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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product Nise tablets 100 mg

Ipoaykr Haiia®), Tabaerku 100 mr

Batch No / 1 V2300511 Batch Quantity / : 2500000 tablets /
Cepus Ne Ob6nem cepun 2500000 Tabnerok
Analytical Report No / : 040001797513 Date of Analysis / ¢ 28.03.2023
AHaJHTHYECKHIT oTueT Ne Hara ananusa

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

Jata npoussoacrea T'ozen no (Brn)

Analysis performed according to ND / Auaaus nposesex no H/: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. 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 / usm. Ne 3 ot
28.09.2022)

Ne
1

Test / MokazaTesnn |
Description / Onucanue

Result / PesyanraTbi
Complies / CoorserctByer

___ . Specification/ Hopma
Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ >xenToBaThim
OTTEHKOM Kpyrisie JBOSAKOBBIMYKJIblE
TabNEeTKHU C rNajKo MOBEPXHOCTEIO.

| .

2 | Identification / Complies / CooTeercTByeT The retention time of principal peak in the]
Hoanuunocre chromatogram of test solution should
correspond to retention time of principal peak
[in Nimesulide standard solution
chromatogram under Assay / Bpewms
YAEPKUBAHHS OCHOBHOT'O nuKa Ha
XpOMaTOrpaMMe  MCMBITYEMOr0  pacTBopa
JNOJKHO COOTBETCTBOBATh BPEMEHH
YAEPXKUBAHHS OCHOBHOTO nuKa Ha
XpOMaTOrpaMMe  pacTBOpa  CTaHIAPTHOrO
obpasua HUMeECYInaa (paznen
«KonnuecTeHHOE onpeneneHuen)
3 | Average weight and mass 306.4 mg /306.4 mr 310mg+5.0% /310 Mmr=5,0%
oy ] Cpennas wacea 18/20 tablets — NMT + 5 % /
18/20 tabnetok — He 6onee + 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabaerok — ue Gonee = 10 %
4 | Dissolution / PacTteopenne 99 %, 98 %, 98 %, 97 %, 99 %, 99 %, |Not less than 75 % (Q) of labeled amount of |

Ci3H)2N20OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND /
IMpuveuanne: TTpoayKT cOOTBETCTRYET TPeGOBAHMAM HI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager / Executive /
IToaroroeneno: A A Ilporepeno: / ; Onobpeno: Meunemgyep / PykoBoauTens
Ankaj Verma L Naresh Kumar l‘ g Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

Hara: 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 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page 2 of 4 / Crp. 2 u3 4

Product : Nise tablets 100 mg
Ipoayxkr  : Haiis®, tabnerku 100 Mr
Batch No / 1 V2300511 Batch Quantity / : 2500000 tablets /
Cepusi Ne O6bem cepun 2500000 Tabnerok
Analytical Report No / : 040001797513 Date of Analysis / : 28.03.2023
AHanuTHYeCKHIT 0THeT No Jarta anaaun3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npon3BoacTBa Tonen ao (Bkna)
Analysis performed according to ND / Anaaus nposegen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / uzm. Ne 3 ot
28.09.2022)

Ne Test / Ilokazarenn I Result / PesyabTaTh! | Specification / Hopma
HoMHHanbHOTO copepxanus Ci3Hj2N>OsS
(auMecynun) yepes 45 MHUH.

5 | Water/ Boaa 2.7% wiw Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBenHbIe npuMecH

Impurity A / TTpumecs A Below LOD (LOD = 0.0019%) / Huxe
npenena obuapyxenus (I10 = 0.0019)

NMT 0.20 % / He 6onee 0,20 %

Impurity B / IIpumecs, B NMT 0.20 % / He 6onee 0,20 %
0.03%
ity C/I1 209 6 209
Impurity pumecs C Not detected / e obHapyxetia NMT 0.20 % / He 6onee 0,20 %
o 0, 0,
Impurity D / Ilpumecs D Below LOD (LOD = 0.0049%) / NMT 0.20 % / He 6onee 0,20 %
Hwxe npenena obHapyxenus (T10 =
0.0049%)
Impurity E / [lpumecs E Not detected / He o6Hapysxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Less than LOQ (LOQ =0.0136%)/ |NMT 0.20 % / He 6osee 0,20 %
Hwxxe npenena o6Hapyxenus (I10 =
0.0136%)

Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %

impurity / EnuHuuHas e
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusM HJ 3akmouenne: OJOBPEHO
Prepared by / g Checked by / Approved by: Manager / Executive /
IToxgroroBnexo: ﬁ/ ITposepeHo: &) Onobpeno: Mengpxep / PykoBoautens
Ankaj Verma Marosh Kumar ’é/ Ajay Sharma @/
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: LB5195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 3 of 4/ Crp. 3 3 4
Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnerku 100 mr
Batch No / 1 V2300511 Batch Quantity / ¢ 2500000 tablets /
Cepus Ne O6bem cepun 2500000 tabnerok
Analytical Report No / : 040001797513 Date of Analysis / : 28.03.2023
AHanuTHYeCKHIT oTyer Ne JlaTa aHaan3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npoussoacTBa I'ogen xo (Bxu1)
Analysis performed according to ND / Ananu3 nposeaes nmo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / usm. Ne 3 ot
28.09,2022)
No Test / IloxazaTenn ~ Result/ PesyabTaTsl - Specification/_Hopma
HenJIeHTUpHUHpYeMas
npuMech
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 25 | Acceptance value (AV) should be not more
OaHOpPOAHOCTL J03UPOBAHNA | than 15.0 / TTokazatens npuemnemocts (AV)
| omieH GbiTh He 6oee 15,0
o |
8 |Microbial limits* / MukpoGuosiorudeckas yncrora*
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g/
count / O61mee yuco He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g / |
mould count / O6mee urcno He 6onee 100 KOE/r I
IPOMOKEBBIX U TUIECHEBBIX
rpubos
¢) E. coli Not Applicatg | Shall be absent in 1 g/
JIOMKHBI OTCYTCTBOBATh B 1 T
9 |Assay/ KoanuecrBenHoe 97.5mg/97.5 Mr Not less than 90.0 mg and not more than
onpeaeneHune 110.0 mg C13H12N20OsS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr C;3H;pN-OsS
[ (sumecynun) B TabieTke

Remarks: The Product conforms to ND /
IIpumeyanue: IIpoaykr cooreTcTBYET TpeboBanusam HJL

Conclusion: APPROVED /
3axkmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosnexo: W IIposepeno: @( Onobpeno: Menemgcep / PykoBoaurens
Ankaj Verma - Naresh Kumar - Ajay Sharma @,

Reprint Date / Reprint Date / Reprint Date /

Hata: 28.03.2023 Jara; 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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A
Page 4 of 4 / Ctp. 4 u3 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2300511 Batch Quantity / : 2500000 tablets /
Cepnsa Ne Ob6bem cepun 2500000 Tabnerok
Analytical Report No / : 040001797513 Date of Analysis / : 28.03.2023
Apajgnrnyeckuii oruer Ne JlaTa ananansa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jara npouszBoacTea I'oxen mo (BK)

Analysis performed according to ND / Ananus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
13m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
IBX/amomunuresom Guucrepe. o 2

28.09.2022)
Ne Test / Iloxazarenn Result / PesyabTarsi Specification / Hopma ]
10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or

10 blisters and patient information leaflet in a |
carton. / Ilo 10 Ttabnerox B TIIBX /
amoMuHueBom Gauctepe. Io 1, 2, 3 wm 10

6nucrepa BMecTe ¢ MHCTPYKUHMEH MO
TPUMEHEHHIO B [TAYKy KAPTOHHYIO.

6nuctepoB
TIPUMEHEHHIO B MaYKy KapTOHHYIO.

BMECTE C MHCTPYKLMEH IIo

11 |Labeling / Mapxuposka Complies as prescribed / According to ND /
| CootBercTBYET TpeGoBaHUAM ' B cootsercTBuM ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT cBeTa MecTe MNpH
XpaHenue Temneparype He Bbie 25°C
13 [ Shelf life / Cpok rogHocTH 3 years/ 3 roma o

*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.
* Ananus mo nokazatemo «MHUKpoGHOnOruecKas YHCTOTa» MPOBOAMTCA MPOM3BOMMTENEM TIPH BHIMYCKE MMEPHOANYECKHU
(c uaTepBanoM onHO ucnbiTaHHe Ha 20 cepuii Wi He MeHee 1 pasa B rox). [Tokasatesb Moxer GuITh He BKMoueH B CepTHOUKAT

aHanu3a QUPMBIL.

Remarks: The Product conforms to ND /
Ilpumeuanue: [IponykT coorBeTcTBYET TpeboBanusm HJT

3akiaoueH

Conclusion: APPROVED /

ue: OJIOBPEHO

Prepared by / R Checked by / : Approved by: Manager / Executive /
IToarorosnexo: /6[// ITpoBepeHno: @ Onobpeno: Menemigp / PykoBonurens
Ankaj Verma ! Naresh Kumar = Ajay Sharma H@/

Reprint Date / Reprint Date / Reprint Date /

Hara: 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: L85195AP1984PLC004507
www.drreddys.ccm



