Dr.Reddy's Qf‘

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

CEPTU®UKAT AHATIU3A
Product : Nise gel 1%
IIponykT : Haiia”, rens nis HapykHoro npumenenns 1% |
Batch No / : V230563 Batch Quantity / : 24000.0 units /
Cepus Ne O6beM napTHH 24000.0 eanHHLY
Analytical Report No / : 890001691294 Date of Analysis / : 29.09.2023 1
Apanurudecknii oTyeT Ne JlaTa aHa/aH3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
| laTa TPOH3BOACTEA T'onesn 10
Analysis performed according ND / Ananus nposesiext mo HJI: JITI-Ne(001198)-(PI™-RU)-290323

@ Test / [Tokazarens Result / Pe3ynbTathl Specification / Hopma

1  |Description / Onucanue Homogenous light yellow clear gel | Homogenous light yellow to yellow clear
free from particulate matter / gel, free from particulate matter /
OgHOPOXHBIH Npo3pauHkli rejb OnHOpOAHBIA NPO3pauHbli TeNb  OT
CBCTJIO-KEJITOrO LBETA, CBOOOAHBIA [CBETJIO-XENTOrO O DJKENTOrO  LIBETa,
OT MMOCTOPOHHHMX YaCTHLI. CBOOOAHBIH OT TOCTOPOHHMX YACTHIL.

2 |Identification by HPLC/ Complies as prescribed / The retention time of the main peak in the;

WUnentudukanus (BOXKX)  [CooreercrByet TpeboBaHusM chromatogram of test solution should
Icorrespond to the retention time of the main
]peak in the chromatogram of nimesulide
reference standard solution (section Assay)
/ Bpemsl yIepXXHBaHNsI OCHOBHOTO ITHKA HA
XpOMaTOrpaMMe HCIBITYEMOro  pacTBOpa
IOJDKHO  COOTBETCTBOBATh BpEMEHH
yAEepKUBaHHA  OCHOBHOrO  IIHKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHJapTHOrO
o6pazna HHMeECYnLa (paznen
«KonuyecTtBeHHOE OHDCHCJICEP_I_C_)_))

3 | Weight of package content 51g/51r According to the requirements. Not less
Macca cozepXKuMoro than 50 g / B coOTBETCIBHM C
y1aKOBKU tpeboBauusamu. He menee 50 T

4 pH Between 4.6 and 6.0 / Ot 4,6 1o 6,0

5 Related substances /PoAcTBEHHBIE TPUMECH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoAYKT COOTBETCTBYET TpeboBaHuaM HJI 3akawuenne: OJOBPEHO B
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarotobiaerro: Iposepenio: Himeeh Kumar Onobpeno: Menesxep / PyroBoautess
Pardeep Kumar L‘::L: C}L——’Q_—_—L Abhishek Chauhan \
Reprint Date / Reprint ate / Reprint Duwe /

Hata: 29.09.2023 Iara: 29.09.2023 Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4300 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUPUKAT AHAJIM3A
Product : Nise gel 1%
IIpogyxr  : Haiia”, resib anst BapyxHoro npiumenenns 1%
Batch No/ : V230563 Batch Quantity / : 24000.0 units /
Cepus Ne O0bem NaApTHH 24000.0 exuaHIx
Analytical Report No / : 890001691294 Date of Analysis / : 29.09.2023
AHAXMTHYECKHIE oTUeT Ne JlaTa aHaJaM3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npoH3BOACTRA I'osten 10
Analysis performed according ND / Ananus nposegen mo HJI: JITT-No(001 198)-(PT-RU)-290323

1) Impurity A /Ilpumecs A

?) Impurity B / IIpumecs B

3) Impurity C/ ITpumecs C

4) Impurity D / Ilpamece D

5) Impurity E / IIpumecs E

6) Impurity F/IIpumecs F

7) Highest individual
unknown impurity /
EnuHuuHas
HeUAEHTHGUUMPOBaHHASA
TIpUMeECh

8) Total impurities /
CyMMa npumeceit

Not detected / He 06HapyxeHa

Below LOQ (LOQ = 0.04 %) / Haxe
npezena KoJU4eCTBEHHOro
onpenenenus (ITKO = 0.04%)

Not detected / He obHapyxkeHa

Not detected / He 06Hapy»)eHa

Not detected / He ob6HapyxeHa

Not detected / He 06HapyxeHa
Below LOQ (LOQ = 0.1%) / Hibxe

Tpefeia KOIHUECTBEHHOTO
onpeaenerns (JIKO = 0.1 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO OTpeeNIeHUs

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

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

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

4) Not more than 0.2 % / ue 6oitee 0,2 %
5) Not more than 0.2 % / ve 6onee 0,2 %
6) Not more than 0.2 % / He Gonee 0,2 %

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

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

Remarks : The Product conforms tc ND/

M pumeganue: [IpoaykT coorBeTcTBYeT TpeboBaHusaM HJ{

Conclusion : APPROVED /
3axiarouenne: OJJOGPEHO

Prepared by /
TTuproroBlgHL:

Pardeep Kumar ‘

Checked by /
Tpusepeny: Hieslh Kuinay

—

Approved by: Manager/Executive /

OuuGpenu. Meneuasdep / Fyrusvumiens
Abhishek Chauhan \

Reprint Date /
Jlarta: 29.09.2023

Reprint Date /
Hara: 29.09.2023

Reprint Date /
Jara: 29.09.2023

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
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CEPTUDUKAT AHATIUIA
muct : Nise gel 1%
IporyKT  : Haiiz", rens qus HapysxkHoro npumenerns 1%
Batch No / : V230563 Batch Quantity / : 24000.0 units /
Cepua Ne O6beM napruu 24000.0 enuHMLL
Analytical Report No / : 890001691294 Date of Analysis / : 29.09.2023
AunAnuTHYECKHIT oTyeT Ne JaTa ananuza
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTd npoN3BOACTBA Ionen 1o
|Analysis performed according ND / Ananus nposesen no HJL: JITT-No(001 198)-(PI'-R1J)-290323

6 [Microbial limits* /
MHKpoOHOIOrHYecKas
qucToTa*
Total viable aerobic microbial NA
count / O61Liee KOITHYECTBO Not more than 10* CFU/g /
MCA3HECTTOCOOHBIX a3pOOHBIX NA He Gonee 10° KOE/r
MHKPOOPraHH3MOB
Total combined yeast and Not more than 10' CFU/g /
molds count / O61wee yucio He Gonee 10" KOE/r
NPOMOKEBBIX U [IECHEBbIX
rpubos
Pseudomonas aeruginosa NA Should absent in 1 g/ OteytctBue B L r
Staphylococcus aureus NA Should absent in 1 g/ Orcyrcteue B 1 1
7 | Assay/ KomuuecTBeHHoe 10.25mg / 10.25mr Not less than 9.0 mg and not more than
oIpefeNeHue 11.0 mg of Ci3H2N20sS (nimesulide) in
one gram of gel. /
Or 9,0 pife] 11,0 Mr Ci3HizN20sS
(ruMecymin) B 1 r npenapara

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 Tyby 13 NaMHHHPOBAHHOTO ANIOMUHHHS, CHAOXEHHYIO MeMOpaHoH
U1 KOHTPOJIS TepBOro BCKphITHs. [1o 1 Ty6e B mauky KapTOHHYEO C
HHCTDPYKUHEH 10 MPUMEHEHHIO (MMCTKOM-BKIAJBIIIEM).

8 |Package/ YnakoBka

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpameuanne: [Tponykr cooTseTcTBYeT TpeboBauam HII 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonroToBncHo: ' Hposepenq: Ilimesh Kumar Onobpeno: Mcuenatp / Mykosoantesis
Pardeep Kumar 1 C:)L—’: Abhishek Chauhan

(= \,
Repriut Date / Repuiut Date / Repiiut Date /
JlaTa: 29.09.2023 Hara: 29.09.2023 Hara: 29.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNTU3A
Product : Nise gel 1%
[Ipoaykr  : Haiiz™, renp pns mapyxHoro npuvenenus 1%
Batch No/ : V230563 Batch Quantity / : 24000.0 units /
|Cepua No O6beM OapPTHH 24000.0 efuHu1y
Analytical Report No / : 890001691294 Date of Analysis / : 29.09.2023
AnanaTH4ecKHil oTyeT Ne JlaTa aHaaH3a
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npoR3BO/ICTEA T'opewn g0
Analysis performed according ND / Ananns uposenen mo HJL: JIT1-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. /
* TIpOBOJANTCA MPOU3BOAMTENEM FPH BBINYCKE NIEPHOANYECKH (C HHTEPRAIOM OJIHO MCTIbITaHHe Ha 20 cepui WM He MeHee 1 pa3a B

rox). [Nokasarens MoxeT O5ITh He BKJIFOUEH B CEPTH(MKAT aHANK3a (PUPMBL.

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

API manufacturer batch number / NMS/13070686

Homep cepun npoussogutenst APC:

FP Manufacturer API Batch number /

Homep ceprn cy6eranuun nponsBoguress [JID: AN

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpouseoautens ADC, cTpaHa: Aapry Jparc JItn., Unaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeqanue: INponykt cooreTcTBYET TpeboBanuaM HIT 3aknoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToproToRneHo: IIporepeno; Himesh Kumar Onobpero: Menemiep / Pyxoonurens
Pardeep Kumar Of’_, 9_4,_,’_————‘ * | Abhishek Chauhafl)L/\
Reprint Date / Reprint Date / Reprint Date / !
JaTa: 29.09.2023 Jlarta: 29.09.2023 Hata: 29.09.2023
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