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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product Nise gel
ponykr Haiiz®, rene ans HapykHoro npnmesentis 1% ]
Batch No/ : V220790 Batch Quantity / : 11457.000 units /
Cepusa Ne O0bem napTun 11457.000 ennHnug
Analytical Report No / : 040001648912 Date of Analysis / : 03.10.2022
AnanurHyecKuii oTuer Ne JlaTa ananu3a
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JlaTa mpou3BoacTBA T'onen no -
Analysis performed according ND / Ananu3z nposenen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. No 1 ot 16.09.2020, 1izm. Ne 2 ot 13.01.2022)

Ne | Test / Iloka3zatenn

1

-

W |

Description / Onucanue

'_Identiﬁcatic;n_by HPLC/

[TooIMHHOCTH

Result / PesynbraThl

Specification / Hopma

Homogenous transparent light
yellow gel, free from particulate

matter / OnHOpOAHLIH Npo3paunblii /  OnHOPOAHBIH MpO3payHbLi

refib CBETIIO-)KEIITOTO 1{BETA,
CBOOOAHBIH OT MOCTOPOHHHX
_ HacTuL.

Complies as prescribed /
CoorBeTcTByeT TpeGOBaHHAM

Homogenous light yellow to yellow |
transparent gel, free from particulate matter
renb  oT
CBETNIO-KENTOro  JI0 JKENTOro  [BETa,
cBODOOIHBIN OT MOCTOPOHHUX HACTHLL.

The retention time of the iiiajor peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YAEpKHBaHMsT  OCHOBHOrO  MWKa  Ha
XpOMaTorpaMMe HCNBITYEMOTO  pacTBOpa
JIOJIXHO COOTBETCTBOBATH BPEMEHN
lyAep>KMBaHUS MMHKa Ha Xpomarorpamme
CTaHAapTHOTO  pacTBopa  HUMECYJMJa

(paznen «KonuyecTBeHHOE onpeaeneHue»)

__iNeight of package content

Macca COAEPAKUMOIo
lY1aKOBKH

pH

101 g/101r

In according to Rus. Ph.Not less than
100.0 g/ B cooTBeTCTBIH ¢ TpeGOBAHUIMH
I'® PO. He menee 100,0 ¢

5.7

Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoayxr cootBercTBYeT TpeboBauusm HJT

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by /

IloarotosneHo: Naresh@(umar
L _-

Checked by /

Co—

IMposepeno: Pardeep Kumar

Appr

Onobpeno: Menemxep / PykgsonnTels
Pavan Kumar Sharma ol

oved by: Manager/Executive /

r—

Reprint Date
Hara:

/03.10.2022 Reprint Date /03.10.2022

Mara:

JlaTa

Reprint Date /03.10.2022
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTN3A
Product Nise gel
IIpoaykr Haiiz®, rens ans HapyxcHoro npumenedus 1%
Batch No / : V220790 Batch Quantity / : 11457.000 units / i
Cepus Ne O0bem napTuu 11457.000 eanHuy
Analytical Report No / : 040001648912 Date of Analysis / : 03.10.2022
Ananuruyeckui order Ne | daTa aHaH3a
Date of Manufacture / : Sep.2022 ‘Date of Expiry / : Aug.2024
JdaTta npou3BoJcTBa (T"ogeH no
Analysis performed according ND / Ananu3s npoeeaen no HJI: I1 N012824/02-100320 (amend No 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 o1 16.09.2020, 113m. Ne 2 ot 13.01.2022)

5 | Related substances /PoacTBenHbie mpuMecH

1) Impurity A / [lpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / IIpumecs C
4) Impurity D / Ilpumecs D
5) Impurity E / [Tpumecs E

6) Impurity F / [Ipumecs F
7) Highest individual
unknown impurity /

8) Total impurities /
Cymma npumeceit

Not Detected
Huxxe npenena obHapykeHns

Less than LOQ (LOQ = 0.04 %) /
Huxe npenena KONH4eCTBEHHOTO
onpenesneHus (INKO = 0.04 %)
Not detected / He oOHapykeHa
Not detected / He obHapyxeHa
0.08%

Not detected / He obHapykeHa

0.11%
Enunuynas
HeuJeHTHQHLUpOoBaHHAS
pUMECh

0.2%

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

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

3) Not more than 0.2 % / ne 6onee 0,2 %
{4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / He 6onee 0,2 %

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

8) Not more than 1.5 % / ne Gonee 1,5 %

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

IIpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBaHusim HJL 3axmouenne: OJOBPEHO

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

[oarorosneno: NaresjnKumar | [Iposepeno: Pardeep Kumar | OnoGpeno: Menemkep / Py KOBOAMTEb
‘u;,,/ =l — Pavan Kumar Sharma « ';' e

Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022 ~

Hara; Hara; Hara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A
Product : Nise gel
Hpoayxr  : Haiis®, rens anst napysxnoro npnmesenns 1%
Batch No / : V220790 Batch Quantity / : 11457.000 units /
Cepus Ne Ob0bem napruun 11457.000 epnnny
Analytical Report No / 1 040001648912 Date of Analysis / : 03.10.2022
AHanuTH4yeckuii oruer No HaTa ananu3za
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
|laTa npou3sBoacTea Ioaen 1o
Analysis performed according ND / Ananu3 nposened mo HJI: [TN012824/02-100320 (amend Ne 1 N
from 16.09.2020, amend Ne 2 from 13.01.2022 / nam. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6 | Microbial limits / —‘
MukpoGnosnoruyeckas
YIICTOTA
Total aerobic microbial count
/ ObLuee 1m0 aspodHbIX Less than 10 CFU/g / Not more than 100 CFU/g /
IMUKPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / O6uiee yucno Less than 10 CFU/g / Not more than 10 CFU/g /
JIPOIKIKEBBIX U MIECHEBLIX Menee 10 KOE/r He 6osnee 10 KOE/r
rpiboB
S.aureus Absent / OtcyrcTBYeET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OrcyterByer Should absent in 1 g/ OtcyTeTBHe B IT
7 | Assay / KonndecTsennoe 10.13mg /10.13mr Not less than 9.0 mg and not more than |
onpeneneHue 11.0 mg of C3H12N205S Nimesulide in
one gram of gel. /
o1 9,0 1o 11,0 mr C;3H 2N-0sS
(anumecynupa) B 1 r npenapara

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

Ipumeqanue: [Iponykr coorseTcTBYeT TpeGOBAHHSM HI 3akmoyenne: OJJOGPEHO

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

Hozrorosneno: Naresh Kumar | TTpoeepeno; Pardeep Kumar | Onobpeno: Menemkep / PykososuTtess

@:&, 7 0 — Pavan Kumar Sharma g =
Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022
ara: JlaTa: Jlata:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANN3A

Product Nise gel =
Hpoayxr Haii3®, renp ans Hapy#HoOro npumexeHus 1% B
Batch No / : V220790 'Batch Quantity / : 11457.000 units /
Cepns No O0bem naprun 11457.000 eanHuy
Analytical Report No / : 040001648912 Date of Analysis / : 03.10.2022
AHajiuTH4yeckHil oTueT Ne Jara ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
laTa npoussoacTea T'ogen no |
Analysis performed according ND / Ananns nposenen mo HJI: [1 N012824/02-100320 (amend Ne |
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 or 13.01.2022)

8 [Package / Ynakoska

100 g in a laminated aluminum
tube equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
ITo 100 r B TYOy u3
UIAMUHUPOBAHHOIO alltOMUHHS,
cHal#eHHYI0 MeMOpaHoil ans
KOHTPOJIA NEpBOro BCKpbITHS. TTo 1
Ty0e B a4yKy KapTOHHYIO C
HHCTPYKIUICH O NpHMEHEeHHIo

20 g, 50 gor 100 g in a laminated
aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
[To 201, 50 r unu 100 r B TYOY U3
NAMWHHUPOBAHHOIO aNIOMHHUS,
CHabXeHHYIO MeMOpPaHOIli 1U1st KOHTpONs
nepsoro BekpeiTus. [To 1 Tyde B nauky
KapTOHHYKO C UHCTPYKUHE No
NPUMEHEHHIO

|

Labeling / Mapkuposka

According to ND / B cootBetctBuu ¢ H]J

10 | Storage conditions /
XpaneHue

He 3amopaxuBars.

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiwe 25 °C. |

Shelf life / Cpok roasocTn

12 years / 2 rona

Remarks : The Product conforms to ND/

Ipumeyanne: [Tponykr coorsercTsyeT TpeboBanmsam HJJ

Conclusion : APPROVED /
3akaouenne: QJJIOBPEHO

Prepared by /
IMoarorosneHo: Naresl&\(umar
U.-"‘

Checked by /
IIpoBepeHo: Pardeep Kumar

e

Approved by: Manager/Executive /
OnoGpero: Menemkep / Pykooantens
Pavan Kumar Sharma —

G ———
b

Reprint Date /03.10.2022
Hara:

Hara:

Reprint Date /03.10.2022

Reprint Date /03.10.2022
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