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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
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1

Jata nponsBojcrsa

Product + Nise tablets 100 mg

IIpoaykr Haiis®, tabnetku 100 mr

Batch No/ 1 V2202512 Baich Quantity / :+ 5000000 tablets /
Cepus Ne Q6bem cepiu 5000000 Tabnetok
Analytical Report No / : 040001705207 Date of Analysis / : 15.12.2022
AnaauTHyeckHil oTuer Ne Hara anannza

Date of Manufacture / : Nov-2022 Date of Expiry / t Oct-2025

‘ {Tonen po (BrN)

28.09.2022)

Analysis performed according to ND / Ananus nposeacu no HJI: IT N012824/03-140119 {amend Ne 1 from 08.06.2020 /
uzm. 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 / 1u3m. Ne 3 ot

Ne " Test / Mokasarens
1 | Description / Onucaune

Result / Pﬂ):mzﬁm—
Complies / CooteercTByeT

) Specification / Hopma -
Yellowish white round biconvex tablets with |
smooth surface. / Bensle ¢ XKenroBaTbiM |

| OTTEHKOM KpyTJible NBOSKOBBIMYKIILIE

| TabneTky © ragKoi NOBEPXHOCTHIO. I

2 |Identification /
IMoANHHHOCTSL

(Tomfn]ies_/ CooTBeTcTBYET

3 | Ave}ige we-i'ght and mass

| uniformity / Cpeanss macca
< | ¥ 0AROPOAHOCTH MACChI
1

: "4 | Dissolution / PacTropenue

313.6 mg/313.6 Mr

| The retention time of principal peak in thc]‘
|chromatogram of test solution should
[ correspond to retention time of principal peak
[in Nimesulide standard solution |
Ichromatogram under Assay / Bper«mI
yOepxHBaHHA  OCHOBHOTO THK2 Ha
XpOMaTorpaMMe  HCNLITYeMOTO — pacTBOpa |
| LOJKHO COOTBETCTBOBATE BPEMEHH ‘
yHEpKHBAHUA  OCHOBHOFO  TIMKa Ha |
| XpoMaTorpamme — pacTBOpa  CTAaHAApTHOrO
| o6pazua HHMECYTHIA (pazaen
«KonuuecTBeHHOE ONPENENEeHHEN)

[310mg+£5.0%/310mMr£5,0% i

18/20 tablets —NMT + 5 % /
18/20 Tabnerok — He Oonee = 5 %

2/20 tablets —-NMT + 10 % /
2/20 Tabnetox — He 6onee = 10 %

96 %, 100 %, 96 %, 98 %, 97 %,
| 97 %,

Not less than 75 % (Q) of labeled amount of
C13H,2N-05S nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND /

Ipumeuanue: [Tpogyxr coorBercTBYeT Tpebosanuam HJY

Conclusion: APPROVED /
3axmiowenne: OJJOBPEHO

Prepared by / Checked by / _k Approved by: Manager / Executive /
TMoarorosnexo: [IpoBepeHo: R. ; ) Opnobpeno: Menepkep / PyKoBomiTE b
Ankit Ramakant » Kusum Lata \ :_‘; @ .~
Reprint Date / Reprint Date / Reprint Date /

Hara: 16.12.2022 Hara: 16.12.2022 Hara: 16.12.2022

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: L85195AP1984PLC004507
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CEPTH@®IKAT AHAJTH3A
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Product Nise tablets 100 mg

[poayxr Haiia®), rabnetrku 100 mr

Batch No/ 1 V2202512 Batch Quantity / + 5000000 tablets /
Cepun Ne OGnem cepun 5000000 Tabnetok
Analytical Report No / : 040001705207 Date of Analysis / : 15.12.2022
AuanuTHyecknii oTaer Ne Jlata anajau3a

Date of Manufacture / : Nov-2022 Date of Expiry / s Oct-2025

JlaTa NpoN3BOACTEA ToaeH no (pEa)

28.09.2022)

Analysis performed according to ND / Anaiu3 nposeaen o HJL: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / wam. Ne 3 ot

N | " Test / Tokazatens

Result / PesyasTaThl

5 | Water/Boaa

23% wiw

6 | Related substances / PoacTeennbic NPHMECH

Specification/ Hopma
woMuHaneroro copepxanns CraH2N2OsS
(ummecyaun) uepes 45 MHH.

" Not more than 6.0 % w/w / He 6ostee 6,0 %

Impurily A / TTpumecs A

Below LOD (LOD = 0.0019%) /
Huxe npenena obHapyxenus (ITO =

0.0019%)
Impurity B / ITpumecs B 0.02%
Impurity C / Ilpumecs C Not detected / ve o6Hapyikera
Impunity D / [Tpuvecs D Below LOD (LOD = 0.0049%) /

Huxe npenena obuapysxerns (110 =
0.0049%)

Impurity E / IIpumece E

Not detected / He o6HapyxeHa

Impurity F / Tlpumecs F

Not detected / He oGHapy»x*eHa

Any unknown individual
impurity / ExuHHuHas
HeHASHTHPHLUpYeMas
[IpHUMeEch

i
|
L

0.02 %

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 6onee 0,20 %

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

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gosnee 0,20 %

Remarks: The Product conforms to ND /
Npumeuanue: [IpogykT coorserciryer TpebopannaM HJT

Conclusion: APPROVED /
Zaxaroyenue;: OJJOBPEHO

Iata: 16.12.2022

Hara: 16.12.2022

Prepared by / Checked by / E Approved by: Manager / Executive /
TTOAroTOBEHO: [Tposepeno: C) . ﬂw OnoBpeno: Menemxep / PykosomnTens
Ankit Ramakant ) "'",- Kusum Lata N NN
Reprint Date / Reprint Date / Reprint Date /

Jlata: 16.12.2022

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: L85195AP1984PLC0O0A507
www.drreddys.com
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CEPTHOQHKAT AHAJTH3A
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Product : Nise tablets 100 mg
Npoaywr  : Haiia®, rabnerku 100 mr
Batch No / 1 V2202512 Batch Quantity / : 5000000 tablets /
Cepun Ne Ob6bem cepiu 5000000 Tatnerok
Analytical Report No / : 040001705207 Date of Analysis / : 15,12.2022
Ananurnieckuii oTuer No . Jarta ananusa
Date of Manufacture / + Nov-2022 Date of Expiry / : Oct-2025
Jlara npou3BOACTEA Toaen xo (B1u)
Analysis performed according to ND / Anasn3 nposegen no HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 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 / u3m. Ne 3 ot
28.09.2022)

Ne | Test / HoxazaTens Result / Pesynstatss | __ Specification / Hopma
Total impurities / Cymma 0.04 % [NMT 1.5 % / He 6onee 1,5 %
npumeceti
7 | Uniformity of dosage units / 31 Acceptance value (AV) should be not more
OanepoAHOCTE JO3HPOBAHHKA than 15.0 / [NokasaTens npremaeMocTH (AV)
JomKeH ObiTe He Gonee 15,0

8 |Microbial limits* / ._’\f!_gl_l_cppﬁlio¢1opij935p§aa_q—mtt_lTa*_- - -
a) Total aerobic microbial Not Applicable | Not more than 1000 CFU/g/
count / Ob1uee 4ucio | He 6onee 1000 KOE/r

23pObHBIX MHKPOOPTaHHU3IMORB 1 | !

|b) Total combined yeasts and [ Not Applicable I'Not more than 100 CFU/g/
| mould count / O6mee uncno ‘ He 6onee 100 KOE/r
JAPOAHOKEBBIX H NNECHEBLIX
rpHbos ‘ ‘
|¢) E. coli ol Not Applicable | Shall be absent in 1g / —
JomkHel oTCyTCTBOBAaTL B 1 I
9 N Assay / KoauuecTBennoe T 101.6 mg /101.6 mc ~ |Not less than 90.0 mg and not more than
omnpeaencHue ‘ 110.0 mg Ci3H,2N20sS Nimesulide in tablet /
Or 900mr mo 110,0mMr Ci3Hi2Na2OsS
(uumecynun) B Tabnerke
Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanue: Ipoaykr coorsercrayer Tpebosanuam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / t Approved by: Manager / Executive /
IMoaroToBneHo: IIpoBepeHo: [Y.. E@/ Onobpeno: Menemxep / PykoBoauTeNb
Ankit L Ramakant P! Kusum Lata N\ S
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.12.2022 Hara: 16.12.2022 Jata: 16.12.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise tablets 100 mg

Mpoayir :  Haiia®, Tabnetku 100 mMr

Batch No / 1 V2202512 Batch Quantity / : 5000000 tablets /
Cepua N Obfbem cepun 5000000 Tabnerok
Analytical Report No / + 040001705207 Date of Analysis/ + 15.12.2022
ANATHTHYECKHIT OTHeT Ne JlaTta aHaau3a

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2025

JlaTa npon3BojcTBA Foneu ao (Bxn)

Analysis performed according to ND / Ananus nposegen no HI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vam. 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 / uam. Ne 3 ot
28.09.2022)

"N | Test/Moxasarens | _Result / PesynuTarst [ Specification /Hopma v
10 | Package / Ynakoska 110 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a|
in a carton. / Ilo 10 Tabnetox B|carton. / o 10 Tabmetok B IIBX /
| |HBX/6J]DOMHHHCBOM 6auctepe. To 2 |amomunnesoM Gnwctepe. Mo 1, 2, 3 wiu 10
| fnucTepa BMecTe ¢ MHCTpykuuei mo (6ianacTepop  BMecTe C MHCTPYKUMER 10
NPUMEHEHHIO B NayKy KapTOHHYIO. | NIPHMEHEHHIO B NA4Ky KapTOHHY!O.
[ lr"'Labeling/MapRupomca | Complies as prescribed / | Accordingto ND/ _ I
| I CooTBeTcTBYET TpeOOBAHUAM | B coorsercramm ¢ HI
| 12 |Storage conditions / Store protected from light below 25°C / B 3alAEHHOM OT CBETA MECTE MpH |
i XpauneHHe | TemniepaType He pbitie 25°C
13 JShelﬂife / Cpok rognoctn | 3 years/ 3 roxa B

*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.

* Apanuz 110 MOKA3ATCMO «MUKPOGHONOTHUECKAS WHCTOTA» TPOBOAMTCA (POM3BOAMTECNCM MPH BBIIYCKE NepUNIHUEcKH
(c MHTepBANIOM OAHO McObITaHKe Ha 20 cepuit Wiy He Meree 1 pasa 8 roa). lNoxazarens MOXeET OeiTh He BKoYer B CepTudHkar

aHanusa GUpMBIL.

Remarks: The Product conforms to ND / Conclusion; APPROVED /
TIpnmeyanne: [IpoayKT COOTBETCTBYET TPEDOBAH 1M HA 3axmovenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Execulive /
TloxarotoBnexo: [TpoeepeHo: Onobpeno: Menenxep / PykoBoayTens
Ankit Ramakant Kusum Lata B\

Reprint Date / Reprint Date / Reprint Date /

Hara: 16]220_22| _ | Hara: 16. 12.2022 Hara: 16.12.2022

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: L85195AP1984PLC004507
www.drreddys.com




