJT 3axmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ogroroeneno: Santosh Ilposepeno: Pardeep Kumar “Opobpeno: Menenxep / Pyxosoautens
Kumar Maurya Amit Kumar N o
= ﬁi“.’—" ‘!- O\ e
Reprint Date / Reprint Date / Reprint Date / !
Jarta: 29.12.2024 Jara: 29.12.2024 Jara: 29.12.2024

Registered Office: 8-2-327, Road MNe. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indie
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3IA
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Product : Nise tablets 100 mg

Npoayxt  : Haiia®, Tabrerxu 100 mr

Batch No / 1 V2402753 Batch Quantity / : 5000000 tablets /
Cepusn Ne Ofsem cepunt 5000000 TabneTok
Analytical Report No/ : 890001783647 Date of Analysis / 1 29.12.2024 T
AHaJuTHYECKHIT oTueT No JlaTa aHanH3a

Date of Manufacture / 1 12/2024 Date of Expiry / 1 1172027

JlaTa npou3IBOACTBA Iogen xo (BK)

Analysis performed according to ND / Awanus nposeges no HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
nam. 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 / w3m. Ne 3 oT
28.09.2022)

Ne ___ >_Tc§_/l'lona3_afeub — Result / Pesyantarn — S-hifﬁggtion_/ Hopma
[ | (HuMecynun) Hepes 45 MUK,
5 |Water/Bona . 24% [Not more than 6.0 % w/w / He Gonee 6,0 % |
1
|
ol : = o I e
| 6 |Related substances / PoacTReHHbIE IPHATCCI ) . |
Impurity A / [pumecs A i 0.01% 'NMT 0.20 % / He 6onee 0,20 % _
|
Impurity B / ITpumece B 0.02% NMT 0.20 % / He 6onee 0,20 %
Tmpurity C / Ilpumecs C Not detected / He oBHapyxeHa NMT 0.20 % / He 6osnee 0,20 %
Impurity D / TIpumecs D Not detected / re o6Hapyxkena NMT 0.20 % / He 6onee 0,20 %
| Impurity E / Tlpumecs E Not detected / He oGrapyxeHa NMT 0.20 % / He 6onee 0,20 %
[ Impurity F / TTpumecs F Not detected / e oGHapyxeHa NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual Helow LUY (LUQ = U.UL43 %) / Hike | NMI' 0.20 % / He Gonee U,20 %
impurity / Enuanunas Mpedena KOJHUECTBEHHOTO ONpeAENEHHs [
} HenpeHTHUUMpyemast (KO = 0.0143%)
. npuMech ‘
!
| Total impurities / Cymma 0.03% NMT 1.5 % / He Gonee 1,5 %
| npumeceit
7 | Uniformity of dosage units / 2.6 " [Acceptance value (AV) should be not morc
| OxHOPOAHOCTH AO3HPOBAHUS ‘ than 15.0 / TToka3aTenb NPHEMNEMOCTH
.I | (AV) nomxeH GbITE He Gonee 15,0
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: JIponyKkr cooTBeTcTRyer Tpebosanuam HIL 3axmoyenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hoarorosnexo: Santosh [Mpoeepeno: Pardeep Kumar Onobpeno: Menemkep / PyxoBoauTeb
Kumar Maurya f Amit Kumar
Y % ob— I\
Reprint Date / Reprint Date / Reprint Date / {
Mara: 29.12.2024 Hara: 29.12.2024 - Jara: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500934, Telangana, India
Tel; +61 30 4960 2900, Fax: <971 40 4900 2998, Eimail: mail@drieddys.com
CIN: LaS1OSAPLIOZIPLCONAEDT

wersdreddys.eom
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CERTIFICATE OF ANALYSIS
CEPTHDHEKAT AHAJIM3A
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Page3 of4/ Crp. 3 i34

Product : Nise tablets 100 mg

Mpoayxr  : Haiis®, Tabnerkn 100 mr

Batch No / 1 V2402753 Batch Quantity / : 5000000 tablets /

Cepusn Ne O6nem cepnn 5000000 Tabnerox
Analytical Report No / : 890001783647 Date of Analysis / 1 20.12.2024
AnanuTHdeckHit oTuer Ne Jara ananunia —
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027

JlaTa npoH3BOACTRA Tonen po (BK.I)

28.09.2022)

Analysis performed according to ND / Ananus nposenen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o7 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

N 'r' Teat ! Mawniarean

8 .Microbial limits* / MI!_I_&_‘_I)_{JGIIOJIBI—'II‘IECK:‘IH iicToTa*

'  Mealt/ Penymmania

'a) Total aerobic microbial NA | Not more than 1000 CFU/g /
count / Obuiee yncno | He 6onee 1000 KOE/r
23p0o6HBIX MUKPOOPTaHH3MOB i |
— — — L ————
b) Total combined yeasts and | NA | Not more than 100 CFU/g /

| mould count / OGiuee yncno | I He 6onee 100 KOE/r

| JAPOAOKEBBIX M MNECHEBBIX { }
rpuGos i
1

c) E. coli NA Shall be absent in 1g/

J1oKHLE OTCYTCTBOBATL B 1 T

9 |Assay/ Konnuecrsennoe
onpexesenue

99.1 mg/99.1 mr

i 10 | Package/ YnmakoBka

|
|
|
|

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in
a carton. / Ilo 10 Tabnerok B
MBX/antoMunnesom Onucrepe. Tlo 3
6nycrepa BMECTe ¢ MHCTPYKLUMEH no
NPHMEHEHHUIO B TAUKY KAPTOHHYIO.

Not less than 90.0 mg and not more than

/

110.0 mg C3H2N20sS Nimesulide in tablet

Or 90,0mMr mo 110,0mMr C;3H2NaOsS
(HuMecymua) B TabneTke

10 tablets in PV C/aluminum blister, 1, 2, 3 or|
10 blisters and patient information leaflet in |
a carton. / ITo 10 TaGnerox B TBX /
amomuHueBoM Ginctepe. Io 1, 2, 3 unu 10
61MCTEPOB BMECTE C HHCTPYKLMEN IO
TIPUMEHEHHMIO B N184KY KapTOHHYIO.

11 |Labeling / MapxnpoBka

'Complies as prescribed /
CooTBeTCTBYET TpEOOBAaHUAM

According toND/
B cootsercTein ¢ HI

12 |Storage conditions /

Store protected from light below 25°C / B 3awuliCHHOM OT CBETA MECTE YIPH

Remarks : The I_’roduct conforms to ND /

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboauusaM HJJ

Conclusion : APPROVED /
3axmovenne: OJOBPEHO

Prepared by /
ITogrorosneno: Santosh

Kumar Maurya ‘L’(L

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpero: Meremxep / PyKoBoAHTENE
Amit Kumar ’g\ e

Reprint Date /
Jara: 29.12.2024

Reprint Date /
Jara: 29.12.2024

Reprint Date / !
Hata: 29.12.2024

CIN: L8212

SAPIAZIPLCINAS0T
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Paged4of4/ Crp. 4 us 4

Product . Nise tablets 100 mg

Opoaykr  : Haiia®, raGnerkn 100 mr

Batch No / : V2402753 Batch Quantity / : 5000000 tablets /

Cepna Ne O6sem cepun 5000000 TabneTok
Analytical Report No / : 890001783647 Date of Analysis / : 29.12.2024 =
AunanuTHaeckuii oTaet No JlaTa aHann3a

Date of Manufacture / : 12/2024 Date of Expiry / s 1172027

Jlata npoH3BOACTEA Conen me (Br.)

Analysis performed according to ND / Ananns nposeaen o H/: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
y3m. Ne 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 / u3m. Ne 3 otT

128.09.2022) 3

N [ Test/Mumasasean | Resull/Pesyaprata | Epecification/ Hopaa
Xpaxenue | Temmnieparype Hc Bhime 25°C

" 13 | Shelf life / Cpok roanocts | 3 years/ 3 roga

*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.

* AHanu3 N0 MokasateMo «MHKpoGHONOrMUeckan YMCTOTa» MNPOBOAWTCA NPOU3BOAMTENEM NpPU BBIMYCKS NEPHOAMYECKH
(c unTepranoM oHO McMbiTaHue Ha 20 cepuii WK HC MeHee 1 paza B rox). ITokazaTens MOXeT GLITh He BKmoyeH B CepTHdmKar

aHamiza upiss.

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

API manufacturer batch number / NMS/14100698

Homep cepun npomzsogurtens ADC:

FP Manufacturer API Batch number / FERA00618

Homep cepun cyberannun npomspoanrenst [JId:

API Manufactured by & country / Aarti Drugs Ltd., India /

Tipoussoautens ADC, erpana: Aaptit lpars Jita., Mg o
'Remarks : The Product conforms to ND / Conclusion : APPROVED /

Ipumeganne: [poayKr coorseteTsyer Tpebosannsm HJT 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

Tloarotoneno: Santosh Tposepeno: Pardeep Kumar Onobpeno: Menenxep / Pykopoautens

Kumar Maurya l/a\ P Amit Kumar \ L

= — |- ,,-':"' “‘L‘/”’ -
Reprint Date / Reprint Date / : Reprint Date/ |
Iata: 29.12.2024 Hata: 29.12.2024 Jlara: 29.12.2024

Repistered Qifice: 8-%-337, Road No. 3, 8anjara Hills, lHydarabad - 500034, Telangang, India
Tel: 561 40 1960 ZO0C, Fax: 51410 4900 2999, Ernail: maii@drecdye.com
CIN: L85 1354AP L SSUPLOONAE07
wynwdrreddys.com




