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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 1 of4/ Crp. 1 u3 4
Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2400762 Batch Quantity / : 5,000,000 tablets /
Cepus No O6nem cepun 5,000,000 Tabnerok
Analytical Report No / : 040002526202 Date of Analysis / : 18.05.2024
AHajiuTHYecKHi oTyeT No Jara anaanza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa nponsBoacTBa I'open go (BKI)
Analysis performed according to ND / Auanus npoeesen no HJI: [T N012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)
Ne | Test / [lokasaTean Result/ PesynbTatnr = | Specification / Hopma
1 |Description / Omucanue Complies / CooTeTcTByeT | Yellowish white round biconvex tablets with
smooth surface. / Besble ¢ )KeNITOBATHIM OTTEHKOM
KpYIJIBlE IBOSIKOBBITYKIIbIE TabIETKH C rNagKow
MOBEPXHOCTBIO.
2 |Identification / Complies / CooTBeTcTBYyET | The retention time of principal peak in the
IMoanHHHOCTD chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
|Bpems ynmepkuBaHWA OCHOBHOrO TMKAa Ha
XpOMATOrpaMMe WCIBITYEMOro PacTBOpa AOSKHO
COOTBETCTBOBATH BpPEMEHHU yASPKUBAHUS
OCHOBHOTO MHKa Ha XpOMAaTorpamMe pacTBopa
I CTaHOapTHOTO ofOpaszlia HuMecyauaa (paszaen
| | «KonuyecTBeHHOE ONpeNeIeHHE)
3 | Average weight and mass 310.8 mg/310.8 Mr 310 mg £5.0% /310 Mmr+ 5,0 %
Elgill;m:)ty/ Cpeausis macca Complies / CooTBETCTBYET 18/20 tablets —-NMT £ 5 %/
POAIHOCTL MACCH 18/20 Tabnerok — He Gonee = 5 %
2/20 tablets — NMT + 10 % /
| 2/20 Tabnetok — ne Gonee = 10 %
4 |Dissolution / PacTBoperue 94%., 93 %, 98 %, 98 %, 98 %, | Not less than 75 % (Q) of labeled amount of
95 %, Ci3H)2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMMHaNLHOTO
comepxanus Ci3H;2N->OsS (Humecynun) uepes
45 MHUH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnerno: Ramakant [Iposepero: Pardeep Kumar Onobpeno: Menemxep / Pyl\OBOﬂHTeIIb
QL// Pavan Kumar Sharma
/ -~
Reprint Date / Reprint Date / Reprint Date /
Hata: 18.05.2024 Mata: 18.U5.2024 Hara: 18.U5.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 2 of 4/ Ctp. 2 uz 4

Product Nise tablets 100 mg
IIpoaykTt Haiiz®, Tabnerkn 100 Mr
Batch No / + V2400762 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O61bem cepun 5,000,000 tabnerox
Analytical Report No / : 040002526202 Date of Analysis / : 18.05.2024
AHanuTHYeCKHii oTyeT No JaTa aHaau3a
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npoU3BOJACTBA T'oaen go (BK)
Analysis performed according to ND / Ananus nposeaen no HI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / IlokazaTesn Result / PesyansTaThi bpecﬁ“ cation / Hopma 7T7__77

Water / Boga

3.0%

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

6 |Related substances / PojicTBennbie npimecu

Impurity A / IIpumecs A

Below LOQ (LOQ = 0.0057 %) /
Huxe npenena Konu4eCTBEHHOTO
onpeaenenus (ITIKO = 0.0057 %)

Impurity B / [IpumMecs B

0.02%

Impurity C / IIpumecs C

Not detected / He ob6HapyxeHa

Impurity D / ITpumecs D

Below LOD (LOD = 0.0049 %) /
Hoxe npenena obHapyxenus (I1O
= 0.0049%)

Impurity E / Tlpumecs E

Not detected / He ob6HapyxeHa

Impurity F / IIpumecs F

Not detected / ne obHapyxxeHa

Any unknown individual
impurity / EquHu4Has
neHgenTHOHIHpyeMan

Below LOQ (LOQ =0.0143 %) /
Hipoke npenena KONM4eCTBEHHOTO
onpeacacuus (TIIKO = 0.0143 9%4)

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

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

Ilpumeuanne: [TpoayKT cOOTBETCTBYET Tpebosanuam HJl

puUMech
Total impurities / Cymma 0.02 % NMT 1.5 %/ He 6onee 1,5 %
npumecei

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Zakmwouenue: OJIOBPEHO

Prepared by /
TToprotosnexno: Ramakant

Checked by /
Ilporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onob6peno: Menemxkep / Pykosomures

ol Qﬁ’/ Pavan Kumar Sharma _/, . ->
%»Xdy = =
Reprint Date / : Reprint Date / Reprint Date /
Hara: 18.05.2024 Hara: 18.05.2024 Hata: 18.05.2024
Registeiad OIML Hyderabad - 500024, Telangana, ndia
+814 -f’ 24889, tmall mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Remarks : The Product conforms to ND /
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJI

onpeaeseHue

CEPTUDOUKAT AHAJIN3A
Page3of4/ Crp.3 u3 4
Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tabrerkn 100 Mr
Batch No / : V2400762 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepuH 5,000,000 Tabnerox
Analytical Report No / : 040002526202 Date of Analysis / : 18.05.2024
AnanauTHyecKkuii oTuer Ne JlaTta aHaansa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2027
JlaTa npou3BoACTBA TI'oaeu go (Bk)
Analysis performed according to ND / Anaaus nposexen no HJI: T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend No 3 from 28.09.2022 / n3M. Ne 3 ot
28.09.2022)
N Test / IloxaszaTens [ Result / PesynsTaThi | Specification / Hopma
7 | Uniformity of dosage units / | 1.8 | Acceptance value (AV) should be not more than
OaHOpPOAHOCTH J03HPOBAHHS | 15.0 / Tokasarens npuemneMoctu (AV) nomkeH
: OLITE He Oonee 15,0
8 |Microbial limits* / Mnkpoﬁuo-nornqeucaﬂ 4YucToTa* B __ :
a) Total aerobic microbial | NA Not more than 1000 CFU/g/
count / Ob1uee unco | He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPraHU3MOB |
|
b) Total combined yeasts and | NA Not more than 100 CFU/g /
mould count / Obuiee uncno He Gonee 100 KOE/r
IpPOJMOKEBBIX M TUIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/
JIOJKHBEI OTCYTCTBOBATL B 1 T
9 | Assay/ KoanuecrseHHoe 100.0 mg / 100.0 mr Not less than 90.0 mg and not more than 110.0 IE

in tablet /
C13H|2N2OsS

C13HpN>OsS  Nimesulide
Or 90,0mr mo 110,0wmr
(Humecynun) B Tabnerke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister.
3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTtok
B IIBX/amomuuueBoM OGiuctepe.
I[lo 3 OGnucrepa BMecTe ¢
HUHCTpYKUHeH HO NPUMEHEHHIO B
MaYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerok B TIBX / anioMHHHEBOM
6nmcrepe. [To 1, 2, 3 unu 10 6GnucTepoB BMECTE C
MHCTpYKUMEH [0 HPHUMEHEHHI0 B Mauky
KapTOHHYIO.

Conclusion : APPROVED /
Zakawuenne: OJJOGPEHO

Prepared by /
[ToarorossieHo: Ramakant

Checked by /
Ilposepeno: Pardeep Kumar

o —

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTens
Pavan Kumar Sharma 4. 2

/i/'

Reprint Date /
Jara: 18.05.2024

Reprint Date /
Jara: 18.05.2024

Reprint Date /
Jara: 18.05.2024

Remistared Qffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +01 40 4900 2800, Fax: +91 10 4900 2996, Email: mail@direddys.com
CIN: 1L.25195AP1984PLCO0AS507
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page4 of4/ Crp. 4 u3 4

Product : Nise tablets 100 mg

Ipoayxr  : Haiis®, Tabaerxn 100 mMr

Batch No / : V2400762 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 040002526202 Date of Analysis / . 18.05.2024
AnanutHyeckuii oTyeT No Jata ananusa

Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2027

JlaTa npoH3BoACTBA Togen ao (Bra)

Analysis performed according to ND / Anaauns nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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 / IlokasaTenb Result / PesyabTarh Specification / Hopma
11 | Labeling / Mapxuposka Complies as prescribed / | According to ND /
CooteeTcTBYeT TpeOOBaHUAM B coorsercreuu ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3aumuimeHHoM OT CBeTa MecTe np_n
XpaHenune Temmnepatype He Boime 25°C
13 | Shelf life / Cpok roasocru 13 years / 3 roaa

*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 1o TokaszaTeno «MHUKpoGHONOrHYECcKas HHCTOTa» IIPOBOAMTCS TMPOM3BONWTENEM [MpPH BBITYCKE MEPHONHHYECKH
(¢ MHTEpBaNOM OMHO McrbITaHne Ha 20 cepuii umu He meHee 1 pasa B rox). [lokasarens Moxet ObITE He BritoueH B Ceprudukar

aHanu3a (JHpMEL.

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

API manufacturer batch number / NMS/13090880

Homep cepun npon3soanreias ADC:

FP Manufacturer API Batch number / FERA00081

Homep cepun cyGeranuun nponssoauTens [JID:

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

ITpoussoautenb APC, cTpana: Aaprn Jlpars JIta., Mapus

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanue: [IpoaykT cooteTcTBYET Tpebosanusam HJT Zaxmouenue: OJJOBPEHO

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

IToaroroeneno: Ramakant IMposepeno: Pardeep Kumar Onobpeno: Menemxep / PygoBonurens
- / Pavan Kumar Sharma _., .~
W = 3

Reprint Date / | Reprint Date / Reprint Date / .

Jara: 18.05.2024 Iarta: 18 05 2074 Mara: 18,05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O0450G7
www.drreddys.com






