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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page 1 of4/ Crp.1u3 4

Prod uct ¢ Nise tablets 100 mg
INposykr  : Hais®, tabnetkun 100 mr
BatchiNo / " 1V2300485 Batch Quantity / : 5000000 tablets /
Cepas Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / : 890001652132 Date of Analysis / : 23.03.2023
Anastlitnyecknii oruer Ne Jara aHanu3za
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
JaTta pou3soacTBa Iogen no (BxJ)

Analysis performed according to ND / Ananus nposeaen mo HJI: 1T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. MNe1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzam. Ne 2 ot 10.08.2020. amend Ne 3 from 28.09.2022 / u3m. Ne 3 o1

28.09.2022)
Ne Test / IloxazaTenn Result / PesyabtaTtnt ~ Specification/ Hopma ]
1 |Description/ Onucanue Complies / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ xenroBareim
OTTEHKOM KPYTJible IBOAKOBBIMYKIIbIE TabieTKH
C rJIaKO# MOBEPXHOCTBIO.
2 |Identification / Complies / CooTBercTBYeT The retention time of principal peak in the
INoaaHHBOCTL | chromatogram of test solution should
| | correspond to retention time of principal peak in
[Nimesulide standard solution chromatogram
under Assay / Bpems yiep>XUBaHUsE OCHOBHOTO
nvKa Ha XpoMarorpaMme  HCIIBITYEMOTrO
pacTBopa IO/HKHO COOTBETCTBOBATH BPEMEHH
YIAEPIKUBAHHA OCHOBHOTO fiMKa Ha
XpOMarorpaMMe  pacTBOpa  CTaHAAPTHOrO
ofpasia HUMECYNUAa (paznen
«KonnuecTBeHHOE OMpeneneHHe)
3 | Average weight and mass ' 309.8 mg/309.8 mr 310 mg£5.0% /310 Mmr+ 5,0 %
wiformity ] Cpesuta wacea 19/20 tablets - NMT + 5 %
18/20 Tabnetok — He Gonee = 5 %
2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He 6onee £ 10 %
4 | Dissolution / PacTBopenne 99 %, 99 %, 100 %, 100 %, 99 %, |Not less than 75 % (Q) of labeled amount of
100 %, C13H2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHaNBHOTO comepxxannst Ci3HpN-OsS
(Humecynun) uepes 45 MUH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: [Iponykr coorBercTByeT Tpeboanusm HJJ 3akmouenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toprotroeneno: Kushal ITposepeno: Ankaj Verma Opnobpeno: Menenxep / Pykogoaurens
Kumar @ ﬁ ) Ajay Sharma @/
Reprint Date /30.03.2023 Reprint Date /30.03.2023 Reprint Date /30.03.2023
JHara: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
Page2 of 4/ Crp. 2 uz 4

Product Nise tablets 100 mg
ITpoaykT Haiia®, tabnerku 100 mr
Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepun 5000000TabneTok
Analytical Report No / + 890001652132 Date of Analysis / : 23.03.2023
AHaJHTHYECKHIT oTyeT No JlaTra ananu3sa
Date of Manufacture / : Feb-2023 Date of Expiry / ¢ Jan-2026
Jara npousBoacTsa I'ogen go (Bra)
Analysis performed according to ND / Auaau3 nporeaen no HJI: TT N012824/03-140119 (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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / Hokasateas Result/ PesyanTaret __Specification/ Hopma

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

6 | Related substances / PoacTBeHHbIE IpHMeECH B

| Impurity A / Ipumecs A

Less than LOQ (LOQ

LOQ (LOQ =0.0057%) /
Huske npenena obuapysxenus (I10 =

'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 6o1nee 0,20 %

0.0057%)
Impurity B / ITpumecs B 0.04%
Impurity C / Tpumece C Not detected / He obHapyxeHa
Impurity D / [pumecs D Not detected / He obHapy»eHa
Below BDL (BDL=0.0062 %)/ Huxe
Impurity E / [pumecs E nopora peructpauuu (ITP =0.0062 %)
Impurity F / Tlpumecs F Less than LOQ (LOQ = 0.0136 %) /

Huxe nmnpegena KOJMYECTBEHHOTO
onpenenenus (ITKO = 0.0136 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Any unknown individual

npumecei

0,
impurity / Eauauunas 0.02%
HenaeHTHO ULy eMas
npUMeCh
Total impurities / Cymma 0.05 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to ND /
lipumedanue: [TpoxykT coorsercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
TToarorosneno: Kushal

Kumar -

Checked by /
IIposepeno: Ankaj Verma

p

Approved by: Manager / Executive /
Ono6peno: Menemxep / PykoBoautens

Ajay Sharma S

Reprint Date /30.03.2023
Jara:

Reprint Date /30.03.2023

Hara:

Reprint Date /30.03.2023
JlaTa:

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

OXHOPOAHOCTb A03UPOBAHMS

CEPTU®UKAT AHAJIM3A
Page3 of 4/ Crp.3 uz 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, tabnerkn 100 mMr
Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepun 5000000Tabnerox
Analytical Report No / : 890001652132 Date of Analysis / : 23.03.2023
AHanuTHYecKHii oTyeT Ne JlaTta anann3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
JdaTa npou3BoACTBA I'ogeH ao (BKJI)
Analysis performed according to ND / Anaaus nposeaen no 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3zm. Ne 3 ot
28.09.2022)

Ne Test / [loxaszaTesnn “Result / PesyasTaTet - TSp_e_c__i__i_'lcation/ H_o_pm_; B

7 | Uniformity of dosage units / - 34 Acceptance value (AV) should be not more

than 15.0 / [Tokazatenes npuemnemoctH (AV)
noJbkeH ObITh He Gonee 15,0

8 |Microbial limits* / ﬁm&ﬁnonomqeckaﬂ yncroTa*
a) Total aerobic microbial Not Applicable ['Not more than 1000 CFU/g /
count / Obuiee YUcao | He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB |
b) Total combined yeasts and | Not Applicable ‘Not more than 100 CFU/g /
mould count / O6mee yucno He 6onee 100 KOE/r
IPONOKEBBIX H IJIECHEBBIX
rpubos !
¢)E.coli - i Not Applicable | Shall be absent in 1g / |
I JIOJKHBEI OTCYTCTBOBaTh B 1 T
9 Assay / KosiuuecTBentoe : 99.6 mg/ 99.6 Mr Not less than 90.0 mg and not more than
onpeaejieHHe ‘ 110.0 mg C;3H;2N-OsS Nimesulide in tablet /
| Or 90,0mr mo 110,0mr Ci;3Hi2N2OsS
(HuMecynua) B TabseTke
10 |Package/ YmakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Ilo 10 Tabmerox B IIBX /
[MBX/amomunnesom 6aucrepe. Io 3 | amomunueBom Gnuctepe. Ilo 1, 2, 3 umu 10
OnucTepa BMECTE C MHCTPYKLHMEH 110 | GIHCTEpOB  BMECT€ €  HMHCTPYKLMEHW IO
PUMEHEHHIO B MAUKY KAPTOHHYIO. | IPUMEHEHHIO B TIa4Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: [TponykT cooTBeTCTBYET TpeboBannam HJI 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioxarotosneno: Kushal [Mposepeno: Ankaj Verma Onobpeno: Menemxep / PykoBoauTENb
Kumar -~ ! Ajay Sharma
@ ey
- /
Reprint Date /30.03.2023 Reprint Date /30.03.2023 Reprint Date /30.03.2023
Hara: Hara: Jara:

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
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 4 of 4/ Crp. 4 u3 4

Product Nise tablets 100 mg

[IpoaykTt Hati3®, tabnerkn 100 mr

Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusi No O61em cepun 5000000Tabnerok
Analytical Report No / 1 890001652132 Date of Analysis / 1 23.03.2023
AHaanTHyecknii oryer Ne JlaTa ananu3za

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

JlaTa npou3BoacTBA I'ogen ao (BKUI)

Analysis performed according to ND / Auanu3s nposeges no HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 o1 08.06.2020. amend Ne 2 from 10.08.2020 / uzm. Ne 2 o1 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

CootBeTcTBYET TPEOOBaHHAM B cooteercreum ¢ HJ|

Store protected from light below 25°C / B 3ammimeHHOM OT cBeTa MecTe npu
Temnepartype He Boiiie 25°C

12 |Storage conditions /
XpaHeHue

13 | Shelf life / Cpok rogHoctu

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.

* Ananuz no mokasateno «MHKpOGHONOFMYECKas YHCTOTa» MPOBOIAMTCS MPOU3BOAMTENEM MPH BEIMTYCKE NEPUOIHUYECKH
(c untepsanom oxHo nenbitanue Ha 20 cepuit Wiy He MeHee 1 pasa B ron). [lokaszatens MoseT 6bITh He BKMIOUeH B CepTudukar
aHanuza GHPMEI.

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Remarks : The Product conforms to ND /
IIpumevanume: [IpoaykT cootBeTcTBYET TpeboBanmsM HJT

Prepared by /
IToarorosneno: Kushal
Kumar <

\\»’\

2

Checked by /
IIpoBepeno: Ankaj Verma

%

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoauTens
Ajay Sharma

Reprint Date /30.03.2023
Jara:

Reprint Date /30.03.2023
Hara:

Reprint Date /30.03.2023
Jlara:

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
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