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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
Page 1 of S/ Crp.1u35
Product Nise tablets 100 mg
Mpoayxr : Haita®, tabnetxu 100 mr
Batch No / 1 V2301200 Batch Quantity / : 5000000 tablets /
Cepust Ne Ofsem cepun 5000000 Tabnetrok
Analytical Report No / : 890001680811 Date of Analysis / : 16.08.2023
AHATHTHYECKIH 0THeT Ne Jara ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
Jlata npoussoacrsa Toaen mo (Bxim)

28,09.2022)

Analysis performed according to ND / Ananus nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 or

Ne Test / TlokasaTenn

Result / PesyasbTaThl

Specification / Hopma

[

1 | Description / Onncanne

Complies / CooTBercTByeT

Yellowish white round biconvex tablets with
smooth surface. / DBenesie ¢ IKENTOBaTHIM
OTTEHKOM KpYLJIble IBOSKOBBINIYKSIbIE TabNeTKH
C MIaaKoi OBEPXHOCTHIO,

2 Identification /
TloANHHHOCTD

Compiies / CooTBercTByer

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 yIep>KUBaHHSI OCHOBHOIO

NMKa Ha XpOMaTOrpaMMeé  MCIBITYEMOro
pacTBopa AOJDKHO COOTBETCTBOBATE BPEMEHH
YIEpXKHUBAaHHUA OCHOBHOTO nuka Ha
XPUMYIUIPAMME  PaCIBUPE  CLAHU4PI HOLY
obpasiia HUMECYNHAA (pa3men

«Konu4ecTBeHHOE ONpPENEICHHEN)

3 | Average weight and mass
uniformity / Cpeauas macca
M OXHOPOJHOCTH MACChI

311.6 mg/311.6 Mmr

Complies / CooTBeTcTBYET

310mg=50%/310mMr=5,0%

18/20 tablets —NMT =35 % /
18/20 Tabnerok — He 6onee = 5 %

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

4 |Dissolution / PacTBOpenue

99 %, 98 %, 98 %, 99 %, 99 %,
100 %,

Not less than 75 % (Q) of labeled amount of
C3H2N>0sS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
Mpupesanne: [Iponykr coorsercTryer tpedosanuam HJ|

Conclusion : APPROVED /
3axknwuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MToarorosaeHo: [Tposepeno: Saatdsh Kumar Onobpeno: Meremxep { Pyxosogutens
Pardeep Kumar Maurya ! N Abhishek Chauhan

P p— ,l
Reprint Date / Reprint Date / Reprint Date / ’
Hata: 16.08.2023 JlaTa: 16.08.2023 Jlata: 16.08.2023

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



Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddji,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HEKAT AHAJIM3A
Page20of 5/Crp.2 u3 5
Product : Nise tablets 100 mg
Jipopykr  : Haiis®, tabnerku 100 mr
Batch No / 1 V2301200 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 890001680811 Date of Analysis / : 16.08.2023
AHAJIHTHYECKHI oT4yeT Ne JlaTa aHaaH3a
Date of Manufacture / : Jul-2023 Date of Expiry / + Jun-2026
JlaTa mpon3BoacTBa Tonen po (BKa)
Analysis performed according to ND / Auaans nposexer mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
Ne Test / MoxasaTenn Result / Pe3syabTaThI Specification / Hopma

minutes / He menee 75 % (Q) ot
HoMuHanbHOTO coaepxaHus Ci3HpN-OsS
(HuMecynun) yepes 45 MUH.

5 |Water/ Boxa

3.5%

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

6 |Related substances / PoacTBenHbie IpUMecH

Impurity A / IIpumece A

Below LOQ (LOQ =0.0057%) /
Huwbke npepiena KOIMYECTBEHHOTO
onpenenerus (ITKO = 0.0057%)

Impurity B / [Ilpumecs B

0.04%

Impurity C / Ilpumecs C

Not detected / He o6HapyxeHa
Below LOD (LOD = 0.0049 %) /

NMT 0.20 % / He Gosnee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He fionee 0,20 %

LT RN TN Huoxe 1peyeny o6Hapyskenus ([10 =
0.0049 %

Impurity E / Ilpumecs E Not detected / e obHapykena NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpuvedanue: TTpOMYKT coaTReTCTRYET TRefinrarwam HT 3axmouenune: OQJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxgroroBneHo: TTpoeepeno: Santosh Kumar Onobpeno: Meueiep / Pykosoautens
Pardeep Kuma\r Ci—// Maurya @ Abhishek ChauhanL. (
Reprint Date / Reprint Date / Reprint Date / R
JHata: 16.08.2023 Jara: 16.08.2023 Jara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 25989, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘;‘

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

CEPTHOHKAT AHAJIM3A
Page3of S/Crp.3u3 5

Product Nise tablets 100 mg

Hpoayicr Haiia®, Tabnerkn 100 mr

Batch No / 1 V2301200 Batch Quantity / : 5000000 tablets /

Cepust Ne O6nbeM cepuu 5000000 Tabnerok
Analytical Report No / : 890001680811 Date of Analysis / : 16.08.2023
AHajuTHYecKHH oTueT No Hara aHanusa

Date of Manufacture / + Jul-2023 Date of Expiry / : Jun-2026

JaTa npoH3BoAcTBa T'oxen no (Bx.1)

Analysis performed according to ND / Ananns nposeaen no HJI: IT 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 / usm. Ne 3 ot
128.09.2022)

Ne Test / Moxasartenn Result / PesyabraTs! Specification / Hopma
Impurity F / Tlpumecs F Not detected / He o6Hapyxena NMT 0.20 % / He 6onee 0,20 %

Any unknown individual

NMT 0.20 % / He 6onee 0,20 %

L

JPOMOKERBIX H MIECHEBBIX
rpn6os

impurity / Enusinusas 0.02%
HeHJeHTHPULMpPYeMas
pUMech
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
TIpUMeceH
7 | Uniformity of dosage units / 20 Acceptance value (AV) should be not more
OaHopoaHoOCTh X03HPOBAHHA than 15.0 / TToxasatens npuemnemocth (AV)
‘nosmxed 6uITs He Gonee 15,0
8 |Microbial limits* / MuxpoGuonornueckan 9HcToTa* —
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6uwee yrcno He 6onee 1000 KOE/r
23p06HEIX MUKPOOPTaHW3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O61iuee uncno He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
Ipuneuanne: Ilpoayrt coornercroyet Tpobonaiisam HIT

Conclusion : APPROVED /
Jarmouenne: OJOLIEIIO

Prepared by / Checked by / Approved by: Manager / Executive /

IToarorosneHo: IIposepeno: Santosh Kumar Onobpero: Menemiep / PyxoBoguresns

Pardeep Kumar <;£:,. Maurya Abhishek Chauhan | ‘
o .

Reprint Date / Reprint Date / Reprint Date /

Hara: 16.08.2023 Hara: 16.08.2023 Hara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘?P.

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJII3A

Page4 of 5/ Crp.4u35

Product Nise tablets 100 mg

IMpogyxr = Haiiz®, Tabnerku 100 mr

Batch No/ 1 V2301200 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepHl 5000000 TabneTok
Analytical Report No / : 890001680811 Date of Analysis / + 16.08.2023
AHagHTHHeCKHi oTueT Ne Jlara adaau3a

Date of Manufacture / : Tul-2023 Date of Expiry / : Jun-2026

Jlara npoN3BoACTRA Topen ao (BK)

uam. Na 1 ot 08.06.2020, amend Ne

Analysis performed according to ND / Anamus nposexen mo HJL: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
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)
| Ne Test / Ilokazatednb Result/ PesyasTatsl Specification / Hopma
c) E. coli NA Shall be absent in 1g/
J{0/KHB OTCYTCTBOBATE B 1 T
9 | Assay/ KoanvecrsenHoe 100.5 mg/ 100.5 mr Not less than 90.0 mg and not more than
onpefeyeHue 110.0 mg Cj3H2N20sS Nimesulide in tablet /
Or 90,0ar »me 1100 mr  Ci13H1aN2OsS
(aumMecynun) B Tabnerke
10 |Package/ YnakoBKa 10 tablets in PV C/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. / [Mo 10 Tabnerok e |carton. / Tlo 10 TaBnerox B IIBX /
[IBX/amovunnesom bnuctepe. Ilo 3 |amomuuuesoM brucTepe. Mo 1, 2, 3 wm 10
GnucTepa BMeCTe C MHCTPYKUMeH o | GancTepos  BMecte  © HHCTpYKUKeH IO
[PHMCIIGIHIO B MKy KAPTOHHYH | IPHMEHEHHMIO B [a=Ky KapTOHHYIO.
11 |Labeling / MapxkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TPeOOBAHHAM B cootsetcTBuH ¢ HJI
12 |Storage conditions/ Store protected from light below 25°C / B JAMHIICHHOM OT CBETA MECTE MpH
XpaHenue Temneparype He Beine 25°C
| 13 | Shelf life / Cpox rogrocTH 3 years / 3 rona

year). The test can be absent in the Certificate of Analysis.
* Anaimz 7o mokasatemo «MukpoGuonoruyeckas HHCTOTa» MpPOBOAMTCA NPOM3BOMTENEM TIPH BEITYCKE MEPHOMUMECKH

(C MHTEpBaJIOM OIHO WCUBITAHME HA 20 cepuil unu He Menee 1 pasa B rox).

ananria QUpMBI.

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

IToka3aTens MOKeET ObITh HE BKIKOYCH B Ceprrduxar

Remarks : The Product conforms to ND /
HNpumeuanne: [IpoayKT COOTBETCTBYET tpedosannsM HI

Conclusion : APPROVED /
3axmouenne: QJJOBPEHO

Jara: 16.08.2023

Prepared by / Checked by / Approved by: Muuager / Lxccutive /
[ToaroToBNeHO: (i// TTposepero: Santosh Kumar Onobpeno: Menemkep A Pykosoauteas
Pardeep Kumar Maurya : Abhishek Chauhan

= . N
Reprint Date / Reprint Date / Reprint Date / !

TlaTa: 16.08.2023

Jlata: 16.08.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2899, Email: mail@drreddys.com

CIN: L85135AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘f‘

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

CEPTHOHKAT AHAJINBA

Page5of S/ Crp.5u35

Product : Nise tablets 100 mg
Tponysr  : Haila®, tabnetkn 100 mr

JlaTa npoH3BoaCTBA

Batch No / 1 V2301200 Batch Quantity / : 5000000 tablets /
Cepns Ne OGbem cepun 5000000 TabneTok
Analytical Report No / : 890001680811 Date of Analysis / : 16.08.2023
AHaauTHYECKNIT 0TYeT Ne JlaTa aHanu3a

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026

Toaen ao (BKa)

Analysis performed according to ND / Auanus nposeaen no HJI: IT N012824/03-140119 (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 / n3m. Ne 3 or

28.09.2022) B
API name (INN) / A®C (MHH): Nimesulide / Humecynua

API manufacturcr batch number / NMS/13050475, NMS/13050477
Homep cepnn npoussoauress APC:

FP Manufacturer API Batch number /

Hosep cepun eyGerannnn nponssoanrenn LJID: FEQA00260, FEQA00261

API Manufactured by & country / Aarti Drugs Ltd., India /
Hponzsoaurens ADC, erpana: Aapra pars Jita., Uunmus

Remarks : The Product conforms to ND /
Tipumesanue: TIponykT cooTrercrayeT Tpedosanuam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by /

[MToxrorosieHo: o ITposepeno: Santosh Kumar
Pardeep Kumar C&—/ Maurya ¢ L
DL

—

Approved by: Manager / Executive /

Ofiobpeno: Meiemkep / Pykosoaurens:
Abliishek Chauhan Ir' {
L

Reprint Date / Reprint Date /
Hara: 16.08.2023 Jarta: 16.08.2023

Reprint Date / - 1
JHara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1S84PLC004507

www.drreddys.com



