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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJH3A

Pagelof4/Crp.1u3 4

JlaTa npoM3BOACTEA

Product Nise tablets 100 mg

MpoayKT Haiiz®, rabnetku 100 mr

Batch No / : V2202581 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepunt 5000000 TtabrneTok
Analytical Report No / : 040001715961 Date of Analysis / : 30.12.2022
AnaJuTndyeckuii oryer Ne Hara ananusa

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

I'ogen g0 (BKJT)

28.09.2022)

Analysis performed according to ND / Ananu3 npogejeH no HJI: T1 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. No 3 ot

Ne Test / Iloxazaresib
1 |Description/ Onucanue

Result / PesyiibTaTst
Complies / CooTBETCTBYET

- _ Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ XKEITOBATHIM
OTTEHKOM KpyrJble I BOSIKOBBIMYKJIbIE
TabIeTKH C TNagKkoil NOBEPXHOCTLIO.

2 Identification /
IMoanuHHOCTDH

Complies / CooTeeTcTBYeT

The retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal peak

in Nimesulide standard solution
chromatogram under Assay / Bpewms
yIaepKUBaHUSA OCHOBHOTO nyka Ha
XpOMATOrpamMMe  MCTIBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBAaThb BpEMEHH
yIaepKUBAHUSA OCHOBHOT'O nuka Ha
XpoMaTorpamMmme  pacTBOpa  CTaHAapTHOro
obpazua HuMecyuaa (paznen

«KomnnuecTBeHHOE ONPENENEHHE)

3 Average weight and mass
uniformity / Cpeansiss macca
M OAHOPOJHOCTE MACCHI

312.2mg/312.2 mr

310mg+5.0%/310mMr=5,0%

18/20 tablets —-NMT £5 % /
18/20 Tabaerok — He Gonee £ 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He Gonee £ 10 %

4 |Dissolution / PacTBopenne

101 %, 98 %. 99 %, 99 %, 99 %,

98 %,

Not less than 75 % (Q) of labeled amount of
C15H;2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND /

Ipumedanue: [IpolyKT COOTBETCTBYET TPEOOBAHUAM HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[loarotoBneHo: Lik [IpoepeHo: ; Onobpeno: Menemkep / PyxoBoautens
Ramakant M{J/ Pardeep Kumar Li | Amit Kumar J“\(' y

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.12.2022 Mara: 30.12.2022 Jlara: 30.12.2022

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJI3A
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Jara mpoussojicTaa

Product Nise tablets 100 mg

| ITponyxr Haii3®, Tabnerku 100 mr

Batch No / 1 V2202581 Batch Quantity / : 5000000 tablets /
Cepua Ne O6neM cepun 5000000 Tabnetok
Analytical Report No / : 040001715961 Date of Analysis / : 30.12.2022
AganuTnuecknii oTyer Ne Jara ananusza

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

Iogen oo (BKI)

28.09.2022)

Analysis performed according to ND / Ananiu3 npoBeieH 1no HJT: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / uzm. Ne 3 ot

Ne Test / [TokazarTennb

Result / PesyapTatel

B _ Specification / Hopma
HomunansHoro cogepxkanns Ci3HiaN2OsS
(nuMmecynun) yepes 45 MHH.

5 |Water / Boga

2.7% wiw

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

6 |Related substances / PoacTBeHHbIE TIpHMecH

Impurity A / [Tpumecs A

Below LOD (LOD = 0.0019%) /
Huxe nipenena obuapyxenus (110 =
0.0019%)

Impurity B / IIpumecs B

0.02%

Impurity C / Tlpumecs C

Not detected / He obHapyxena

Impurity D / Tlpumece D

Below LOD (LOD = 0.0049%) /
Hmxe npenena oonapyxenms (I10 =
0.0049%)

Impurity E / Ilpumeces E

Not detected / e obnapy»xeHa

Impurity F / Tlpumecs F

Not detected / He o6Hapy*xeHa

Any unknown individual
impurity / Ennunynas
HenaeHTHULMpYeMast
NpHUMECh

0.02 %

NMT 0.20 % / He Gonee 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 6otee 0,20 % I

NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /
TIpumeyanne: [IpoyKT COOTBETCTBYET TPEOOBAHUAM HJT

Conclusion: APPROVED /
Zakmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBIIEHO: [IposepeHo: Opobpeno: Menemxep / PykoBoautens
Ramakant \ Pardeep Kumar (_L = Amit Kumar p N
Reprint Date / Reprint Date / Reprint Date /

Jata: 30.12.2022 Hara: 30.12.2022 Hara: 30.12.2022

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hydeinbad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

o : :
] Formulation Unit-6
Dr. Reddy’s ". Vill. Khol, Nalagarh Road, Baddi

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIH3A
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Product ¢ Nise tablets 100 mg
Mpoaykr  : Haiin®, rabnerku 100 mr
Batch No / 1 V2202581 Batch Quantity / : 5000000 tablets /
Cepna Ne O6nem cepin 5000000 Tabnerok
Analytical Report No / : 040001715961 Date of Analysis / : 30.12.2022
AHaJIUTHYECKHiT oTyeT No Jara anaausa
Date of Manufacture / : Dec-2022 Date of Expiry / : Nov-2025
Jata nponzBoacTea T'oxen go (BKA)
Analysis performed according to ND / Auanus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. 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 / uzam. Ne 3 ot
28.09.2022)

[ N Test / Ilokazarenn Result / PesyabTaTsI Specification / Hopma
Total impurities / Cymma 0.04 % NMT 1.5 % / He Gostee 1,5 %
rnpuMecei
7 | Uniformity of dosage units/ | 21 Acceptance value (AV) should be not more
| OAHOPOAHOCTL NO3UPOBAHUSA than 15.0 / Tlokasarens npuemiemocty (AV)

nomxkeH ObiTe He Gonee 15,0

8 | Microbial limits* / Muxpotnosoriyueckasn uncrora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6iwee yucnio He 6onee 1000 KOE/r
a3pOoOHBIX MHKPOOPraHH3MOB
b) Total combined yeasts and Not Applicable R Not more than 100 CFU/g /
mould count / O6wee uncno He 6onee 100 KOF/r
JAPOMOKEBBIX H TLIECHEBBIX
rpubos
c) E. coli Not Applicable Shall be absent in 1g /
JlomXKHB! OTCYTCTBOBATE B 1 T
9 |Assay/ Konuuectsennoe 100.4 mg / 100.4 mr Not less than 90.0 mg and not more than
onpejeseHne 110.0 mg Cj3H;>N-OsS Nimesulide in tablet /

Or 90,0mMr mo 110,0mr C;3Hj-N-OsS
(HuMecynun) B TabneTke

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ilpumenanne: ITpoaykr cootBeTcTBYET TpeGoBanusm HJT 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: !Wd‘ IlpoBepewo: C;L/ Onobpeno: Meremkep / PykoBoputes
Ramakant (@g’w\fﬁ/ Pardeep Kumar p Amit Kumar J&*\Y
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2022 Hara: 30.12.2022 Hata: 30.12.2022

Rugistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyd=rabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4900 2999, Ernail. mail@drreddys.com
CiIN: L85195AP1984PLCOO4507
www.drreddys.com
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Product Nise tablets 100 mg

MpoaykT Haitz®, Tabnetku 100 mr

Batch No / 1 V2202581 Batch Quantity / : 5000000 tablets /
Cepua Ne O0bem cepun 5000000 Ttabnerok
Analytical Report No / : 040001715961 Date of Analysis / : 30.12.2022
AHanuTHYeCKHi 0THeT No Jdara ananusa

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

JlaTa npou3BOACTBA Tonen a0 (BKJ)

28.09.2022)

Analysis performed according to ND / Anasin3 nposeaet no H/JI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 o1

Ne | Test/Hoxasatens
10 |Package/ YnaxkoBka

Result / Pe3yabTaThl
10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Ttabnerok B
[1BX/amoMuaueBoM Gructepe. Ilo 2
faucTepa BMECTE ¢ MHCTpYKUHeH IO
NPUMEHEHUIO B TTAYKY KAPTOHHYIO.

- Specification / Hopma
10 tablets in PVC/aluminum blister. 1, 2, 3 or
10 blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerox B IIBX /
antoMunauesoM onucrepe. o 1, 2, 3 wm 10
GAHCTEpOB BMECTE C  HWHCTPyKUMEH 110
MPUMEHEHUIO B MTAUKY KAPTOHHYIO.

11 |Labeling / MapknpoBka

Complies as prescribed /
CootBeTcTByeT TpeOOBaHUAM

According to ND /
B coorsercrauu ¢ HJI

12 | Storage conditions /
| Xpavenne

TemmepaType He Bolle 25°C

Store protected from light below 25°C / B 3auluiIeHHOM OT CBETa MecTe MpH

13 | Shelf life / Cpok roaHocTn

3 years /3 ronga

*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.
* Apannz 10 MokaszaTemo «MHKpOGHOIOruyeckas YMCTOTa» MPOBOAMTCA MPOW3BOAMTENIEM TpH BBIMYCKE MEPUOAMHUECKH
(c MHTEpBaNOM OIHO HCTbITaHWe Ha 20 cepuit Wn He MeHee 1 pasa B ron). [TokazaTesib MOXET ObITh HE BKNIIOUYEH B Ceprtudukar

aHanu3a Gupmel.

Remarks: The Product conforms to ND /

IIpumeuanne: [IpoayKT COOTBETCTBYET TPeDOBAHNAM HI

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[TonrorosineHo: L:O‘ ITpoeepeHo: Onobpeno: Menemxep / PykoBoANTEND
Ramakant @\ Pardeep Kumar 47/ Amit Kumar j&, \y

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2022 Hara: 30.12.2022 Hara: 30.12.2022

Registered Office: §-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



