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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
CEPTUPUKAT AHAJTUSA

Product : Nise gel

Hpoayxr : Haiis®, rens Juis HapyXXHOro NpuMeHeHus 1%

Batch No / : V220149 Batch Quantity / : 22631 units /
Cepns Ne O0bem napTuu 22631 enuHUL
Analytical Report No / : 890001583971 Date of Analysis / : 09.04.2022
AvaJuTHYecKHii oTuer Ne JlaTa aHanu3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BoAcTBA TI'onen a0

Analysis performed according ND / Ananu3 nposeaen o HJ: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 or 13.01.2022)

Ne  [Test /Tlokasartens

Result / PesynbTathl Specification / Hopma

1 Description / Onucanne

Homogenous light yellow Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / OnHopoHeI# npo3paynblii / OnHOPOAHBI NpO3pauHbIl  Treilb  OT

renb CBETIIO-KENTOrO IIBETa,  CBETIO-KENTOr0 10 JKEJITOro  IBETa,
¢B00OHBIH OT IOCTOPOHHUX  CBOOOJHBIH OT IOCTOPOHHHUX YACTHII.

2 Identification by HPLC/
[TopnuHHOCTD

YaCTHLI
Complies as prescribed / The retention time of the major peak in the
CooTBeTCTBYET TPeOOBaHUAM chromatogram of the sample preparation

corresponds to that in the standard
preparation under assay / Bpewms
YAEpKMBaHHS  OCHOBHOTO  IHKa  Ha
XpoOMaTorpaMme HCIBITYEMOrO pacTBOpa
OJDKHO COOTBETCTBOBATh BpEMEeHH
yACpXUBAaHUS IMKAa Ha XpOMAarorpamme
CTaHIApPTHOrO  pacTBOpa  HUMECYIMZA
(paznen «KoauyecTBEHHOE ONpEeieNIeHHE)

3 Weight of package content
Macca conepKumoro

51g/51r In according to Rus. Ph.Not less than
50.0 g / B cooTBeTCTBHH C TpeOOBaHUAMHU
['® P®. He menee 50,0

yIAKOBKH
4 pH 56 Between 4.6 and 6.0 / ot 4,6 110 6,0
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanune: ITponykt cootBeTcTBYeT TpeboBaHuaM HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MogrotosneHo: Ankit Iposepeno; Ramak’ram Onobpeno: Menemkep / PykeBoauTes
Pavan Kumar Sharma 44—
(A Q“‘\"y =
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.04.2022 HMara: 09.04.2022 Hata: 09.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
Product : Nise gel
Iponykr : Haiis®, rens Ans HapyKHOro npuMeHeHus 1%
Batch No / : V220149 Batch Quantity / : 22631 units /
Cepust Ne OGbem mapTun 22631 egunuly
Analytical Report No / : 890001583971 Date of Analysis / : 09.04.2022
AHanuTHYecKHH oT4eT No JlaTta ananusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npoM3BoACTBa I'ogen go

Analysis performed according ND / Anann3 npogexen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3sm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5

Related substances /PoncTBeHHBIe MpUMecH

1) Impurity A / Tlpumecs A

Not detected / He obHapyxeHa

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

2) Impurity B / [Ipumecs B

Below LOQ (LOQ = 0.04 %) /
Hibxe npenena KonM4ecTBEHHOTO
onpenesnenus (ITKO = 0.04 %)

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

3) Impurity C/ IIpumecs C

Not detected / He o6HapyxeHa

3) Not more than 0.2 % / ne 601ee 0,2 %

4) Impurity D / Hpumecs D

Not detected / He oOHapykeHa

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

5) Impurity E / [Ipumecs E
6) Impurity F / [Ipumech F

7) Highest individual
unknown impurity /
Enunnynas

IIPHMECh
8) Total impurities /
CymMa npuMeceit

HEHUJICHTH GULIHPOBaHHAS

Not detected / He obHapykeHa

‘Not detected / He 0GHapyseHa

Below LOQ (LOQ = 0.1 %) / Huxe
npeJieNia KONTHYeCTBEHHOTO
onpenenenus (IIKO = 0.1 %)

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

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

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

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpe/e/ICHHS

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

Remarks : The Product conforms to ND/

IIpumeuanne: ITponykt coorBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
Jaxnouenne: OJJOBPEHO

Checked by /
IlposepeHo:

Prepared by /
MoprotoBneHo: Ankit

A

nakant

Gig

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoairelis
Pavan Kumar Sharma  {e——=

=

Reprint Date /
Hara: 09.04.202

Reprint Date /
Oata: 09.04.2022

2

Reprint Date /
Jara: 09.04.2022
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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 AHATTU3A

Product : Nise gel
Mpoayxr : Haiis®, reab jist HapyKHOTO npuMeHeHNs 1%

Batch No / : V220149 Batch Quantity / : 22631 units /
Cepust Ne O6beM NapTHH 22631 epuHuny
Analytical Report No/ : 890001583971 Date of Analysis / : 09.04.2022
AHanuTH4eckuii oTueT No Jlara aHaaM3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BoAcTBa I'open go

Analysis performed according ND / Anasnus nposeaen mo H/: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6 | Microbial limits /
MukpoOnoiorsyecKkas
qICTOTA |
Total aerobic microbial count
/ O6111ee 4icio a3poOHBIX Less than 10 CFU/g/ Not more than 100 CFU/g/
IMUKpOOpPraHM3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / O6uiee yucio Less than 10 CFU/g/ Not more than 10 CFU/g/
NPOKIKEBBIX M IJIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpibos
S.aureus Absent in 1 g/ OtcyrctByet B It Should absent in 1 g/ OtcytcTeue B 1r
P.aeruginosa Absent in 1 g/ Orcyrersyer B Ir Should absent in 1 g/ OtcyTcTBUE B Ir
7 Assay / KonnuecTBeHHOE 10.14 mg/ 10.14 mr Not less than 9.0 Iﬁg and not more than
orpeneiieHue 11.0 mg of C,3H2N205S Nimesulide in
one gram of gel. /
' ot 9,0 70 11,0 Mr C3H2N:058
(Humecynuia) B 1 r mpenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: [Iponykt cootBercTByeT TpedoBannam HIL 3axkmouenne: OJJOBPEHO

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

MoprotoeneHo: Ankit [Tposepeno: Ramakant Ono6peno: Menemkep / Pykooantens
@/ (;Rw L&(QN{ Pavan Kumar Sharma . 7

Reprint Date / Reprint Date / Reprint Date /

[ata: 09.04.2022 Jlara: 09.04.2022 Jlata: 09.04.2022
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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

CEPTUOUKAT AHAITU3A
Product : Nise gel
Hpoaykr : Haii3®, rens ans HapyxHOro npuMeHeHust 1%
Batch No / 1 V220149 Batch Quantity / : 22631 units /
Cepns No O06bem naprun 22631 equHUL
Analytical Report No / : 890001583971 Date of Analysis / : 09.04.2022
AHanuTHYecKkuH oT4deT Ne JlaTa aHanu3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npou3sBoACTBA TI'ogen go

Analysis performed according ND / Anasn3 npoBeaen mo H/I: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3am. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8 Package / Ynakorka 50 gin a laminated aluminum tube |20 g, 50 g or 100 g in a laminated
equipped with tamper-evident aluminum tube equipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B TYOY u3 Mo 20 r, 50 r unu 100 r B TyOYy K3
NaMHHHPOBAHHOTO ATIOMHHHS, NTaMUHHPOBAHHOTO AJIFOMUHHS,
cHabeHHyo MeMOpaHOH A cHabxeHHY10 MeMOpaHOH Ast KOHTPOJIS
KOHTpOIIs nepBoro BekphIThd. ITo 1 nepsoro Bckpeitus. [To 1 Tybe B nauky
Tybe B Mauky KapTOHHYIO C KapTOHHYIO ¢ HHCTPYKIHEH Mo
MHCTPYKIHEil MO TPUMEHEHHIO TIPHMEHEHHIO

9 | Labeling / MapkupoBka According to ND / B cootsetcTBrE ¢ HJJ o

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Boimie 25 °C.

XpaHeHue He 3amopaxuBaTs.

11 Shelf life / Cpok rognoct#t 2 years / 2 roga

Remarks : The Product conforms to ND/
IIpumeuarue: [IponyxT cooTBeTcTBYET TpeboBaHusM HJ|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
MNoaroToBneHo: Ankit

(K

Checked by /
ITpoBepeno: Ramakant

S

Approved by: Manager/Executive /
Onobpeno: Menemxkep / P)?KOBOI[HT&JII:
Pavan Kumar Sharma /,IQ»/L/ﬂ

-

Reprint Date /
[ata: 09.04.2022

Reprint Date /
Hara: 09.04.2022

Reprint Date /
JHata: 09.04.2022
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