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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

CEPTUDUKAT AHAT3A
Product : Nisegel 1%
IIpoayxr Haii3", rens ans napyxsoro npumesenns 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepun Ne O0BeM pApTHH 60000.00 egnaAL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AHANIMTHYECKHH oTYeT No JlaTa ananusa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
JlaTa npoM3ROJCTBA Tonen no
Analysis performed according ND / Anajiu3s nposenen mo HJL: JITI-Ne(001 198)-(PT-RU)-290323

No |Test / TToxazarens

Result / Pe3yabTaTs!

' Specification / Hopma

1  |Description / OnucaHne

free from particulate matter /

bKENTOro LBETa, CBOOOHBIA OT
[TOCTOPOHHMX YaCTHIL

[Homogenous yellow transparent gel | Homogenous light yellow to yellow

{OHOPOMHbIH NPO3PaYHBbIH relib

transparent gel, free from particulate matter
/ OJHOpOAHBIA NpO3pauHbli rene oT
CBETHO-KENTOro [0  KENTOro  ILIBETA,
cBODOJIHB!H OT NOCTOPOHHMX YACTHIL,

2 |Identification by HPLC /
Hpentudukauns (BIXKX)

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHMAM

| The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
Bpems yHepkHBaHUs OCHOBHOTO NHKa Ha
XpoMaTorpaMMe WCIBITYEMOro  pacTBopa

JIOMKHO COOTBETCTBOBATH BpemMeHH
YHAEPXKHBaHHA OCHOBHOTI'O HKa Ha
XpOMAaTOrpaMMe pacTBOpa CTaHJapTHOTro
obpasua HUMECYTHIA (pazaen

«IKonuuecTREHHOE OTPE/ICNICHHE)

3 | Weight of package content 20g/20r According to the requirements. Not less
Macca coaepXKUMOoro ithan 20 g / B COOTBEICTBHH C
[YIaKOBKH {I‘peﬁOBaHHHMH. He meree 20 T

4 | pll 5.2 Retween A G and 6 0/ Or 4,6 10 A0

Remarks - The Pradnet rnnfarms to NTY/
IIpumeuanue: [IpoayKT cOOTBETCTBYET TpeboaHusam HIT

Conclusion : APPROVED
3axmoyenne: QJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[JoororoBneHo: ITposepeHo: Santosh Kumar Ono6peno: Menemxep / PykoBonutens
Tanuja Sharma Maurya Kusum Lata . \X‘ ) 2
Reprint Date / Reprint Date / Reprint Date /

Jlata: 23.10.2023

Jara: 23.10.2023

JHara: 23.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 1900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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

CEPTUDUKAT AHATIN3A
Product : Nise gel 1%
Tpoayxt Haiiz”, rens a4 HapyxkHoro npuvesesns 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepus Ne O6bem napTHH 60000.00 equsnL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AHAIATHYCCKHIT 0THeT No JHara aHaju3a
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
Jara npoH3BoiCTBA Tojen 1o
Analysis performed according ND / Ananus nposejied mo HJI: JITI-Ns(001198)-(PT-RU)-290323

1

5 |Relaled substances /PoaCTBEHHBIC NPUMECH

1) Impurity A / ITpumecs A

2) Impurity B / ITpamecs B

3) Impurity C / [Tpumecs C

4) Impurity D / IIpumecs D
5) Impurity E / [Tpumecs E

6) Impurity F / [Tpumecs F

Below LOD (LOD =0.02 %) / Hinxe

1) Not more than 0.2 % / He 6onee 0,2 %

npeaeiia o6Hapyxenus (110 =
0.02%)
0.04%

npenena o6Hapyxerus (IO =
0.01%)

Not detected / He o6Hapyx)eHa
Not detected / He o6HapyxeHa

Not detected / He obHapysxena

Below LOD (LOD =0.01 %) / Huxe3) Not more than 0.2 % / He 6onee 0,2 %

2) Not more than 0.2 % / ne 6onee 0,2 %

4) Not more than 0.2 % / He 6onee 0,2 %

5) Not more than 0.2 % / e 6onee 0,2 %

5) Not more than 0.2 % / ue 6onee 0,2 %

7) Highest individual 0.11%
unknown impurity / ik 7) Not more than 0.2 % / we 6onee 0,2 %
EaunnyHas
HenIeHTHOHINPOBAHHAS -
IpEMech
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeganne: [poayKT COOTBETCTBYET tpefosanuam HJT 3akaouenne: ONOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: ITposepexo: Santpsh Kumar Onobpeno: Menemxep / PykoBOAHTEb
Tanuja Sh . M {ﬁlk-’ K Lat 2
nuja Sharma (jo/ aurya & usum Lata .\_\3‘ _:\_C/’
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 23.10.2023 Hara: 23.10.2023 Jlara: 23.10.2023
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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

CEPTUDUKAT AHATIU3A
Product : Nise gel 1%
Mponyxr : Haiis”, rens ans mapyxuoro npuverenns 1%
Batch No / : V230754 Batch Quantity / : 60000.00 units /
Cepusa Ne Ob6nem napTut 60000.00 emnuMUL
Analytical Report No / : 890001695007 Date of Analysis / + 23.10.2023
AmaanTruecknii oTaeT N Jata apanusa
Date of Manufacture / : 09-2023 Date of Expiry / : 08-2026
[ JaTa npox3BoAcTBa Tomen go
Analysis performed according ND / Anann3s nposeges no HJ[: JITT-Ne(001198)-(P[-RU)-290323

8) Total impurities / 0.2%

Cymma npuMeceit

}8) Not more than 1.5 % / He 6onee 1,5 %

16 Microbial limits* /

MukpobHronornueckas
ypcToTa*

Total viable aerobic microbial
count / O6111ee KOIUIECTBO
DPKM3HECITOCOOHBIX adpO6HBIX
MHKPOOPTaHH3MOB

Total combined yeast and
molds count / O61uee uucno
POXKKEBBIX U ILIECHEBBIX
rpu6oB

20 CFU/g/
20 KOE/r

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

|
Not more than 10* CFU/g /
He 6onee 10> KOE/r

Not more than 10' CFU/g/
He 6onee 10' KOE/r

IPseudomonas aeruginosa

Staphylococcus aureus

lAbsent in 1 g/ OtcyrcTByeT B1r
Absent in 1 g/ Otcyrcryer B L T

Should absent in 1 g/ OtcyTcTBHe B 1T

Should absent in 1 g/ OrcytetBHe B 1T

7 | Assay/ KonuuecTBeHHOE

10.09 mg / 10.09 mMr

| Not less than 9.0 mg and not more than

OIIPEOCIICHUE

[11.0 mg of Ci3H2N>0sS (nimesulide) in
one gram of gel. /

Or 9,0 pile] 11,0 MI C13H12N2058
(Hmvecynun) v 1 © npemapata

Remarks : The Product conforms to ND/
Ilpumenamie: ITpoaykT cooTReTCTRYET Tpebopanmam HIT

Conclusion : APPROVED /
3armwouenne: OJOBPEHQO

JlaTta: 23.10.2023

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

TlonroroBieHo: IIposepeno: Santosh Kumar Opo6peno: Menemxep / PykosoauTens
j S - M K t w o )

Tanuja Sharma (ﬂ aurya @\, usum Lata 4\:\; &F" g

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.10.2023

JlaTa: 23.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUNKAT AHAJTU3A
Product : Nisegel 1%
IMpoaykr : Haiiz™, rens ans wapysioro npumenenns 1%
BatchNo / : V230754 Batch Quantity / : 60000.00 units /
Cepun Ne Q0beM napTHH 60000.00 eguHHKL
Analytical Report No / : 890001695007 Date of Analysis / : 23.10.2023
AualnTHyeckuii oTyeT Nt Jara anaxmsa
Date of Manufacture / : 09-2023 ' Date of Expiry / : 08-2026
JIaTa 1poM3BOACTEA I'onen no
Analysis performed according ND / Arann3 nposenen mo HJI: JITT-Ne(001198)-(PI-RU)-290323

8 |Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

[1a'20 r B Ty6y M3 NTaMHHMPOBAHHOTO AMIOMHHNS, CHAOKEHHYI0 MeMOpaHOM 11t
KOHTpOJS nepsoro BekpeiTHA. [To 1 Tybe B mauky KapTOHHYIO C HHCTPYKUHEH
10 NPHUMEHEHHIO (JIMCTKOM-BKJIA/IBILIEM).

* It is carried out by the manufacturer at release periodically (with an interval of one test for 20 series or at least 1 time per
year). The test can be absent in the certificate of analysis of manufacturer. /

* [IpOBOAMTCS POH3BOAMTENEM MPH BBIITYCKE NEPHOANYECKH (C HHTEPBAJIOM OIHO HCnbITalHe Ha 20 cepuit Uil He MeHee 1 pasa B
ropn). IToxa3atens MOXKET OBITh He BKIIFOUEH B CEpTH(HKAT aHATH3a QHPMBI.

API name (INN) / A®C (MHH): Nimesulide / Humecynuz
API manufacturer batch number / NMS/13070688
Howmep cepun npousoauteas ADC:
FP Manufacturer API Batch number /
Homep cepuH cyocTannuu npou3Boaures I'JID: BB
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoautenb ADC, crpana: Aapru lparc JIta., Unaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeganue: ITpoaykT cooTseTcTBYET TpeboBanusam HJT 3akaouerne: OJIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosneHo: ITposepeno: Santosh Kumar Onobpeno: Meremxep / Pykosoautens
Tanuja Sharma Maurya Kusum Lata “ N

i e (B SN
Reprint Date / Reprint Date / Reprint Date /
Jara; 23.10.2023 Jara: 23.10.2023 Hata: 23.10.2023
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