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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Pagelof S/Crp.1mn35

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301987 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 rabnerox
Analytical Report No / : 890001693630 Date of Analysis / : 10.10.2023
AHaJNHTHYECKHIT oTHeT Ne JlaTa aHanmu3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa mpou3BoACTBA Toaen mo (BKI)
Analysis performed according to ND / Auanns nposenen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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)

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ KenToBaTBEIM
OTTEHKOM KpYIJIbe ABOSKOBHIITYKITbIE TAOIETKH
C [TaJKOHU MOBEPXHOCTBIO.

Result / PesyabTaThl
Complies / CooTBeTcTByeT

Ne | Test / IlokazaTean
1 | Description / Onucanue

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 / Bpemsi yaep)>KHBaHHUSA OCHOBHOTO

2  |Identification / Complies / CooTBeTCTBYET

IMopnuHHOCTL

NMKa Ha  XpPOMaTorpaMMe  HCIIBITYEMOTO
pacTsopa MOJDKHO COOTBETCTBOBATH BPEMCEHH
yIOepKUBAHUS OCHOBHOT'O nuKa Ha
XpoMaTorpaMMme  pacTBOpa  CTaHIApTHOTO
obpasua HUMECYIUAA (paznen 1'

«KonnyecTBeHHOE ONPENENICHHUE)
310 mg+ 5.0 % /310 Mmr+ 5,0 %

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

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

"Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45

3 |Average weight and mass 307.4 mg/307.4 mr
uniformity / Cpegnssa macca

Complies / CooTBeTcTBYET
H OIHOPOAHOCTH MACChI

94 %, 94 %, 96 %, 95 %, 92 %,
95 %,

4 |Dissolution / PacTBopenue

Remarks : The Product conforms to ND /
Tpumevanue: [TpogykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managery Executive /
[ToarotosieHo: Hposepeno: Pardeep Kumar Onobpeno: Menemxep /\PykoBoanTennb
Rama Kant 2 Abhishek Chauhan _

bt i -
Reprint Date / Reprint Date / Reprint Date / '
Hata: 29.12,2023 Hara: 29.12.2023 Hata: 29.12,2023

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 45900 2900, Fax: +91 40 4900 2993, Email: maii@drreddys.com
CIN: LE5195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

AHaauTuyeckuii oTyer No

Hara ananusza

CEPTHOUKAT AHAJIM3A
Page2of S/Crp.2 u3 5
Product Nise tablets 100 mg
Ilpoaykr Haii3s®, tabnetku 100 mMr
Batch No / 1 V2301987 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 890001693630 Date of Analysis / : 10.10.2023

Date of Manufacture / : 09/2023

Jata npousBoacTBa

Toxen mo (BKUT)

Date of Expiry /

: 08/2026

28.09.2022)

Analysis performed according to ND / Anasus 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 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / Ilokazarean

Result / Pe3yabTaTh!

Specification / Hopma

minutes / He menee 75 % (Q) ot
HoMHUHaNBHOTO cogepxanus Ci3HjpNoOsS
(HuMecyun) yepes 45 MUH.

5 Water / Boaa

33%

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

6 | Related substances / PoacTBeHHbIe MpUMecH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B

Impurity C/ Ilpumecs C

Impurity D / I[Ipumecs D

Impurity E / Ilpumecs E

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

0.02%
Not detected / He oGHapyxeHa

Not detected / He 0BGHapyxeHa

Not detected / He o6Hapyxena

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 6osiee 0,20 %

NMT 0.20 % / He 60siee 0,20 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuyanue: [IpoaykT cooTBeTCTBYET TpeboBaHusam HJT

3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosnexo: IIposepeHo: Pardeep Kumar Onobpeno: Menemuep / PykoBogurens
Rama Kant ﬁ Abhishek Chauhan

W = k——“ \
Reprint Date / Reprint Date / Reprint Date / N\
Hara: 20.12.2023 Jara: 29.12.2023 Haia. 29.12.2023

Registered Ciiice: 8-2-337, Road No. 3, Banjnra Hills, Hyderabad - 500034, Telangana, India
Tzl +91 40 4900 2900, Fax: +91 40 2200 2998, Emaii: maii@drreddys.com
CIN: LE5195AP1984PLCOCAS07
www. drreddys.com




Dr.Reddy’s €3¢

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

CEPTUO®HUKAT AHAJIU3A
Page3 of S/Crp.3 u3 5

Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabaerku 100 mr
Batch No / 1 V2301987 Batch Quantity / : 5000000 tablets /
Cepns Ne O6nbem cepun 5000000 Tabnerox
Analytical Report No / : 890001693630 Date of Analysis / : 10.10.2023
AnanuTudyeckuii oruer Ne JlaTa aHanmnza
Date of Manufacture / 1 09/2023 Date of Expiry / : 08/2026
/laTta mpoH3BOACTBA T'omen no (Bx1)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen mo HJI: T1N012824/03-140119 (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 or

Ne Test / loxa3zaTens

Result / Pe3yabTaThl

Specification / Hopnﬁ

Impurity F / Ilpumecs F

Any unknown individual
impurity / EquHi4Has
HEUJEHTUPHLHPYeMast
pHUMeCh

Not detected / e obHapyxeHa

Below LOQ (LOQ = 0.0143 %) /

Huxe npeacna KOMUICCTBEHHOI'O

onpenenenus (ITKO = 0.0143 %)

NMT 0.20 % / He 60nee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Total impurities / Cymma
npuMeceit

7 | Uniformity of dosage units /
OAHOPOAHOCTE A03HPOBAHHUS

0.02 %

2.8

NMT 1.5 % / He 6onee 1,5 %

Acceptance value (AV) should be not more
than 15.0 / ITokasatens npuemaeMoctH (AV)
JopKeH OBITh He Bosiee 15,0

8 |Microbial limits* / MuxpoGuonoruieckas yncrora*

mould count / Obiuee ynciio
JPOMOIKEBBIX U IIECHEBBIX
rpubor

a) Total aerobic microbial NA Not more than 1000 CFU/g/
| count / O6mee yucio He 6onee 1000 KOE/r
a3pO6HBIX MUKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/

He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
Ilpumeuanne: [IponyxT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: (7( IIpoeepeno: Pardeep Kumar OnobpeHo: Meaenmep@xosa&men
Rama Kant W / f_) Abhishek Chauhan \‘:_5__ — \
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023

Registered Office: 8-2-337, Road No. 3, Banjarz Hills, Hydarabad - 500034, Telangana, India
02900, Fax: +31 4C ¢ 200¢, Email: mzil@drreddys.com

Tal: +81 40 490

CIN: LE5195 AP 1884 PLCT01507
v drizddys.com




Dr.Reddy’s ":‘

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

CEPTU®UKAT AHAJIU3A
Paged4of 5/Crp.4u3 5
Product Nise tablets 100 mg
Ilpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2301987 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / + 890001693630 Date of Analysis / : 10.10.2023
AHaguTHYecKHUIi oTyeT No Jarta anannsa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTta nponssoacTea I'ogen no (BrT)
Analysis performed according to ND / Ananus nposegen no H/I: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / m3m. Ne 3 ot
28.09.2022)
Ne | Test / Iloka3zaTeab Result / PesyabTaTsl Specification / Hopma
[¢) E. coli NA Shall be absent in 1g /

JlomXKHB! OTCYTCTBOBaTE B 1 T

9 | Assay/ KonnyecrBenHoe
| ompeseneHue

98.7 mg/ 98.7 mr

[110.0 mg Ci3H(2N20sS Nimesulide in tablet /

Not less than 90.0 mg and not more than

Or 90,0mr pmo 110,0mMr C3H;pN>0sS

(numecynnn) B Tabrnerke

10 Eckage / YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabnetox B
IBX/amoMunueBom Gnucrepe. Io 3
6ncTepa BMECTE ¢ MHCTPYKLHMEHN MO
TMPHMEHEHHMIO B MUKy KApTOHHYIO,

11 | Labeling / MapkupoBka

12 | Storage conditions /
XpaHenue

13 | Shelf life / Cpok roanocTn

Complies as prescribed /
CooTBeTcTBYeT TPeGOBAHHAM

| Store protected from light below 25°C /. B 3alIMIIEHHOM OT CBETa MeCTE IpH |

Temnepartype He Bbie 25°C

_'"According toND /

10 tablets in PVC/aluminum blister. 1,2, 3 or 10|
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmerox B IIBX /
amoMuHueBom Gaucrepe. Ilo 1, 2, 3 unm 10
6JHCTEpOB  BMecTe €  HHCTPYKHHMEN IO
NPHMEHEHHIO B NaYKy KAPTOHHYIO.

B cooreerctumn ¢ HJ1

3 years/ 3 roga

year). The test can be absent in the Certificate of Analysis.
* Awanu3 mo mokasaremo «MuKpPOGHOIOrHYeCKas YHCTOTa» IPOBOJMTCA MPOU3BONUTENEM MPH BBIIYCKE MEPHORHYECKH
(c nnTepranom onHo mcnsitaHue Ha 20 cepuii UM He MeHee 1 pasa B rox). [lokasarens MoxeT 6bITe He BioYeH B CepTadukar

aHanu3a QUPMBI.

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND /
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeGoBaHHAM H]T

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToprorosnexo: IIpoeepeno: Pardeep Kumar Opnobpeno: MeHemxkep, / PykoBoautenn
Rama Kant g Abhishek Chauhan

= fo":‘ e \
Reprint Datc / Reprint Date / Reprint Date / N
Jata: 29.12.2023 Hara: 29.12.2023 Hara: 29.12.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, 14ydarabad -
Tel: 491 40 4900 2900, Fex: +91 40

S22 2988, Lmzil:
CH: LE51954F L 254PLCCOI507
VIV G IAVS.CoM

500034, Telangana, India

aaii®drreddys.com



Qe Dr. Reddy's Laboratories Ltd.

Dr. Reddy,s ‘... 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

CEPTUOUKAT AHAJIU3A
Page Sof 5/Crp.5u3 5

Product : Nise tablets 100 mg
Mpoayxr  : Haii3®, Tabaerku 100 mr
Batch No / : V2301987 Batch Quantity / : 5000000 tablets /
Cepns Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001693630 Date of Analysis / : 10.10.2023
AHaJHTHYECKHT oTdeT Ne | MaTa ananu3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jata nponssoacTea T'ozen go (BKJT)
Analysis performed according to ND / Auanus nposexen no HJ[; I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

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

API manufacturer batch number / NMS/13070710

Homep cepun nponzsogurenss ADC:

FP Manufacturer API Batch number /

Homep cepuu cy6eTannun npoussogutess I'JID: FEQIID08S

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

Ipoussoguresr ADC, crpaHa: Aaptu pars JIta., Uaaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IponykT cootBeTcTBYeT TpebosanusM HJ| 3axnouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager, / Executive /
IToaroroneHo: W IlpoBepeno: Pardeep Kumar Onobpeno: MeHemxep A PyxoBoauteng
Rama Kant i [ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.12.2023 Hara: 29.12.2023 JaTa: 29.12.2023

Registzrodl Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4909 2900, Fax: +32 40 4900 2959, Email: mait@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



