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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page 1 of4/ Crp. 1 uz 4

Product ¢ Nise tablets 100 mg
Ipoaykr : Haiiz®, Tabaerku 100 mr
Batch No / 1 V2300467 Batch Quantity / : 2500000 tablets /
Cepus Ne Obbem cepun 2500000 Tabnerok
Analytical Report No / : 040001796036 Date of Analysis / + 28.03.2023
AHAJTUTHYECKHI OTUYeT No JlaTa aHanu3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jlara npousBoacTrea I'ogen no (Bk)
Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / IlokazaTenn Result / Pesyantatst  Specification/ Hopma |
1 IDescription / Onncanue Complies / CooTBeTcTByET Yellowish white round biconvex tablets with |
| smooth surface. / Besnble ¢ >xenToBaTHM |
OTTEHKOM Kpyrible  JBOSKOBBIMYKJIblE

TabNeTKy C T1aAKON MOBEPXHOCTHIO.

Identification / Complies / CootBetcTBYyeT The retention time of principal peak in the
Moanuuuocts chromatogram of test solution should|
correspond to retention time of principal peak |
in Nimesulide standard solution
chromatogram under Assay / Bpewms
YAEPKUBAHWS OCHOBHOT'O MHKa Ha
XpOMAaTorpamme  MCHBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpeMeHd
YAEPKUBAHWS OCHOBHOTO MHuKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAAPTHOrO
obpasua HHMECYNHAA (paznen
«KOnU4ecTBEHHOE ONpeNeNIeHUEY)

W

3 | Average weight and mass 309.4 mg/309.4 mr 310 mg+5.0%/310mMr+5,0%
uniformicy | Cpenas macea 18/20 tablets — NMT 5 % /
AHOPOA 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnerok — He 6onee = 10 %

4 | Dissolution/ PacTBopenne 99 %, 99 %, 97 %, 98 %, 98 %, 99 %, | Not less than 75 % (Q) of labeled amount of
C3H,2N>0sS nimesulide is dissolved in 45
| minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusaM HJJ 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotoieHo: IIpoBepeHo: £ OnobpeHo: Menemep / PykoBoaurens
Ankaj Verma . e Naresh Kumar (M <, Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.03.2023 Hara: 28.03.2023 [ara: 28.03.2023

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.ccm
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

5 Water / Boaa

CEPTHOHNKAT AHAJIU3A
Page 2 of 4/ Crp. 2 uz 4
Product Nise tablets 100 mg
Ilpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2300467 Batch Quantity / : 2500000 tablets /
Cepnsi Ne Obbem cepun 2500000 Tadnerok
Analytical Report No / : 040001796036 Date of Analysis / : 28.03.2023
AHAJIMTHYECKHN oTueT No JlaTra anajau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npou3BOACTBA I'ogeH po (Bx)
Analysis performed according to ND / Ananus nposeaen no H/I: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / MokasaTens Result / PesyabTaThbi Specification / Hopma

HOMUHANLHOTO conepxanusa C 3H2N205S
(HumMecynun) yepes 45 MUH.

2.8% wiw

6 Related substances / PoacTBeHHbIe IpHMecH

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

Impurity A / [Tpumecs A

Less than LOQ (LOQ = 0.0057%) /
Hioke npenena o6uapyxenus (I10 =
0.0057%)

Impurity B / Ilpumecs B

0.03%

Impurity C / ITpumecs C

Not detected / He obHapyxeHa

Impurity D / Tlpumecs D

Below LOD (LOD = 0.0049%) /
Hwke npenena ooHapyxenus ([10 =
0.0049%)

Impurity E / ITpumecs E

Not detected / He obHapyxeHa

Impurity F / ITpumecs F

Below LOD (LOD = 0.0045%) /
Hixe npenena o6uapyxenus (ITO =
0.0045%)

Any unknown individual
impurity / Equnuynas
HeugeHTHhHUUpyemas

0.02%

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 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /
Ipumeuanue: [Ipoaykr coorBercTByeT Tpebobanusm HJ

Conclusion: APPROVED /
3akmouenune: OIOBPEHO

Jata: 28.03.2023

Jara: 28.03.2023

Prepared by / Checked by / ’ Approved by: Manager / Executive /
IToarorosneHo: A.] [IpoBepeHo: /u{)_ Onobpeno: Menegikep / PykoBoaureinn
Ankaj Verma __// Naresh Kumar - Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

JlaTta: 28.03.2023

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.ccm
CIN: L85125AP1984P1LCAN45Q7

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page3 of4/ Crp.3 uz 4

Product Nise tablets 100 mg

MpoaykT Haii3®, tadnerku 100 mr

Batch No / 1 V2300467 Batch Quantity / : 2500000 tablets /
Cepus Ne Obbem cepun 2500000 Tabaerox
Analytical Report No / : 040001796036 Date of Analysis / : 28.03.2023
AHaJanTHYeCKHIt oTueT Ne JlaTta ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026

JlaTa npousBoACTBa I'ogen go (BK)

28.09.2022)

Analysis performed according to ND / Ananns nposeaen no HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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

Ne Test / loka3zarennb

Result / PesyapraThl

Specification / Hopma

7 | Uniformity of dosage units /
OAHOPOAHOCTL J03UPOBAHUS

Microbial limits* / Mukpo6nosornyeckas yucrora*

npuMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumeceit

2.5 Acceptance value (AV) should be not more

than 15.0 / Tloka3arens npuemnemMocTtH (AV)
JoskeH ObITh He Oonee 15,0

! a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ob1ee YUCIo He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHU3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /

mould count / Obuee uncio
JPOXGKEBBIX U TTIECHEBBIX
rpudoB

He 6osiee 100 KOE/r

¢) E. coli

9 | Assay/ KonnuecrBeHHoe
onpeaejgeHHe

Not Applicable

| Shall be absent in 1g/
',[lomicl-lu OTCYTCTBOBaTb B 1 T

98.1 mg/98.1 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N20sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mMr Ci3H2N2OsS
(Humecynua) B TabneTke

Remarks: The Product conforms to ND /
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / - Checked by / Approved by: Manager / Executive /
[ToarorosineHo: / ITposepeHo: @{_ Onobpeno: Menemxep / Pykosoaurens
Ankaj Verma A Naresh Kumar o Ajay Sharma ﬁ/

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.03.2023 Hara: 28.03.2023 Hara: 28.03.2023

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




Dr.Reddy’s ‘_‘:'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 4 of 4 / Crp. 4 uz 4
[Product Nise tablets 100 mg
IlpoayxT Haiiz®, radaerkn 100 mr
Batch No / 1 V2300467 Batch Quantity / : 2500000 tablets /
Cepna Ne Oo0bem cepun 2500000 Tabnerok
Analytical Report No / : 040001796036 Date of Analysis / : 28.03.2023
AHagauTHYeCcKHi oTyeT No JarTa aHanau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npoussoacrsa I'open a0 (Bk.1)
Analysis performed according to ND / Auanns nposeaen no H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / uzm. Ne 3 oT
28.09.2022)
‘ Ne | Test / TlokazaTensn Result / PesyabTaTsl | Specification / Hopma _
10 | Package/ YnakoBka 10 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 rtabnerox B|carton. / Ilo 10 Tabnerox B IIBX /
[1BX/anomunuesom omucrepe. Ilo 2 |amomunuesom onuctepe. ITo 1, 2, 3 unn 10
OnucTepa BMECTE€ ¢ MHCTpykUMeH no | OnucTepoB BMECT€ C  HWHCTpYKUMEH Mo
MPUMEHEHHIO B Ma4Ky KapTOHHYIO. | IPUMEHEHHUIO B MTAUKy KApTOHHYIO.

| According to ND /
B cootBetcTBuu ¢ HJT

— ot
Store protected from light below 25°C / B 3alMIleHHOM OT CBETa MECTE IMpH

11 Labefi?g / Map;upomca Complies as prescribed /
CooteeTcTBYeT TpeOOBaHUAM
12 | Storage conditions /
XpaneHnue Temrneparype He Bhitle 25°C
| 13 | Shelf life / CpoK roaHocTu 3 years /3 rona

*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.

* Ananu3 no mnokasaTemo «MUKpOOGHOJOrHYECKas YHMCTOTAa» MPOBOAMTCA TPOWU3BOLMTENEM NPU BBIMTYCKE MNEPUOAUHYECKH
(c vHTepBaioM oqHO HMcrbiTanke Ha 20 cepuil uinu He menee 1 pasa B rox). Ilokasarenb MoXeT ObITh He BiumoueH B CepTuduxar
aHanuza QUPMBL.

Remarks: The Product conforms to ND /
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusiM HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / , Approved by: Manager / Executive /
IToaroToBneHo: ) [TpoBepeHo: éU Onobperno: Menemiep / Pyxosoaurens
Ankaj Verma ﬂ/ Naresh Kumar < Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.03.2023 Jara: 28.03.2023 Jlara: 28.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.ccm

CIN: L85195AP1984PLC004507
www.drreddys.com
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