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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Product Nise gel 1%

IIpoaykr : Haiiz®, renb juist HapyxHoro npumeHeHus 1%

Batch No / : V230690 Batch Quantity / : 24000.0 units /

Cepus Ne O06BbeM MapTHH 24000.0 enuHnL N
Analytical Report No / : 890001691296 Date of Analysis / : 29.09.2023
AHanuTHYecKHii oTyeT No Jata anayinza

Date of Manufacture / : 0972023 Date of Expiry / : 08/2026

JlaTa npou3BoACTBA Fopen o

Analysis performed according ND / Anajn3 nposeaen mo HJI: JITT-Ne(001198)-(PI'-RU)-290323

Ne |Test / [lokazatens

Result / Pe3ynbTaThl

Specification / Hopma

1 |Description/ Onucanue

free from particulate matter /

OT IMMOCTOPOHHUX YaCTUL.

Homogenous light yellow clear gel

OnHOPOIHBINA NpO3pauHbIil rellb
CBETJIO-XKEJITOro 1BEeTa, CBOOOAHbIH

Homogenous light yellow to yellow clear

gel, free from particulate matter /
OpHOpOAHBIM TNpo3pauHbli  renb  OT
CBETJIO-KENTOr0 JIO JKEITOTO LBETA,
CBOGO/HELH OT MOCTOPOHHUX YaCTHULL.

2 |Identification by HPLC /
Hnentndukanus (BOXKX)

Complies _as_prescribed /

CoOTBETCTBYET TPeOOBAHUSIM

The retention time of the main peak in the
|chromatogram of test solution should
icorrespond to the retention time of the main
|peak in the chromatogram of nimesulide
reference standard solution (section Assay)
/ BpeMmsi yiep)kMBaHus OCHOBHOTO IHKa Hal
[xpoMaTorpaMMe HCIIBITYEMOTO pacTBOpA|
NOJDKHO  COOTBETCTBOBaTh  BpPEMEHH|
yIep>KMBaHWS ~ OCHOBHOTO  TNHKAa  Ha
IXpoMaTorpaMMme pacTBopa CTaHIApTHOTO
obpazia HUMECYJIHIA (paznen
«KonnuecTBeHHOE ONpeieIeHUE)

3 | Weight of package content S5lg/5lr According to the requirements. Not less
Macca coaepxumoro than 50 g / B cOOTBETCTBMH C
YIIAKOBKH TpeboBanmamMU. He meHee 50 T

4 |pH 5.7 Between 4.6 and 6.0 / Ot 4,6 10 6,0

Related substances /PoacTBeHHbIe pUMECH

Remarks : The Product conforms to ND/

IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmawuenne: OJJOBPEHO

Iata: 23.01.2024

Hara: 23.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
l'lonromijg\zﬁ : ITpoeepeno: Santosh Kumar Ono6peno: Menemxep / Py;coaomwcnb
Anjali )&// Maurya @'\2 Manoj Kumar %\J’_
Reprint Datc / Reprint Date / Reprint Date /

JHata: 23.01.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, indiz

Tel: +97 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1984PLCOCAS507
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A
Product : Nisegel 1%
Hpoaykr : Haiiz®, ress ans Hapy>xHoro npumexenus 1%
Batch No/ : V230690 Batch Quantity / : 24000.0 units /
Cepust Ne O0bem napTHH 24000.0 equany
Analytical Report No / : 890001691296 Date of Analysis / : 29.09.2023

JlaTa anajgmnza

Date of Manufacture /
JlaTa npousBoACTBA

: 0972023

Date of Expiry /
I'onen no

: 08/2026

Analysis performed according ND / Anasu3 nposesen mo HJL: JITI-Ne(001198)~(PI'-RU)-290323

1) Impurity A / llpumecs A

?) Impurity B / IIpumecs B

3) Impurity C/Ilpumecs C

4) Impurity D / [Ipamecs D

5) Impurity E / Ilpumecs E

6) Impurity F / IIpumeck F

7) Highest individual
unknown impurity /
Ennnnyzas

HeUJIeHTH QUITMPOBaHHas
IPUMECH

8) Total impurities /
CyMMma npumecer

Not detected / He 0OHapyxeHa

%)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / ne o6HapyxeHa

Not detected / He o6HapyxeHa

0.12%

0.1%

Below LOD (LOD = 0.01%) / Huxe
npenena obnapyxenus (110 = 0.01

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

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

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

4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %
6) Not more than 0.2 % / He 6o1ee 0,2 %

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTseTcTBYeT Tpebosanusam H/

Conclusion : APPROVED /
Zaxkmouenne: OJIOBPEHO

Prepared by / Checked by /
[TonroTos EHO'\‘ IIpoeepeHo: Santosh Kumar
Anjali fb./to;j,/ Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoantennb
Manoj Kumar e |

i W LEe

Reprint Dato /
Iara: 23.01.2024

Roprint Dato /
Jara: 23.01.2024

Reprint Date /
Hara: 23.01.2024

Registered Office: 3-2-237, Road No. 3, Banjara Hills, Hyderahad - 500024, Telangana, India
Tel 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLCOCA507
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nisegel 1%
IponyxT Haiis”, renp s HapyxHOro npuMeHenus 1%
Batch No / : V230690 Batch Quantity / : 24000.0 units /
Cepus No O6BeM NapTHH 24000.0 exuHUn
Analytical Report No / : 890001691296 Date of Analysis / : 29.09.2023
AnajiaTHYeCKHH oTueT Ne JlaTa ananmnsa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoAcTBA I'onen go

Analysis performed according ND / Anasus nposeaen no H: JITI-Ne(001198)-(PI'-RU)-290323

6 Microbial limits* /

Muxkpobuonoruyeckas
yucroTa*

Total viable aerobic microbial
count / ObIiee KOMHYECTBO
PKU3HECIIOCOOHBIX a3pOOHBIX
MHKPOOpPTaHH3MOB

Total combined yeast and
molds count / O61mee yncno
IPOMOKEBBIX U MIIECHEBBIX
rpuboB

[Pseudomonas aeruginosa

Staphylococcus aureus

NA

NA

NA
NA

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

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

Should absent in 1 g/ OtcyTcTBHE B 1 T

Should absent in 1 g/ OtcyrcTBHe B 1 T

7 | Assay/ KomnuuecTBeHHOE
onpeeneHue

10.21mg / 10.21mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N20sS (nimesulide) in
one gram of gel. /

Ot 9,0 J0 11,0 Mmr C3H12N,0sS
I'(HI/IMech'II/II[) B 1 r mpenapara

8 Package / YnakoBka

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

ITo 50 r B Ty6Y M3 NaMUHHUPOBAHHOIO AJIFOMUHMUS, CHAOXKEHHYIO MeMOpaHoH
IUIsl KOHTpPOJIS fiepBoro BekpbiTUsl. [1o 1 Ty6e B nauky KapTOHHYIO C
UHCTPYKHHEH 10 MPUMEHEHHIO (JINCTKOM-BKJIAJIBIIIEM).

|
I
|

Remarks : The Product conforms to ND/

IIpumeuanne: [poaykT coorBeTcTBYET TpeboBanussm HJT

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosiieHo: . [Tposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoanrens
Anjali -A A Maurya Manoj Kumar @5‘1—
Reprint Date / Reprint Date / Reprint Date /

Hara: 23.01.2024 Hara: 23.01.2024 Jara: 23.01.2024

Repistered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
Tel: +91 40 4500 2900, Fax: +91 404500 2999, Email: mail@drreddys.com
CIN: LR5195AP19S4PLLED04507
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A
Product : Nisegel 1%
Ipoaykr : Haiis®, ress st HapyKHOro NpuMeHeHHs 1%
Batch No / : V230690 Batch Quantity / : 24000.0 units /
Cepus No O6bem napTHH 24000.0 enuaNL
Analytical Report No / : 890001691296 Date of Analysis / : 29.09.2023
AHanuTH4YecKHii oT4yeT Ne Jata anannsa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npon3BojcTBa T'ogen o
Analysis performed according ND / Anaau3 nposexes nmo HJI: JIIT-Ne(001198)-(PI™-RU)-290323

* 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. /
* IIpOoBOAMTCS NIPOM3BOAMTENEM TIPHU BBIMYCKE EPUONUYECKH (C HHTEPBAJIOM OJHO HCTbITaHHe Ha 20 cepuil WK He MeHee 1 pasa B

rox). [Tokazarens MoxeT ObITh HE BKIIOYEH B CEpTU(HUKAT aHaTH3a QUPMBIL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070686
Howmep cepun npomssoantenss ADC:
FP Manufacturer API Batch number /
Homep cepun cyocTanmuu npouzBoantes I'JID: EEQE0SYY
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouspoaurens ADC, cTpana: Aaptu [parc Jita., Maausg
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cootBeTcTBYET Tpeboanusm HJT 3axkawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneHo: l§ S§ o IIpoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonurens
Anjali Maurya ‘ Manoj Kumar

/
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.01.2024 Jara: 23.01.2024 Hara: 23.01.2024

Rezistared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 50 4500 2900, Fax: +91 40 4800 2999, Emait: mail@drreddyvz.com
CIN: L85195AP1884PLCO0A507
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