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CERTIFICATE OF ANALYSIS

1 |Description/ Onuncanue

Complies / CooTBeTcTByET

CEPTU®UKAT AHAJIM3A
Pagel1of S/ Crp. 1 u35
Product Nise tablets 100 mg
IIpoayxT Haiiz®, Tabnerku 100 mr
Batch No / : V2400155 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 040002427882 Date of Analysis / : 22.02.2024
AunanuTudecknii oruet Ne JlaTa ananu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa AIpoU3BOACTBA T'omen po (BKX)
Analysis performed according to ND / Auanus nposeaen no HJI: IT 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 / u3m. Ne 3 ot
28.09.2022)
Ne Test / IlokazaTesb Result / PesyabTaThl Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ )eNTOBATBIM OTTEHKOM
KpYIJIbIe JBOSIKOBBIMYKIIBIE TaONETKU C TIaIKOM
NOBEPXHOCTHIO.

2 Identification /
IMopnuHHOCTL

Complies / CooTBercTByeT

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 /
BpeMms yAepKHBaHHA OCHOBHOTO IMKa Ha
XpOMAaTorpaMMe UCIIBITYEMOTO pacTBOpa JOJKHO
COOTBETCTBOBATh ~ BPEMEHU  Y/IEPKUBAHUA
OCHOBHOT'O MHKa Ha XpOMAaToOrpamMMe pacTBOpa
CTaHmapTHOrOo obpasua HuMecynuaa (pasmen
«KoNM4eCcTBEHHOE OTIPEAEIEHHE)

3 | Average weight and mass
uniformity / Cpeansis macca
M OAHOPOAHOCTH MacChl

309.2 mg/309.2 mr

Complies / CooTBercTByeT

310 mg£5.0% /310 Mr£5,0%

18/20 tablets —NMT + 5 %/
18/20 tabnerox — He Gosiee = 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — He 6osiee = 10 %

4 |Dissolution / PacTBopenue

95 %, 96 %, 95 %, 97 %, 95 %, 94 %

Not less than 75 % (Q) of labeled amount of
C3H»N>0sS nimesulide is dissolved in 45
minutes / He Mmenee /5 % () 0T HOMUHATLHOT'O
conepxanmns C3Hij2N-OsS (Humecynun) yepes
45 MuH.

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusiM HJI

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

Prepared by / Checked by /

[MoprororneHp: Pﬁali ITposepeno: Rama Kant
Dhiman _&?,

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoanTens

Manoj Kumar b}ﬂ- uﬂ
z ‘—’__,_../

W
Reprint Date /

Reprint Date /

Hara: 22.02.2024 Jara: 22.02.2024

Reprint Date /
Mara: 22.02.2024

Registered Office: &-2-337, Road i 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2400, Fax

+01 46 4900 2999, Email: mail@drreddys.com

CGiN: LO5I9EAP1S84PLC004507
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIH3A
Page2of S/ Crp.2mu3 5

Product Nise tablets 100 mg
Ipoaykr Haii3z®, tabmerku 100 Mr
Batch No / 1 V2400155 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ob6bem cepun 5000000 TabneTok
Analytical Report No / : 040002427882 Date of Analysis / 1 22.02.2024
AHaJUTHYECKHIT oTyeT Ne JlaTa avanunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
HaTta npoussoacTBa TogeH ao (BkJI)
Analysis performed according to ND / Auanus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3mM. No 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 / u3M. Ne 3 ot
28.09.2022)

Ne Test / okaszaTenn Result / PesyabTatel Specification / Hopma -

5 |water/ Boaa 2.4 %

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

6 |Related substances / PoacTBeHHble npuMecu

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity E / IIpumecs E

HeuaeHTUduIpyeMas

Impurity A / ITpumecs A Below LOD (LOD = 0.0019 %)/
Hwxke npenena o6uapyxenus (I10 =
0.0019%)

Impurity B / IMpumecs B Below LOQ (LOQ = 0.0084%) /
Hike npenena KONM4ECTBEHHOTO
onpenenenns (IIKO = 0.0084%)

fmpurity C / Tpumect C Not detected / He o6HapykeHa

Impurity D / TIpumecs D Not detected / He o6HapyxeHa

Not detected / He oGHapyxeHa

Below LOD (LOD = 0.0045 %) /

Impurity F / TIpumecs F Huxe npenena o6uapyxenus (I10 =
0,
Any unknown individual 0.008586)
impurity / EnuunuHas 0.02%
o (o]

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 020 % / He fianee 0,20 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHMsIM H]I 3axawyenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosnenp: Anjali ITposepeno: Rama Kant Onobpeno: Mernemxep / PykoBoauTensb
Dhiman Manoj Kumar
it s (1 S

Reprint Date / Reprint Date / Reprint Date /
Hara: 22.02.2024 Hara: 22.02.2024 Jlata: 22.02.2024

Registered Oifice: 8-2-337, Rond o 2, Baniar ilills, Hyderabad - 500034, Telangana, india

Tel: #4971 40 31900 2800,

cinait: mail@drraddys.com

Q04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

onpeaesieHue

CEPTU®UKAT AHAJIN3A
Page3of 5/ Crp.3 u35
Product Nise tablets 100 mg
IIpoaykr Hait3®, Tabnerku 100 Mr
Batch No / 1 V2400155 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nem cepun 5000000 TabneTok
Analytical Report No / + 040002427882 Date of Analysis / : 22.02.2024
AHaNHTHYECKHH oTdeT Ne Jara anajausa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jata npou3BoACTBA I'ogen xo (BxJ)
Analysis performed according to ND / Ananus nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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
28.09.2022)
No Test / llokazaTrenn Result / PesyabTaThl Specification / Hopma
NpUMech
Total impurities / Cymma 0.06% NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more than
OaHOpOAHOCTH A03UPOBAHUS 15.0 / Ilokazatens npuemieMoctd (AV) n0mkeH
ObITH HE Gonee 15,0
8 |Microbial limits* / Mukpo6nosornyeckasi yncrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O6wee yucno He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obiuee yucno He 6onee 100 KOE/r
JPOMOKEBBIX M TUIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/
JIOmKHEBI OTCYTCTBOBATh B 1 T
9 | Assay/ KosnuecTBeHHOE 100.3 mg/100.3 mr Not less than 90.0 mg and not more than 110.0 mg

C;3Hi2N>OsS  Nimesulide in tablet /
Or 90,0Mr pgo 110,0mr C;3H2N2OsS
(aumecynun) B TabneTke

Remarks : The Product conforms to ND /
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJ|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IMoarorosneno: Anjali ITpoeepeno: Rama Kant Onobpeno: Menemkep / PykoBoantens

Dhiman MLJ ad’ Manoj Kumar 0
= .‘Q”;';ﬁf'ﬁ-‘

Reprint Date / Reprint Date / Reprint Date /

Jlata: 22.02.2024 Hara: 22.02.2024 Jara: 22.02.2024

Registered Office: 8-2-337, Road Mo 2, Bania
Tel; +91 40 4900 2804, Fav: +41 49

1ol

*LCO04507
.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / Ilo 10 Tta6bnerox B|/ ITo 10 Tabnerox B IIBX / amomuHHEeBOM
[IBX/amomunuesom Gaucrepe. ITo 2 | 6nucrepe. Ilo 1, 2, 3 miu 10 6a1cTepoB BMecTe ¢
OaMcTEpa BMECTE C MHCTPYKLMEH MO | MHCTpYyKUMed IO MPUMEHEHWI0 B [ayky
NPUMEHEHHIO B AYKY KAPTOHHYIO. | KAPTOHHYIO.

CEPTU®UKAT AHAJIM3A
Page4 of S/ Crp. 4 u3 5

Product : Nise tablets 100 mg
IMpoaykr  : Haiiz®, Tabaerku 100 Mr
Batch No / : V2400155 Batch Quantity / : 5000000 tablets /
Cepusa Ne Obnem cepun 5000000 Tabnerok
Analytical Report No / : 040002427882 Date of Analysis / ¢ 22.02.2024
AHauTHYECKHH oTUeT Ne Jlara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npou3BoAcTBA I'ogen po (BKJT)
Analysis performed according to ND / Ananus nposegen no HJI: IT1 N012824/03-140119 (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
28.09.2022)

Ne | Test/Iloxasarennr _ Result / PesynbTaThl Specification / Hopma

10 |Package / YnaxoBka 10 tablets in PV C/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

11 |Labeling / MapkupoBka

Complies as prescribed /

CooTBeTcTBYET TpebGOBaHHUAM B coorBercreuu ¢ HJJ

According to ND /

12 | Storage conditions /
XpaHenue

Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MeECTE IIpH
TeMmneparype He Boie 25°C

13 | Shelf life / Cpok rogHocTu

3 years /3 roga

*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 O Mokazareno «MHUKpOOUOIOrHYecKass YHCTOTa» MPOBOAMTCSA MPOM3BOJAMTENIEM MPHU BBINYCKE NEPHOAMYECKH
(c vHTepBaOM OOHO McrbiTaHue Ha 20 cepuit unu He MeHee 1 pasa B rox). [Tokazarens MoxkeT ObITh He BKMOUeH B CepTHUKAT

aHanuza hupmel.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoaurenasa ADC:

NMS-1A-233023, NMS-1A-233024

FP Manufacturer API Batch number /
Homep cepun cy6ctaniuu npouspoauressi I'JID:

FERA00058, FERA00059

API Manufactured by & country/

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
Ilpumeuanne: [IponykT coorBeTcTBYET TpeboBauusM HJJ

Conclusion : APPROVED /
3axmouenue: OIOBPEHO

Iata: 22.02.2024

Hara: 22.02.2024

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarotosnexp: Anjali IIpoBepeno: Rama Kant Onobpeno: Menemkep / PykoBoanTens
Dhiman :&*o&—}— @ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.02.2024

Registered Office: 8-2-337, Road e 4, Lanj
Tel: +91 40 4900 26

i
s

A
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Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
PageSof S/ Crp.5us 5

Product Nise tablets 100 mg
IpoaykT Haii3z®, Tabnerkn 100 Mr
Batch No / 1 V2400155 Batch Quantity / : 5000000 tablets /
Cepus No Ob6nem cepun 5000000 Tabnetok
Analytical Report No / : 040002427882 Date of Analysis / ¢ 22.02.2024
AHaauTHueckHii oryer Ne Jara anaaunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npon3BoacTBa Ionen o (BKJT)

Analysis performed according to ND / Ananus nposeaen nmo HJI; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usM. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

28.09.2022)

Ipoussogurens ADC, crpana:

Maunranawm [{par3 sua Opranuxc JItn, Unaus

Remarks : The Product conforms to ND /
IIpumeyannue: Iponykr coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by /

[Toarorosnenp: Anjali INpoBepeno: Rama Kant
Dhiman |

Approved by: Manager / Executive /
OpobpeHo: Menemxep / PykoBoautens

Manoj Kumar }E ] ﬂ
.-"""__J

Reprint Date /
Hata: 22.02.2024

Reprint Date /
Hara: 22.02.2024

Reprint Date /
Hata: 22.02.2024

Registerea Office: 8-2
Tol: +81 40 4000 2904,

%, Bonjare Hills, Hydarabad - 500034, Telangana, India

Jee Emeit mall@drreddys.com
LC004507
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