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

CEPTUD®UKAT AHATIU3A
Product : Nise gel )
Ilpoaykr Haiia®, resib At HApYkHOrO npumenenis 1%
Batch No/ : V220646 Batch Quantity / : 22649.00 units /
Cepust No O0BbeM napTHi 22649.00 enuHIL,
Analytical Report No / : 040001624813 Date of Analysis / : 25.08.2022
AHanuTH4ecKuii oTueT Ne JlaTa anannsa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npoH3BOJICTBA Iojen 10

Analysis performed a
|from 16.09.2020, amend Ne

ccording ND / Ananus nposegen no HJL: I1 N012824/02-100320 (amend Ne 1
2 from 13.01.2022 / uam. Ne 1 o1 16.09.2020, u3m. Ne 2 o1 13.01.2022)

|

Ne

h.)i

Test / ITokazaTtens

Description / Onucaune

YacTHII.

Result / PesynbTatsl
Homogenous transparent light
yellow gel,free from particulate transparent gel, free from particulate matter
matter / OHOPOAHbIH npo3pauHblii /  OnHOPOAHbIH npo3paulblii rejap OT
resb CBETIIO-XKENTOro LBETa,
cBOOOHBIH OT MOCTOPOHHHKX

~ Specification / Hopma ]
Homogenous light yellow to yellow

CBETJIO-XKEJNTOro A0  JKENTOro  LBETa,
cBOOOHDBIH OT MOCTOPOHHMX HaCTULL.

Identification by HPLC
[Toa/iMHHOCTh

/ Complies as prescribed /
CooTBETCTBYET TPEOOBAHHAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under  assay / Bpewms
yAepXUBaHWA ~ OCHOBHOrO  TNuka — Ha
XpOMATOrpaMMe  HCMBITYEMOro — pacTsopa
JIOJDKHO COOTBETCTBOBATh BpeMEHU
yIepXUBaHHs THKa Ha XpOMarorpamme
CTaHJApPTHOTO  pPacTBOpa  HHMeCynnaa
(paznen «KonnuecTBeHHOE onpeaeneHuey) |

&l

Weight of package content 51g/51r In according to Rus. Ph.Not less than
Macca cOnepKUMOTO 50.0 g / B cooTBeTCTBUH € TPeOOBAHUAMH
YAKOBKNH ['® PO. He menee 50,01

pIl 5.7 Refween 4.6 and 6,0 / o1 4,6 10 6,0

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoyKT COOTBETCTBYET TpeOOBAHHAM HJT

Conclusion : APPROVED /
3akmodenue: QJOBPEHO

Prepared by /
Flo,quTOBneHo:Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Opobpeno: Menexep / PykoBOAHTENb
Kusum Lata 2 [~

Reprint Date /
JaTa: 25.08.2022

Reprint Date /
Jtarta: 25.08.2022

Reprint Date /
Jlata: 25.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUDUKAT AHATTU3A
Product : Nise gel
Hpoaykr Haiis®, renb 118 BapyikHoro npumexenns 1%
Batch No/ : V220646 |Batch Quantity / : 22649.00 units /
Cepus Ne O0bemM napTuu 22649.00 eanHnL
Analytical Report No/ : 040001624813 Date of Analysis / : 25.08.2022
AHanuTHYeCKMii oTyeT Ne JlaTa anajansa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npou3BoAcTBA Toaen no

Analysis performed according ND / AHa/iu3 IpoBefieH 1o
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. No 1 oT 16.09.2020, nzm. Ne 2 ot 13.01.2022)

HJ: [1N012824/02-100320 (amend Ne 1

5 Related substances /POACTBEHHBIC IPUMECH

1) Impurity A / IIpumech A

Not detected / He oOHapyxeHa

1) Not more than 0.2 % / re bonee 0,2 %

2) Impurity B / IIpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Husxe npenena KOIMUECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

7) Not more than 0.2 % / ne donee 0.2 %

3) Impurity C / [Tpumecs C

Not detected / He obHapyxeHa

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

1) Impurity D / Ilpumecs D

Not detected / He obHapyXeHa

4) Not more than 0.2 % / e donee 0,2 %

5) Impurity E / ITpumecs E
6) Impurity F / [Tpumech F

7) Highest individual
unknown impurity /
EnuHyunas
HeuAeHTHhHIMpOBaHHASA
IpUMECH

8) Total impurities /

Cymma npuMecen

Not detected / He oOHapyxeHa

“Not detected / He 0GHapyXkeHA

Huxe npenena KOMMUECTBEHHOTO
onpenenerus (ITKO = 0.1 %)

KOJIUYECTBEHHOTIO ONMPEACIICHNUSA

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

" Less Than LOQ (LOQ = 0.1 %)/ [7) Not more than 0.2 % / ne 6onee 0,2 %

Less Than LOQ / Huxe npenena_ 8) Not more than 1.5 % / e Gonee 1,5 %

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoyKT COOTBETCTBYET TPEOOBAHNAM HJL

Conclusion : APPROVED /
Bakmouenne: OJJOBPEHO

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

HOAFOTOBneH{(}T’_Ramakant [TposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoauresnb
@N\C@'} i Kusum Lata ’% \.);C/ =

Reprint Date / Reprint Date / Reprint Date /

[ara: 25.08.2022 Jlara: 25.08.2022 JaTa: 25.08.2022

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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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

CEPTUD®UKAT AHAJTIU3A

Product : Nise gel

Ipoayrr : Haiis®, reap aist HapyAHOro NpUMeHeHN 1%

Batch No / 1 V220646 Batch Quantity / : 22649.00 units /
Cepusi Ne Oobem napiun 22649.00 equHuU L
Analytical Report No / : 040001624813 Date of Analysis / : 25.08.2022
AHanuTH4YecKuii oTueT Ne JlaTa aHaau3a

Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

JlaTa npou3BOJACTBA Topen 10

Analysis performed according ND / Anajin3 npoBeaeH no HJT: IT1N012824/02-100320 (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 /
Mukpobnonoruyeckasn
qHCTOTA
Total aerobic microbial count !
/ Obliee Yncio aspobHbIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MHKPOOPTaHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and ' |
molds count / Ob1uee 4ucno Less than 10 CFU/g/ Not more than 10 CFU/g/
JIPOAGKEBBIX M TIECHEBBIX Memnee 10 KOE/r He 6onee 10 KOE/r
rpuGoBs i
S.aureus Absent / OTcyTCTBYET §Shou1d absent in 1 g/ OtcyTtcTBME B 1T
| P.aeruginosa Absent / OtcyTcTBYET Should absent in 1 ¢/ OTcyTcTBHE B 1T
7 Assay / KonudecTseHHOE 10.14 mg/ 10.14 mr Not less than 9.0 mg and not more than
lomipenenenie 11.0 mg of Ci3H2N>0sS Nimesulide in
one gram of gel. /
foT 9,0 o 11,0 Mmr C13H12N2058
(nuMecynupa) B 1 r npenapata

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

Ipumeuanne: [IpoaykT cooTseTcTBYET TPEOOBAHMAM HIT Bakmouenue: OJJOBPEHO

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

MoarotosneHo:Ramakant | Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
u Kusum Lata N > _—~

Reprint Date / Reprint Date / Reprint Date /

Oara: 25.08.2022 Jlara: 25.08.2022 Tara: 25.08.2022

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
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A
Product : Nise gel
Mpoayxr : Haiis®, reab Ana HapyKHOFO NPUMEHEHUA 1%
Batch No / : V220646 Batch Quantity / : 22649.00 units /
Cepus Ne OobeM HapTHH 22649.00 ennHnu
Analytical Report No / : 040001624813 Date of Analysis / : 25.08.2022
AHanuTHdecKuil oTyer Ne JlaTa aHaJm3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npou3BoaCcTBA [T"ogen a0

Analysis performed according ND / AHanu3 npoBeieH no HJI: [1N012824/02-100320 (amend Ne 1

[from 16.09.2020, amend No 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

§  |Package/Ynakoska 150 g in 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. /
'TTo 50 r B TYOY 13 T1o 20 T, 50 r wau 100 r B TyOy U3
JlaM HHHPOBAHHOTO ANOMUHHS, JIAMUHUPOBAHHOIO ANTFOMUHUS,
cHabweHnyo MeMOpaHo# Ut cHabKeHHYIO MeMOpaHOH i KOHTPOs
KOHTpPOJs nepBoro Bkpbitus. 1o 1 mepBoro BCKphITHA. ITo 1 Ty6e B mauky
iTyGe B NauKy KapTOHHYHO C KApTOHHYIO C MHCTpYKUHeH 10

) HHCTPYKIMEH 110 NPUMEHEHHIO PHMEHEHHIO

9 Labeling / MapkupoBka According to ND / B cooterctun ¢ H]

10 Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He BbILIC 25 °C.

XpaHeHue He 3aMOpaxuBark.

11 .| Shelf life / Cpok rogsoctd 2 years / 2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoaykT cOOTBETCTBYET TPEOOBAHHAM HJI 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

MogrotoeneHg:Ramakant | ITposepeno: Pardeep Kumar Opo6peno: MeHeaxep, / PykoBoaUTE b
mgf ::—«f/_ Kusum Lata Wf

Reprint Date / Reprint Date / Reprint Date /
[Nara: 25.08.2022 Jata: 25.08.2022 JlaTa: 25.08.2022

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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