Dr.Reddy’s “:‘O

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

CEPTUD®UKAT AHAJIU3A
Page 1 of 5/ Crp.1u3 5

Product Nise tablets 100 mg
Tlpoaykr Haiiz®, Tabnerku 100 Mr
Batch No / : V2300810 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001662206 Date of Analysis / : 18-05-2023
AHanuTH4eckuii oTueT Ne JHara anann3a
Date of Manufacture / + Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA Tonen a0 (Br1)
Analysis performed according to ND / Anasius npogegen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. 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 / n3m. Ne 3 ot
28.09.2022)
e Test / IlokazaTean | Result / PesyapTaThbi | Specification / Hopma

1 |Description/ Onucanne

Complies / CooTBeTcTBYET

Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ IKeITOBATBHIM
OTTEHKOM KPYTJIble ABOSKOBBITYKIIBIE TAONETKH
C IIaIKOH MOBEPXHOCTHIO.

2 Identification /
IMoaanHHOCTH

3 | Average weight and mass
uniformity / Cpeansisi macca
H OJHOPOAHOCTH MaCChl

Complies / CooTBeTcTByeT

309.0 mg/309.0 mr

Complies / CoorBercTByeT

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 / Bpemst ynep>x1MBaHHs OCHOBHOTO ‘
nMKa Ha  XPOMAarorpamMMe  HCIIBITYEMOTo
pacTBopa HODKHO COOTBETCTBOBATh BPEMEHH

yAep>KUBaHUA OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHAApTHOTrO
obpaszua HUMECYAnIa (paznmen

«KonuuecTBeHHOE OnpeleneHHeE)
310mg+£5.0% /310 Mr£5,0%

18/20 tablets - NMT £ 5 %/
18/20 tabnerok — He 6onee = 5 %

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

|

4 |Dissolution / Pacteopenue

97 %, 97 %, 97 %, 97 %, 92 %,
97 %,

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

Remarks : The Product conforms to ND /
ITpumeuanne: [TponyKkT cooTreTCTBYET TpebosanusaM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Jlara: 18-05-2023

Jara: 18-05-2023

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: [posepeno: Himesh Kumar Opnobpeno: Menemxep / PykoBoauresnb
Pardeep Kumar SI — Q?"_,_,_,‘D Amit Kumar e

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 18-05-2023

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

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIIZA

Page2 of S/ Crp.2u3 5

Product Nise tablets 100 mg

IMpoaykr Haii3®, tabnerxu 100 mr

Batch No / 1 V2300810 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001662206 Date of Analysis / : 18-05-2023

| AHATUTHYECKHii 0THeT Ne JlaTa aHanu3a

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

JlaTa nNpoH3BOACTBA TogeH a0 (BKJI)

28.09.2022)

Analysis performed according to ND / Ananns nposenen no HJI: TI N012824/03-140119 {amend Ne 1 from 08.06.2020 /
. 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 or

Test / IloxazaTenn

_Result / Pe3_y.n BTaThI

Specification / Hopma

minutes / He menee 75 % (Q) ot
HomuHassHOTrO cogepxkanus Ci3HaN20sS
(HuMecynun) yepes 45 MUH.

Water / Boaa

2.7%

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

Related substances / PogcTBeHHbIe NpUMecH

Impurity A / Tlpumecs A

Below LOQ (LOQ = 0.0057 %) /
Huke npenena KOMUHECTBEHHOTO
onpenenenns (ITKO = 0.0057 %)

Impurity B / Ilpumecs B

0.03%

Impurity C / ITpumecs C

Not detected / He o6Hapy»*eHa

Impurity D / ITpumecs D

Below LOD (LOD = 0.0049 %) /
Hwxe npepnena obuapyxenns (I10 =
0.0049 %)

Impurity E / Ilpumeces E

Not detected / He obHapykeHa

Impurity F / Ilpumecs F

Not detected / He oOHapyxeHa

NMT 0.20 % / He 6osnee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oaee 0,20 %

NMT 0.20 % / He 6oxnee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

Remarks : The Product conforms to ND /
Ipumeuanue: IIpoaykT coorBeTcTBYeT TpeboBauusam HJL

Conclusion : APPROVED /
Zaxnouenne: ONJOBPEHO

Hara: 18-05-2023

Jara: 18-05-2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: [Iposepero: Himesh Kumar Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar C:t——/ C}J,_,_’——:’ Amit Kumar .

P . N\\//
Reprint Date / Reprint Date / Reprint Date/ '

Jara: 18-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507

www.direddys.com




Dr.Reddy’s Q-!-‘

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

CEPTUD®UKAT AHAJIU3A
Page3of 5/ Crp.3u3z 5
Product Nise tablets 100 mg
IMpoayxT Haii3®, tabnerku 100 mr
Batch No / 1 V2300810 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001662206 Date of Analysis / : 18-05-2023
AnajanTHuyeckuii oTyer Ne - JlaTta ananusa
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026
JlaTa npon3BoACTBA Togen go (BKN)
Analysis performed according to ND / Ananus npoeegen nmo HJ: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 oT 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
Ne Test / IlokasaTean Result / Pe3yabTaThbi Specification / Hopma

Any unknown individual
impurity / Eaunuunas
HeuaeHTHDHLHpYeMast
npUMech

Below LOQ (LOQ = 0.0143 %) /
Huxe npenena KoNMH4€CTBEHHOTO
onpenenenns (ITKO = 0.0143 %)

NMT 0.20 % / He 6onee 0,20 %

| Total impurities / Cymma
npumecei

0.03 %

NMT 1.5 % / He 6onee 1,5 %

7 | Uniformity of dosage units /
OXHOPOAHOCTL 03U POBAHHS

44

Acceptance value (AV) should be not more
than 15.0 / [Toka3aTtens npueMnemoctu (AV)
JomkeH OuITh He 6onee 15,0

8 Microbial limits* / Mukpobuo

JIOTMYECKas YUCTOTaA*

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O6ee yucio He 6onee 1000 KOE/r
a3pOoBHBIX MUKPOOPTaHH3MOB
i b) Total combined yeasts and NA | Not more than 100 CFU/g /
| mould count / O6ee uncno [ He 6onee 100 KOE/r
IPOXOKEBBIX M JIECHEBBIX |
rprboB
¢) E. coli NA | Shall be absent in 1g /

JIO/DKHBI OTCYTCTBOBATb B 1 T

Remarks : The Product conforms to ND /

Ipumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboaHusam HJ

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /
IToarotoBneHo:
Pardeep Kumar

Checked by /
IMposepeno: Himesh Kumar

o
\

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

Amit Kumar o\
A"/
1

Reprint Date /

Hara: 18-05-2023

Reprint Date /
Jara: 18-05-2023

Reprint Date /
Hata: 18-05-2023

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: L85195AP1384PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUD®PUKAT AHAJIN3A
Page40ofS/ Crp.4u35

Product Nise tablets 100 mg
IMpoaykr Haii3®, tabnerkn 100 mr
Batch No / : V2300810 Batch Quantity / : 5000000 tablets /
Cepnsa Ne O6bemM cepuu 5000000 Tabnetok
Analytical Report No / : 890001662206 Date of Analysis / : 18-05-2023
AHajguTuyeckuii oryer Ne JlaTa ananu3za
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npon3BOACTBA TogeH no (BKJ)
Analysis performed according to ND / Ananus nposexen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 / uam. Ne 3 ot
28.09.2022)
| Ne Test / IlokazaTesan Result / Pe3yabTaThl Specification / Hopma
| 9 |Assay/KoanuecrseHHoe 99.2 mg/99.2 mr - Not less than 90.0 mg and not more than

| onpeneseHue

10 Package/YnaKOBKa_

110.0 mg Ci3H;2N-OsS Nimesulide in tablet /
Or 900mr gmo 110,0mr Ci3H;2N20OsS |
(uumecynup) B Tabnerke

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnetok B
TIBX/amomunuerom 6nucrepe. 1o 3
6JsMcTepa BMECTe ¢ UHCTpPYKLIHeH Mo
NPUMEHEHHIO B NMAYKy KAPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomunuesoM 6aucrepe. ITo 1, 2, 3 unu 10
|6amucTepoB  BMECTe € HMHCTpyKLMe#H 1O
| npuMeHeHunIo B MauKy KapTOHHYIO.

11 |Labeling / Mapkuposka
12 | Storage conditions /

| Xpanenne
13 | Shelf life/ Cpok rogHocTi

Complies as prescribed /
CooteeTcTBYET TpeGOBaHUAM

| According to ND /
B coorBercrBuu ¢ HJ|

Temneparype He Boitie 25°C

3 years / 3 rona

Store protected from light below 25°C / B 3aluiIeHHOM OT CBETa MeCTe npu

*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.
* AHamm3 Mo mokazatemo «MHKpOOGHOJOTMYecKas YHCTOTa» TMPOBOJUTCA TPOW3BOAHTENEM MPH BbITYCKE MEPHOAU4ECKH
(c uHTEpBanoM ogHO McnbiTanue Ha 20 cepuit Wty He mMeHee 1 pasa B rox). [Tokazarens Moxer 6bITh He BKMoUYeH B Ceprudukar

aHaM3a (PUPMEL

API name (INN) / A®C (MHH):

Nimesulide / Humecynug

API manufacturer batch number /

NMS/12121104

Remarks : The Product conforms to ND /
Hpumeuanne: [pogykt coorBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
ITogrorosiexo:
Pardeep Kumar

L

—

Checked by /
[Tposepeno: Himesh Kumar

——

C-"—‘\

Approved by: Manager / Executive /

Onobpeno: Menemxkep / Pykosogurens
K Amit Kumar %'\:///

Reprint Date /
Jara: 18-05-2023

Reprint Date /
Jara: 18-05-2023

Reprint Date /
Jara: 18-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC004507
www.drreddys.com




G Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s q... Formulation Unit-6
& Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND[A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIH3A
Page Sof 5/Crp.5u3 5

Product : Nise tablets 100 mg
NMpoaykr  : Haiiz®, rabnerkn 100 mr
Batch No / : V2300810 Batch Quantity / : 5000000 tablets /
Cepua Ne Obdnem cepuu 5000000 Tabnerok
Analytical Report No / : 890001662206 Date of Analysis / : 18-05-2023
Anagurn4deckuii oryer No JlaTta ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Mara npon3sopctea Topen no (Bra)
Analysis performed according to ND / Ananuns nposenen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / uam. Ne 3 ot
28.09.2022)

Homep cepuu nponssoantenns A®C:

FP Manufacturer API Batch number /

Homep cepun cyderanunu nponssopurens ['JID: FEQA00036

API Manufactured by & country / Aarti Drugs Ltd., India /

Iponspoaurens ADC, erpana: Aaptu lpars Jita., Unaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [lponyxr coorsercTyet Tpe6osanuam HJT 3aknouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: Qf_/' ITposepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar \ "‘-3 Amit Kumar /X(/\; B
Reprint Nate / Reprint Date / Reprint Datc /

Hata: 18-05-2023 JHarta: 18-05-2023 Mara: 18-05-2023

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: L85195AP13984PLC0O04507
www.drreddys.com



