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

1

Description / Onucanue

CEPTUOUKAT AHAJTU3A
Pagelof 5/Crp.1mn35
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 rabnetox
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHanuTHYeCKNid oTUeT Ne JlaTa ananausa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa mpou3BOACTBA Togen go (BKJT)
Analysis performed according to ND / Ananus nposegen 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 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
N Test / Ilokasarens Result /Ei:i_y;leaTbl Specification / Hopma

Complies / CooTercTByeT

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ KenToBaThIM
OTTEHKOM KpYTJIbIE JBOSKOBBIMYKJIbIE TABIETKH
| ¢ rmamkoit moBepXHOCTBIO.

Identification /
IMognunHOCTH

Complies / CooTBercTBYET

Aveggaveight and mass
uniformity / Cpeansas macca
H OAHOPOJAHOCTH MACChI

309.5 mg/309.5 Mr

Complies / CooTBeTCTBYET

1310 mg+5.0%/310 Mr+ 5,0 %

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 / Bpems ynep»HBaHHs OCHOBHOI'O
OMKa Ha  XpOMATOrpaMMe  HCIBITYEMOTO
pacTBOpa HOJDKHO COOTBETCTBOBATH BPEMEHH
yIOepXKUBaHUS OCHOBHOI'Q TMHKa Ha
XpoMarorpaMMe  pacTBopa  CTaHAApPTHOTO
obpasua HHMecCyuaa (pazoen
«KonudyecTBeHHOE OTpeaeIeHIE)

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — He Gostee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnerok — He 6onee + 10 %

Dissolution / PacTBopenue

100 %, 100 %, 95 %, 100 %, 95 %,
99 %,

Not less than 75 % (Q) of labeled amount of
C13H2N>0sS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
ITpumeuanue: [Ipoayxt coorBeTcTBYET TpebopaHusM HJJ

Conclusion : APPROVED /
3akiaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroroBneHo: IIpoBepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoputens
Pardeep Kumar DI; Maurya e Abhishek ChauhanL

= e » \
Reprint Date / Reprint Date / Reprint Date / i
Jara: 29.10.2023 Jlara: 29.10.2023 Hara: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page2 of 5/ Crp.2 u3 5

Product Nise tablets 100 mg
Ilpoayxr Ha#iz®, Tabnerku 100 Mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHanuTHYecKH i oTyeT No JlaTa anaan3za
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npon3BoAcTBa T'oxen po (BKuT)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. Ne 1 o1 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)
[ N Test / IlokazaTesb Result / PesyabTaThl S_peciﬁcation_/ Hopma ]

minutes / He menee 75 % (Q) ot
HoMHuHaneHOro copepxkaHusa CisHioN2OsS
(HuMecynun) yepes 45 MuUH.

5 |Water/Boaa 3.2%

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

6 Related substances / PoagcTBeHHbIe IPpHMeECH

NMT 0.20 % / He 6onee 0,20 %

Impurity A / IlpumMecs A

Below LOQ (LOQ = 0.0057 %) /
Hike npenena KOJIMYECTBEHHOTO
onpenenequs (ITKO = 0.0057 %)

Impurity B / IIpumecs B 0.03%

Impurity C / ITpumecs C

Not detected / He o6Hapy>keHa

Below LOD (LOD = 0.0049 %) /

imphntyDYFvpatiecs B Hrixe npepena obHapysxenus (I10 =
0.0049 %)
Not detected / He oOHapy«eHa
Impurity E / ITpumecs E

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 %

Remarks : The Product conforms to ND /
IIpumevanne: [TpogykT cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akmouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosieHo: IIporepeno: Santosh Kumar Onobpeno: MenemRep / PykoBoaurens
Pardeep Kumar ' — Maurya %— Abhishek Chauhan o \
Reprint Date / Reprint Date / Reprint Date / '
Jara: 29.10.2023 Hara: 29.10.2023 Hara: 29.10.2023

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page3 of 5/Crp.3 m35

Product : Nise tablets 100 mg
Ipoaykr  : Haiiz®, tabnerku 100 Mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6beM cepuu 5000000 Tabnerok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHanuTHYeckuii oTuer No Jlara aHannza
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JaTa npousBoacTBa T'oaen go (BXII)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / IlokasaTesnb Result / Pe3yabTaThl Specification / Hopma
Impurity F / ITpumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
— 0.02% o o
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas
HeHIEeHTUOHLIHpPYeMast
npUMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He Gonee 1,5 %
rpuMecei
7 | Uniformity of dosage units / 43 Acceptance value (AV) should be not more
OaHOpPOAHOCTE AO3HPOBAHMSA than 15.0 / [Tokazaresns npuemineMocTu (AV)
JloJbKeH OeITh He Gostee 15,0
8 | Microbial limits* / Mukpo6uonoruyeckas 4ucrora* B
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1nee 4ucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6iee yucno He 6onee 100 KOE/r
IPOXOKEBBIX U IUIECHEBBIX
‘ | rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tpogykr cooTrBeTcTBYET TpeboBanuam HJJ 3aknrwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loaroroneHo: ) IIpoBepeno: Santosh Kumar OnobpeHo: MCHGD,}K&[JQ)}’KOBOHI/ITCHB
Pardeep Kumar C\if Maurya Q— Abhishek Chauhan '\ \
— T “'\-—-ﬁﬂh“"“— =
Reprint Date / Reprint Date / Reprint Date / ‘
Hara: 29.10.2023 Hara: 29.10.2023 Hara: 29.10.2023

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
CiIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page4of S/ Crp.4u3 5

Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, tabaerku 100 mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nbem cepHH 5000000 TabneTok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHaJUTHYeCKHH oT4yeT No JlaTa anajau3a
Date of Manufacture / 1 07/2023 Date of Expiry / : 06/2026
JlaTa npon3BOACTBA Togen no (BK)
Analysis performed according to ND / Ananns nposeaen no HJI; IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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 / uzm. Ne 3 ot
28.09.2022)

Ne Test / IloxazaTeanb Result / PesyabTaThl ) Specification / Hopma
¢) E. coli NA Shall be absent in 1g/
JlOmKHBI OTCYTCTBOBATE B 1 T
9 | Assay/ KoauuecrsenHoe 99.4 mg/99.4 Mr Not less than 90.0 mg and not more than
onpejeeHue | 110.0 mg Ci3H2N20sS Nimesulide in tablet /

Or 90,0mr mo 110,0 mr C;3H;aN2OsS
(aumecynun) B TabneTke |

10 |Package/ Ynakopka 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. / ITo 10 Tabnerox B|carton. / Ilo 10 Tabnerok B IIBX /
IBX/amomunnesom 6nucrepe. Io 3 | amomunueBoM Gumctepe. Ilo 1, 2, 3 wmm 10
fnucTepa BMECTe ¢ MHCTPYKLMeEH 1Mo | O6IMCTEpOB  BMECTe C  MHCTPYKLIMEH TIO
MPUMEHEHUIO B MAYKY KAPTOHHYIO. | NPUMEHEHHIO B 14Ky KapTOHHYIO.

11 |Labeling / MapkHpoBKa Complies as prescribed / According to ND /
CooteetcTBYyeT TpeOOBaHUAM B cootrerctBuu ¢ H]J
12 Stor;lge conditions / Store protected from light below 25°C / B 3almMIIEHHOM OT CBETa MeCTE NpH
XpaHeHnue TeMIeparype He Beiie 25°C

13 | Shelf life / Cpok roanocru 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.

* AHanuz o mokaszaTe/io «MMKpOOHOIOrHYecKasl YMCTOTa» NPOBOAUTCS INPOHM3BOAWTENEM IPU BBINYCKE MEPHOAMYECKH
(c vHTepBasIOM OMHO UCbITaHue Ha 20 cepuit uH He MeHee 1 pasa B ron). ITokaszatens MoxceT ObITh He BKtOUeH B CepTHduKar

aHa3a QUPMEL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TponykT cooTBeTcTBYET TpeboBaHuam HJI 3akmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroroneHo: Ilpoeepeno: Santosh Kumar Opnobpeno: Menemiep,/ Pykosogurens
Pardeep Kumar t Maurya @,E Abhishek Chauhan L/\
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.10.2023 JHara: 29.10.2023 Hara: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
PageSof S/ Crp.Su3 5

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo0nem cepun 5000000 Tabnetok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AnanuTnyeckuii oTyet Ne Jara anannsa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npon3BoAcTBa Iogen no (BKIT)

Analysis performed according to ND / Ananu3s nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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 / usm. Ne 3 ot

28.09.2022)

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npousBoautens ADC:

NMS/13050477, NMS/13050479

FP Manufacturer API Batch number /

Homep cepuu cy6crannun npoussogutesisi I'JIP:

FEQAO00261, FEQA00262

API Manufactured by & country /
IIpoussoauteas ADC, ctpana:

Aarti Drugs Ltd., India /
Aaptu Hpars JItn., Uanusa

Remarks : The Product conforms to ND /

IIpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenune: OOBPEHO

Prepared by / Checked by /

TToaroroBieHo:

Pardeep Kumar Maurya

IIporepeHo: Santosh Kumar

—

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykooaurens
Abhishek Chauhan

Reprint Date /
Jara: 29.10.2023

Reprint Date /
Jata: 29.10.2023

Reprint Date /
Hara: 29.10.2023

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




