Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

Analysis performed according ND / AnaJin3 nposeJeH 1o HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020, u3m. Ne 2 ot 13.01.2022)

CEPTUD®UKAT AHATTU3A
Product Nise gel
IpogyKT Haitz®, renpb ais Hapy:kHOTo npuMedetns 1%
Batch No / 1 V221002 Batch Quantity / : 23529.00units /
Cepus No O0beM NMapTHH 23529.00 eamHLy
Analytical Report No / : 890001632322 Date of Analysis / : 12.12.2022
AHaJauTHYEeCKHI oTueT Ne JlaTa aHa/Iu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npou3BOACTBA INogen mo

| Ne Test / [TokazaTenb

Result / Pe3ynbratsl

Specification / Hopma

1 Description / Onucanue

|Homogenous transparent yellow gel Homogenous

free from particulate matter /

OHOpPOAHKI po3payHblii rens /  OIHOPOAHBIA [pO3payHBIA  Tejb  OT
CBETJIO-KEJITOrO LIBETA, CBOOOAHBIN CBETIO-XKENTOr0 A0

OT [NOCTOPOHHHUX YaCTHILL.

light yellow to yellow
transparent gel, free from particulate matter

KENTOrO  LIBETA,
cBOOO/IHBIH OT MOCTOPOHHUX YACTHLL.

2 Identification by HPLC /
[ToaTMHHOCTH

Complies as prescribed /
CoOTBeTCTBYET TPeOOBAHHUAM

( paznen «KonuuecTBeHHOE OTIpEEIICHIEY) _'

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
"{preparation under assay / Bpewms
yOepiuHBaHHsS ~ OCHOBHOrO — TNHKa  Ha
‘xpor\-m"rorpmmme MCTTRITYEMOTQ  PacTBOPa
[BONKHO COOTBETCTBOBATh BpeMEHH|
yIAepKHBaHWS IIMKa Ha XpoMarorpamme
CTAHAAPTHOFO ~ PacTBOpa  HUMECYnHjaa

3 Weight of package content 51g/5lr 'In according to Rus. Ph.Not less than
[Macca conepxuMoro 50.0 g / B cOOTBETCTBUH C TPEOOBAHUAMH
yTaKOBKH [® PD. He menee 50,0

4 |pH 5.6 Between 4.6 and 6.0 / ot 4,6 10 6,0

5 Related substances /PonCTBEHHbIE IPHMECH

Remarks : The Product conforms to ND/
Mpumeuanue: [ponykr cooteTcTBYeT Tpedosarusm HJL

Conclusion : APPROVED /
Zakmouenne: OQJOGPEHO

JHara: 12.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoBneno: Ramakant ITposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoautenb

,{%*(ﬁ/ﬁt aal = Amit Kumar j-‘i - :_:‘;___..——
Reprint Date / Reprint Date / Reprint Date / )

Iata: 12.12.2022

Iara: 12.12.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUDUKAT AHATIU3A
Product : Nise gel
[pogyKT Haii3®, rens ans HapyKHOro npumeHenns 1%
Batch No / 1 V221002 Batch Quantity / : 23529.00units /
Cepus Ne O0beM MapTHH 23529.00 efnHH1LL
Analytical Report No / : 890001632322 Date of Analysis / : 12.12.2022
AHATATHYCCKHH oTUeT Ne Jara anajansa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
| JlaTa npou3BoACTBA T'open oo
Analysis performed according ND / AHa;u3 npoBeaeH 1o HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

1) Impurity A / Ilpumecs A

Below LOD (LOD = 0.02%) /
Hiwxe npenesia o6Hapy)eHus
(IO = 0.02%)

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

2) Impurity B / Ilpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Humxe npejena KOMM4eCTBEHHOTO
onpeznenerus (IMKO = 0.04 %)

2) Not more than 0.2 % / ve bonee 0,2 %

3) Impurity C / ITpumecs C

Not detected / He oOHapykeHa

3) Not more than 0.2 % / ne Gonee 0.2 %

4) Liputity D / TIpiamecs D

Below LOD (TON = 002%) /
Hmxe npenena o6HapyKeHHst
(IT0 = 0.02%)

4) Not more than 0.2 % / He Donee 0.2 %

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

7) Highest individual
unknown impurity /
Enunnunas

HeHnAeHTH GHLPOBaHHAs
IPHUMEChH

8) Total impurities /

(Cymma puMeceit

0.10%

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

0.08%

Below BDL (BDL Area 4483) /
Hmxe nopora peructpauuu (1P
4483)

0.2%

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

" |8) Not more than 1.5 % / ue 6onee 1,5 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoLyKT COOTBETCTBYET TPEOOBAHMAM HI

Conclusion : APPROVED /
3akmouenune: QJJOBPEHO

Prepared by /
[ToAroTOBNEHO: Rz{aﬂma%ﬁt

Checked by /
ITposepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Meremxep / PyxoBogHTE b

Amit Kumar r,-} . :}:—f
|

Qo
Reprint Date /

Iata: 12.12.2022

Reprint Date /
Mata: 12.12.2022

Reprint Date /
Jara: 12.12.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A
Product : Nise gel
Ipoaykr : Hali3®, resb anst HapyKHOTO MPHMEHEHHA 1%
Batch No / 1 V221002 Batch Quantity / : 23529.00units /
Cepus Ne O6beM NapTHH 23529.00 epuHuL
Analytical Report No / : 890001632322 Date of Analysis / : 12.12.2022
AHaJMTHYEeCKMi oT4eT No JlaTa ananmsa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npoH3BOACTBA Ionmen o

Analysis performed according ND / Anajau3 npoBe/ieH 110 HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6 Microbial limits /

MukpoOnoJorHyeckas
yicrora

/ Obiuee 4nucio aspodHBIX
MHKPOOPraHU3MOB
Total combined yeast and

JIPOsKHEBBIX U IIECHEeBBIX
rpubos
S.aureus

P.aeruginosa

Total aerobic microbial count

molds count / O6111ee Uucio

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Mesnee 10 KOE/T

Absent / OTCyTCTBYET

Absent / OTcyTCTBYET

Not more than 100 CFU/g/
He 6onee 100 KOE/r

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

Should absent in 1 g/ OTCyTCTBHE B 1T

Should absent in 1 g/ Otcyrerene B 1r

7 Assay / KonyuecTBeHHOE
omnpesieNeHue

10.30 mg/ 10.30 Mr

Not less than 9.0 mg and not more than
11.0 mg of C3H2N20sS Nimesulide in
one gram of gel. /

oT 9,0 a0 11,0 MI C13H12N2058
(uumecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeuanne: IIpooyKT COOTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

HMara: 12.12.2022

Hata: 12.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnedo: Ramakant [TpoBepeHo: Pardeep Kumar Ono6peno: Menempxep / PyxoBoaurens
/ %5/ . ‘—41*“"” Amit Kumar __\_\-//
n =
Reprint Date / : Reprint Date / Reprint Date /

Jlata: 12.12.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A
Product : Nise gel
Hpoayxr : Haiis®, rens s HapyKHOTO NPAMEHEHIA 1%
Batch No/ 1 V221002 Batch Quantity / : 23529.00units /
Cepua Ne O6beM NapTHH 23529.00 eMHALL
Analytical Report No / : 890001632322 Date of Analysis / : 12.12.2022
AHaJUTHYeCKuii oTueT No JlaTa aHaJm3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npon3BoicTBA T'onen go
Analysis performed according ND / AHaJiu3 nposejeH 1o HJ1: TIN012824/02-100320 (amend Nol
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 o1 16.09.2020. u3M. Ne 2 ot 13.01.2022)

8 Package / YnakoBka 50 g in a laminated aluminum tube |20 g, 50 gor 100 gina laminated
equipped with tamper-evident aluminum tube equipped with
‘membrane. 1 tube and patient tamper-evident membrane. | tube and
information leaflet in a carton. / patient information leaflet in a carton. /

ITo 50 r B TybY U3 TMo 20T, 50 r unu 100 r B TYOY U3
aMHHAPOBAHHOTC aNOMMHHS, NaMHHHUPOBAHHOIO aIOMHUHUS,
cHadxkeHnyo MemMOpaHo# s lcHaOxkeHHyr0 MeMOpaHOH AJisl KOHTPOJIS
KOHTPOIS IEPBOro BCKphiTHsA. [0 1 MepBoro BCKphITAS. ITo 1 Ty6e B mauky
Tybe B MauKy KapTOHHYIO C KAPTOHHYIO C MHCTPYKLHKEH 10

_ HHCTpYKUHEl N0 TPUMEHEHHIO MPHMEHEHHIO

9 Labeling / MapkupoBka According to ND / B cootsetcteuu ¢ HJ{

10 Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipn Temnepatype He BbIIIE 25 °Gi
XpaneHue He 3aMopaxuBarh.
|

11 |Shelflife / Cpok rogHoctu {2 years /2 roga ]

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykt coorsercrByet TpeGosanusam HIl 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNIEHO: Ramakané\ ITposepeHo: Pardeep Kumar Onobpeno: Menemxkep / PyxoBonuternb
' - Amit Kumar .

ol =) [Pemt—
Reprint Date / Reprint Date / Reprint Date /
Jlara: 12.12.2022 Hara: 12.12.2022 Jlara: 12.12.2022
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