Dr. Reddy's Laboratories Ltd.

Do
Dr. Reddy,s "... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Sofan, H.P., 173 205, INDIA

CEPTU®UKAT AHATTU3A Tel : +91 98166 56001-02

Product : Nisegel T WNITRRdY s Com

Mpoaykr  : Hai3®, renb Ans HAPY#HOTO NpIMEHCHHS 1% - B
Batch No / : V211273 1Batch Quantity / : 22,627 units /

Cepust Ne |O0bem napTHu 22,627 enniil |
Analytical Report No / : 890001557984 lDate of Analysis / : 30.11.2021
AnanuTnyeckuii oryer Ne o _Maraawaquza .
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

JlaTa nmpos3Bo/ACTBA ) Toaen a0

Analysis performed according ND / Ananus nposenen no HJL: I1 N012824/02-100320 (amend Ne |

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

e [Test/Moxmsarens | Resull/Pesymrars _Specificaion /Hopva |
1 Description / Onucanue Homogenous transparent yellow gel Homogenous light yellow to yello
' } free from particulate matter /  transparent gel, free from particulate matter
' } | OnHopoaHblii npo3pauHsiii rens /  ORHOPOAHBIA Npo3payHbil  refb  OT
’ JKeJITOro 1iBeTa, CBOGOAHBIN OT  CBETIO-KENTOro [0  XKENTOro  LBETa,
i f [IOCTOPOHHMX 4acTHIL. CBOOOIHBIT OT MOCTOPOHHKX YaCTHL.
!
2 |Identification by HPLC / +Coi1Tplieé?s p—rcfs~crib—ea>/ " The retention time of the major peakralhe.
’ [MoamiHHOCTL ’ CooTBETCTBYET chromatogram of the sample preparaliun’
’ TpeboBaHusM corresponds to that in the standard
! ‘ preparation under assay /  Bpems
- ylepXKUBaHWsS ~ OCHOBHOrO  MNHKa  Ha
I ’ XpOMarorpaMMe HCIIBITYEMOTO  PacTBopa
| JIONHKHO COOTBETCTBOBATD BpeMEHIl
’ yIepXKHBaHHS THKa Ha XpoMarorpamme
‘ CTaHJapTHOTO  pacTBOpa  HHUMeCYyJiaa
l_ | R S ____ (pasnen «KONMYECTBEHHOE OMPEACTEHNED)
3 | Weight of package content T 50g/50r In according to Rus. Ph.Not less than
' Macca cogepxumMoro 50.0 g / B coOTBETCTBHH C TPeOGOBaHHAMH
YTIAKOBKI1 I"® PO. He menee 50,0 T
4 |[pH 53 T Between4.6 and 6.0/ 014,610 6,0
S | Related substances /PoncTBeHHbBIE TPUMECH
1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / He 6oaee 0,2 %
2) Impurity B / [Ilpumecs B Less than LOQ (0.04%) 7) Not more than 0.2 % /7 He Ooinee (1,2 %
L. 3) Impurity C / IIpumecs C Not Detected 3) Not more than 0.2 % / He Gonee 0,2 %
I WS S—— e
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mponykr cootercTBYeT TpedoBannsM H/l Zaxmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: . Onobpeno: Menemxep / Pykosoauresb
Ankit A Himesh KM Pawan Kumar %
Print Date / Print Date / Print Date /
Jara: 30.11.2021 Jlara: 30.11.2021 Jlara: 30.11.2021

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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pistt. Solan, H.P., 173 205, INDIA
CEPTUDUKAT AHATINU3A Tel : +91 98166 56001-02

[Product : Nise gel

wWww. drreddays.com

JlaTa npon3sBojacTa

Hpoaykr  : Hailis®, renb i HapyxHoro npumererus 1%

Batch No / 1 V211273 'Batch Quantity / : 22,627 units /

Cepus Ne ‘ O6bem napThu 22,627 eanHuL
Analytical Report No / : 890001557984 Date of Analysis / : 30.11.2021 B
AHaMTHYECKHil 0TYeT Ne ) Jara ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023 o

{Togen oo

Analysis performed according ND / Anasu3s nposeaes o HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

4) Impurity D / [Tpumecs D Not Detected 4) Not more than 0.2 % / He bosee 0,2 @4
5) Impurity E / [Tpumecs E Not Detected 5) Not more than 0.2 % / He 6onee 0,2 %
6) Impurity F / [Ipumecs F Not Detected 6) Not more than 0.2 % / e 6onee 0,2 %
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / ue 6osnee 0,2 %
unknown impurity /
Ennanunas
HEeUJEHTUULPOBaHHAs
NpHMEChH
Less than LOQ
8) Total impurities / R) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
6 | Microbial limits /
Mukpobuonoruueckas
4MCTOTA ‘
Total aerobic microbial count Less than 10 CFU/g / Not more than 100 CFU/g/
y O6uee yucyo a3po6HBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPraHH3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10 CFU/g/
molds count / O61ee yucio Menee 10 KOE/r He 6osee 10 KOE/r
JIPOMOKEBBIX M TIIECHEBBIX
rpu6oB
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcytcTBue B I
| |P.aeruginosa ) Absent / OtcyTcTBYET Should absentin 1 g/ Orcyrcreue B Ir
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr coorseTcTByeT TpeboBaHuaM H]I 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneHo: IIposepeno: — Onobpeno: Menemxep / PykoBoauresns
Ankit g Himesh Kumar 3 Pawan Kumar Jﬁ?”
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Jara: 30.11.2021 Jara: 30.11.2021
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Dr.Reddy’s Q¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS i b 173 205, INDIA

CEPTUOUKAT AHATI3A Tel : +91 98166 56001-02

Product : Nise gel 7 www.drreddys.com ]

Hpoaykr  : Haiis®, renb ans HapyicHoro npiMeHeHns 1% -

Batch No / : V211273 Batch Quantity / : 22,627 units /

Cepun Ne O6nem napTun 22,627 enuHiny,
“|Analytical Report No / : 890001557984 Date of Analysis / : 30.11.2021

|AHaIMTHYECKHH oTYeT Ne ‘ Hara ananuza B ]

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023

JlaTa npou3BoacTBa Togen po

Analysis performed according ND / Ananns npoeeaen mo HJI: IT1 N012824/02-100320 (amend Ne 1

trom 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7 | Assay/ KonuuecTBeHHOe
onpezeneHue

Not less than 9.0 mg and not more than
11.0 mg of C;3H;2N»0sS Nimesulide in
one gram of gel. /

ot 9,0 0o 11,0 mr C;3H;2N,05S
(Humecyniia) B 1 r npenapata

~ 10.21mg/ 1021 mr

0|

| Package / YnakoBka

50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
cquipped  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 71y6y wu3Mo20r,50r uau 100 r B TY6Y U3
NaMHHUPOBAHHOrO ANOMHHHS, J1aM THHPOBAHHOTO AJTIIOMHHMS,
cHalxkenHyro  MemOpaHol  [isi cHaGiKeHHYio MeMBpaHOH s KOHTpOJIS

[koHTpOJIA mepBoro BCkpeiTHA. ITo 1 nepsoro Bexpoitus. I1o 1 TyGe B mauxy
Ty0e B mMayky KapTOHHYIO C KapTOHHYK) ¢ HHCTPYKLHeH 1o
MHCTPYKLUHETT IO NpUMEHEHHIO MpPHMEHEHHIO

9 ' Labeling / Mapkuposka

‘According to ND / B cootsetcTBiM ¢ H]

10 | Storage conditions /
XpaHeHue

At temperature below 25 °C. Do not freeze. / [Ipi Temnepatype He sbiwe 25 °C.
He 3aMmopaxcuBaTh.

11 | ShelfTife / Cpox ronHoctn

2 years /2 rona

Remarks : The Product conforms to ND/
Ipumeuanue: ITIponykT cooTBETCTBYET TpeGOBAHIAM HJI

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: I[TpoBepeHo: ——, | Onobpeno: Merenxep / PykoBoauTtens
Ankit Himesh W Pawan Kumar %’

" - P4 e e
Print Date / Print Date / Print Date /
Hara: 30.11.2021 Hara: 30.11.2021 Hara: 30.11.2021
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