‘... Dr. Reddy's Laboratories Ltd.

L/ e Formulation Unit-6

Dr‘ Reddy S S Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page1of S/ Crp.1u35

Product : Nise tablets 100 mg
Hpoayxr  : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301962 Batch Quantity / : 5000000 tablets /
Cepus Ne O0bem cepuu 5000000 TabneTrok
Analytical Report No / : 890001693144 Date of Analysis / : 11.10.2023
AHaIHTHYECKH I 0THeT Ne JlaTa anaausa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npou3BoACTBA I'ogen no (Bx1)
Analysis performed according to ND / Anann3 nposegen mo H/I: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 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. Ne 3 ot
28.09.2022)

No Test / Tokasareas Result / Pe3yabTaThbi Specification / Ilopma

1 |Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ JXenToBaTHIM
OTTEHKOM KPYTJIBIE JBOSIKOBBIMYKIIBIE TabJIETKH
C INaIKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTByeT The retention time of principal peak in the
HopnuauocTh chromatogram of test solution should

correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>XUBaHHUsA OCHOBHOIO
NMKa Ha XPOMAaTOrpaMMe  HCIIBITYEMOTrO
pacTBopa JOJDKHO COOTBETCTBOBATH BPEMEHH
yIEPXKUBAHUS OCHOBHOTO nHKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHIApTHOTO
obpasua HUMecCy 1A (pazmen
«KonuyecTBeHHOE ONpEaeICHUE)

3 | Average weight and mass 309.6 mg/309.6 mr 310 mg+5.0% /310 Mr+ 5,0 %

Elgf:lzm;tylfo(cjf:ﬂ’;t::acca Complies / CooTBeTCTBYET 18/20 tablets —NMT £ 5 % /
AHOpOA 18/20 Tabnetok — He 6onee = 5 %

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

4 | Dissolution / PacTBopenne 96 %, 94 %, 95 %, 94 %, 94 %, Not less than 75 % (Q) of labeled amount of
95 %, C13H12N>OsS nimesulide is dissolved in 45

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [1poaykT cooTBeTCTBYET TpeboBanusam HJI 3axmouenune: OJJOBPEHO
Prepared by / @Y\' Checked by / Approved by: Manager / Executive /
IMoarororneHo: & | [IpoBepeno: Pardeep Kumar Onobpeno: Meremxap / PykoBonuTens
Santosh Kumar Maurya [ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.10.2023 Hara: 11.10.2023 Hata: 11.10.2023

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

CEPTUOUKAT AHAJIU3A

Page2of 5/ Crp.2u3 5

JlaTa npou3BoJacTBA

Product Nise tablets 100 mg

Mpoaykr Haii3®, Tabnerku 100 mr

Batch No / 1 V2301962 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001693144 Date of Analysis / : 11.10.2023
AHanuTHYecKH i oTyeT N JlaTa ananusa

Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026

T'open po (BKJI)

28.09.2022)

Analysis performed according to ND / Anaaus nposenen no HJI: [T 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

Ne Test / Tlokasarenn

Result / Pesyubrarbt

Specification / Hopma

| minutes / He menee 75 % (Q)or

HoMHUHaNbHOro copepxanus Ci3H12N2OsS
(HuMecynun) yepes 45 MUH.

5 Water / Boaa

32%

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

6 |Related substances / PoacTBeHnble npumecu

Impurity A / Ilpumecs A

Below LOQ (LOQ = 0.0057 %) /
Huxe npenena KONMHYECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

Impurity B / IIpumecs B

0.01%

Impurity C / Ifpumecs C

Not detected / He obHapy»xeHa

Impurity D / Tlpumecs D

Not detected / ne o6HapyxeHa

Impurity E / Ilpumecs E

Below LOD (LOD =0.0062 %) /
Hwxe npenena o6Hapyxenus (ITO
=0.0062 %)

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 0.20 % / He G6onee 0,20 %

Remarks : The Product conforms to ND /
IIpumeuanue: [Iponykr cooreTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / @7&- Checked by /
IToproroBneHo: == ITposepeHo: Pardeep Kumar

Santosh Kumar Maurya

Approved by: Manager / Executive /

Reprint Date /
Hara: 11.10.2023

Reprint Date /
Hata: 11.10.2023

Onobpeno: Menemskep / PykoBonutens
Abhishek Chauhan I\ \

Reprint Date /
Hata: 11.10.2023

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
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page3 of S/ Crp.3u35
Product Nise tablets 100 mg
IlpoayxTr Haiiz®, Tabnerku 100 Mr
Batch No / $ V2301962 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001693144 Date of Analysis / : 11.10.2023
AnanuTuyeckui oruert Ne JlaTa aHann3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npoH3BOACTBA I'ogen ao (BkJI)
Analysis performed according to ND / Auaaus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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)
No Test / IlokasaTenb Result / Pe3yabTaThl Specification / Hopma

Impurity ¥ / [Jpumecs F

Any unknown individual
impurity / EqunnuHas

Not detected / He ob6HapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

7 | Uniformity of dosage units /
OnHOPOAHOCTL 103UPOBAHHUS

HeuaenTudULMpyeMas
MPUMECH 0.03%
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
1.5 Acceptance value (AV) should be not more

than 15.0 / IToka3artens npuemiemMocTH (AV)
JomkeH ObITh He Gonee 15,0

8 Microbial limits* / MuxpoGuo

JIOrHYecKasi Yucrora*

a) Total aerobic microbial
count / Obiuee yucio
a’pOOHBIX MUKPOOPTaHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total combined yeasts and
mould count / Obmmee uucno
JIPOXOKEBBIX U IJIECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

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

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusM H]J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / @/\,

IToaroToBneHo: Do~

Santosh Kumar Maurya

[Ipo

Checked by /

BepeHo: Pardeep Kumar

—

Approved by: Manager / Executive /

Onobpeno: Meneep / Pykosonutess
Abhishek ChauhanL\

Reprint Date /
Harta: 11.10.2023

Reprint Date /
Hara: 11.10.2023

g

Reprint Date /
Jara: 11.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND1A
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
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Product Nise tablets 100 mg

Hpoaykr Haiiz®, Tabnerku 100 mr

Batch No / 1 V2301962 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepumn 5000000 tabnerox
Analytical Report No / : 890001693144 Date of Analysis / ¢ 11.10.2023
AHanuTHYeCcKHUii oTueT No JlaTa anaansa

Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026

JlaTa npou3BoACTBA I'oxen go (BKI)

28.09.2022)

Analysis performed according to ND / Ananns nposeaen mo 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 / uzam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot

Ne Test / Ilokaszaren

Result / PesyabTaThl

Specification / Hopma

c¢) E. coli

Absentin 1g/
OtcyTcTBYyeT B IT

Shall be absent in 1g/
J10omXHBI OTCYTCTBOBATH B 1 T

9 |Assay/ Kosu4yecTBeHHOE
onpeaesieHHe

98.9 mg/98.9 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H;2N20sS Nimesulide in tablet /
Or 90,0mMr pmo 110,0mr C;3H;pN.OsS
(Humecynun) B Tabnerke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / [To 10 Tabnerok B
IBX/amomuuuerom Giuctepe. I[To 3
6icTepa BMeCcTe ¢ MHCTPYKUMEH 110
TIPUMEHEHHIO B MAYKy KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Tlo 10 Tabnerok B JIBX /
amoMuHUeBoM brnucrepe. ITo 1, 2, 3 unm 10
OnUCTEpOB  BMecTe C  HHCTPYKLMEH [0
MPUMEHEHHUIO B TAYKY KapPTOHHYIO.

11 |Labeling / MapkupoBka

12 | Storage conditions /
XpaHeHue

Complies as prescribed /
CoorBercTBYeT TpeGOBaHHUAM

According to ND /
B cootsercTByn ¢ HIJ

TeMmnepartype He Bbie 25°C

Store protected from light below 25°C / B 3amMIIeHHOM OT CBeTa MECTe MNpH

13 | Shelf life / Cpok rogHocT

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.
* Awanus mo mnokasaTemo «MHKpOBHOJIOrHYECkas 4MCTOTa» MPOBOJMTCS NpPOM3BOAMTENEM IPH BHITYCKE MEPHOMHUECKH
(c uuTepBanOM ONHO MCTIbITaHHE Ha 20 cepuii Wik He MeHee 1 pasa B rox). [lokasatens MOXKeT ObITh He BKMOUeH B CepTUdHKAT

aHanu3a GupMBlL.

Remarks : The Product conforms to ND /
IIpumeyanue: IIponykT, coorBeTcTBYET TpeboBaHusam HJ

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Hara: 11.10.2023

JlaTa: 11.10.2023

Prepared by / (@ Checked by / Approved by: Manager / Executive /
[ToarotopneHo: ITposepeno: Pardeep Kumar Onobpeno: Menemxkep APykoBoauteb
Santosh Kumar Maurya QL/ Abhishek Chauhan ;
Reprint Date / Reprint Date / Reprint Date /

Hara: 11.10.2023

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
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
PageS5of S /Crp.5u3 5

Product ¢ Nise tablets 100 mg
IIpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301962 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6nem cepun 5000000 Tabnerox
Analytical Report No / : 890001693144 Date of Analysis / ¢ 11.10.2023
AHaauTuyeckmii oruer Ne JMara anaausza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
Jata npousBoacTBa I'ogen no (BKka)
Analysis performed according to ND / Ananus nposeaen mo HJI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 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 / uzam. Ne 3 ot
28.09.2022)

API name (INN) / A®C (MHH): Nimesulide / Humecynung

API manufacturer batch number / NMS-1A-233001

Homep cepun npoussoguresa ADC:

P"P Manufacturer API Batch number / o FEQA00386

Homep cepuu cydcTaHumn npoussoauTens 1 Jid:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
IIpoussoautenr ADPC, crpana: Manranam JIpars sun Oprauuke Jltn, Maaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBaHusam HJT 3akawuyenue: OJIOBPEHO
Prepared by / @W Checked by / Approved by: Manager / Executive /
IToarorosiieHo: IIpoepeno: Pardeep Kumar Onobpeno: Meremxkep / PykoBoautens
Santosh Kumar Maurya Qﬁ’, Abhishek Chauhan ’\ \
Reprint Date / Reprint Date / Reprint Date / )
Jara: 11.10.2023 Hara: 11.10.2023 Jlara: 11.10.2023

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



