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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 1 of 4/ Crp. 1 n3 4

Product : Nise tablets 100 mg
IMpoaykr  : Ha#is®, tadnerku 100 mr
Batch No / 1 V2300468 Batch Quantity / : 5000000 tablets /
Cepus No O6bem cepun 5000000 Tabnetok
Analytical Report No / : 040001795472 Date of Analysis / 1 23.03.2023
AHaJHTHYECKHI oTyeT No JlaTa aHanusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JaTta npou3BoacTBa INonen xo (BKT)
Analysis performed according to ND / Ananaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 o1
28.09.2022)

Ne Test / IokazaTenn Result / PesyabTaThbl Specification / Hopma

1 |Description / Onucanue Complies / CoorBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ XenToBaTbiM
OTTCHKOM KpyTJible JIBOSIKOBBINYKJIbIC

TabIETKH ¢ II1aJKOMH NMOBEPXHOCTBIO.

2 :Identification/ Complies / CooTBeTcTBYET The retention time of principal peak in the
MoannunocTy chromatogram of test solution should
correspond to retention time of principal peak
in Nimesulide standard solution
chromatogram under Assay / BpeMﬂl
yIEPKUBAHHUS OCHOBHOTI'O MHKa Ha
XpOMarorpaMMe  MCIBITYEMOTO  pacTBOpa 1
JIOJIKHO COOTBETCTBOBATD BpEMEHH |
yAep>KMBaHUS OCHOBHOIO MHKa Ha
XpoMaTorpaMme  pacTBOpa  CTaHJApTHOTO
obpasua HUMeCcynuaa (pazmen
«KonnuecTBeHHOE OMpeneIeHHe»)

3 | Average weigl?and mass 310.4 mg/310.4 mMr 310 mg £5.0 % /310 mr+ 5,0 %

E':)‘f‘:{ro’“;ty H/ Off:‘l‘w"a"c’z jaces 18/20 tablets — NMT & 5 % /
AHOPOA 18/20 Tabnerok — He 6onee £ 5 %

2/20 tablets —-NMT £ 10 % /
2/20 Tabnerok — He Honee = 10 %

4 | Dissolution / PacTBopeHue 99 %, 99 %, 97 %, 104 %, 100 %, "Not Jess than 75 % (Q) of labeled amount of |
| 100 %, | C13H12N20sS nimesulide is dissolved in 45
| | | minutes / He menee 75 % (Q) ot
Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusaM HJI 3axarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

IToaroroeneHo: | ITpoBepeHo: -ﬂ‘ Onobpeno: Menemxkep / Pykosoantesns
Ankit f\/ Ramakant L Kusum Lata ‘ :%\l =

Reprint Date / Reprint Date / Reprint Date /
Hara: 23.03.2023 Hara: 23.03.2023 Jara: 23.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page2 of 4 / Crp. 2 u3 4

Prodwict Nise tablets 100 mg
Ipoaykr Haiiz®, Tabsnerku 100 mr
BatckaNo / 1 V2300468 Batch Quantity / : 5000000 tablets /
Cepu 5 Ne Ob6bem cepuu 5000000 Tabnerok
Analwtical Report No / : 040001795472 Date of Analysis / : 23.03.2023
AnaniTuyeckuii oruer No JiaTa ananu3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
Jlata IpoM3BOACTBA I'opeH no (BK.1)
Analysis performed according to ND / Ananns nposeaen mo HJ/I: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Nel o1 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
’T ~ Test/ Iokasatens Result / PesyabTaThi Specification / Hopma

HoMuHansHoro copepkarnsa Ci3H|>2N2OsS
(HrMecynnn) yepes 45 MUH.

5 Water/ Boaa

2.7% wiw

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

6 |Related substances / PogcTBeHHble IpHMECH

Impurity A / [Ipumecs A

Impurity B / ITpumecs B

Impurity C / ITpumecs C

Impurity D / I[Tpumecs D

Impurity E / Tlpumecs E

Impurity F / ITpumecs F

Any unknown individual
impurity / Ennnuunas
HenIeHTHUUHpYeMast

Less than LOQ (LOQ = 0.0057%) /
Huxe npenena o6Hapyxeus (10O =
0.0057%)

0.04%

Not detected / He oOHapyxeHa

Not detected / e oOHapyxeHa

Less than LOQ (LOQ = 0.0186%) /
Huxe npeaena o6Hapyxenus (I10 =
0.0186%)

Less than LOQ (LOQ = 0.0136%) /
Huxe npenena obnapyxenus (I10 =
0.0136%)

0.02%

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oaee 0,20 %

NMT 0.20 % / He 6oiee 0,20 %

NMT 0.20 % / He 6oaee 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 /
Mpumeuanue: IIponyxr coorBeTcTBYeT TpedoBanusM HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToxgroroBneno: ! IIpoBepeHo: @) 4 Lf‘ Onobpeno: Menemkep / Pykosoutens
Ankit ,\ \_~ | Ramakant s Kusum Lata \é:__\g,c P
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.03.2023 Hara: 23.03.2023 Jlarta: 23.03.2023

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIHM3A
Page 3 0of4 / Crp.3 uz 4

Prod uct Nise tablets 100 mg
IposyxT Hai3®, tadnetku 100 mr
BatchNo / 1 V2300468 Batch Quantity / : 5000000 tablets /
Cepui No Ob6bem cepuu 5000000 Tabnerox
Anal¥tical Report No / : 040001795472 Date of Analysis / : 23.03.2023
AnasiTHYecKUH oTdeT Ne JlaTa anaau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npou3BoacTBA I"'open ao (BKT)

Analysis performed according to ND / Ananus nposeaen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / u3am. Ne 3 ot

28.09.2022)
__]‘? T Test / Ilokasarens Result / PesynbTaThl Specification / Hopma
MpUMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 2.4  Acceptance value (AV) should be not more

OAHOPOAHOCTH J03HPOBAHUSA

than 15.0 / Tlokasarens npuemnemoctu (AV)
nosked ObiTh He Gonee 15,0

8 |Microbial limits* / Mukpo6uoJyiorn4eckas 4yucrora*

mould count / O61ee uncio
JPOMOKEBBIX H TIECHEBBIX
rpuboB

a) Total aerobic microbial Not Applicable
count / Obee yucio

a3pOBHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and Not Applicable

c) E. coli

Not Applicable

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/

JlomKHEI OTCYTCTBOBATE B 1 T |
|

9 |Assay/ KoauuecTBeHHOE
onpeneieHune

100.1 mg/ 100.1 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H>N20sS Nimesulide in tablet /
Or 90,0mr pmo 110,0mr Ci3H;2N2OsS
(Humecynun) B TabieTke

Remarks: The Product conforms to ND /

IIpumeuanue: [poaykr cooTBeTrcTBYeT TpeboBaHusiM HJ{

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checkedby/ 4 . Approved by: Manager / Executive /
[ToaroroBneHo: / \‘ [TpoBepeHo: Mt'f Opnobpeno: Menemxep / PykoBoaureib
Ankit f - | Ramakant ' K Lat Q *"i,‘- :

i / amakan _ / usum Lata . \NE_
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.03.2023 Hara: 23.03.2023 Hata: 23.03.2023

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




Dr.Reddy’s Q‘!‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page 4 of 4 / Crp. 4 uz 4

Prodwlct Nise tablets 100 mg

Ilpox kT Haitz®, Tabnetkun 100 mr

Batcla No / 1 V2300468 Batch Quantity / : 5000000 tablets /
Cepu 5 Ne O6bem cepun 5000000 rabnerok
Analytical Report No / : 040001795472 Date of Analysis / : 23.03.2023

AHaJ Mrudeckuii oTuet Ne Jdara anaaunsa

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

Jara NpoussoacTsa Tloaen no (BKa)

Analysis performed according to ND / Auanus nposeaen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. N1 o1 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 / llokazaTens ~ Result/ Pesyabtarel Specification / Hopma o
10  Package/ Ynakoska 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or

blisters and patient information leaflet
in a carton. / Ilo 10 Ttabnerok B
IIBX/antomunuerom Gnucrepe. Ilo 2
6ancrepa BMeCTe C MHCTPYKUMEH MO
NMPUMEHEHUIO B NMAa4Ky KapTOHHYHO.

10 blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B T[IBX /
amoMuHueBom Gaucrepe. Ilo 1, 2, 3 wm 10
ONUCTEPOB  BMECT€ C  HHCTPYKLMEH IO
MPUMEHEHHIO B NMAYKY KapTOHHYIO.

11 _| Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYyeT TpeOOBaAHMAM B cootBercteuum ¢ HJJ
12 |Storage conditions / Store protected from light below 25°C / B 3amuigeHHOM OT cBeTa MeCTe IpH
XpaHeHue Temmneparype He Beite 25°C
13 |Shelf life / Cpok ropHocTu 3 years / 3 rona S

*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.

* Ananuz mno mnokazareno «MHKpOOHOJIOrHYecKas YWUCTOTa» MPOBOAMTCS MPOM3BOIMTENEM TMpPW BhIMYCKE NEPUOAMYECKU
(c uHTEpBanoM ofHO WcrbiTaHWe Ha 20 cepuit UK He menee 1 pasa B ron). Ilokazarens MoxeT ObiTh He BKIFOUeH B CepTudukar

aHanu3a GUpMBI.

Remarks: The Product conforms to ND /

ITpumeuanue: ITpogykt cooTBeTcTBYeT TpeboaHusm HJL

Conclusion: APPROVED /
3axmouyenune: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: A [IpoBepeHo: @w al't}' | Onobpeno: Menemxep / EykosoanTenhb
Ankit - Ramakant v Kusum Lata '_\H___\:*C‘ =
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.03.2023 Hara: 23.03.2023 Hara: 23.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



