Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITA3A
Product : Nise gel
IMpoayxT Haii3®, renb nis Hapy»Horo npuMeHeHus 1%
Batch No / : V210079 Batch Quantity / 1 22,746 units /
|Cepus Ne O06nem napTHH 22,746 eannuy
Analytical Report No / : 890001505919 Date of Analysis / : 16.02.2021
ABanHuTHYeCKHi 0TYeT No JlaTta ananu3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
JlaTa npou3BoacTBa Topen xo

Analysis performed according ND / Ananu3 nposeaen mo HI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

Ne

Test / 1lokasaTens

1 | Description / Onucanue

Identification by HPLC /
[ToanuHHOCTH

Weight of package content
Macca coepKiMoro
YITaKOBKH

CooTBeTcTBYET
TpeboBaHUsIM

Result / Pe3ynbTatsl
Homogenous light yellow
transparent gel free from particulate
matter / ONHOPOAHbIA Npo3payHbIi
relb XEeJITOro 1ReTa, CROOONHKIN OT

TIOCTOPOHHHUX YacTHLL.

Complies as prescribed /

Specification / Hopma

Homogenous light yellow to yellow

transparent gel, free from particulate matter
OuHopouHbld  mpo3pauHblil  renb  OT

CRETNO-KENTOro A0  JKGJITOro  LBETa,

CBOOOJHBIN OT TOCTOPOHHUX YacCTULL.

The retention tine of the wajor peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under  assay  /  Bpems
YOCP/KHBaHMS ~~ OCHOBIIOFO  NHKa 1
XpOMaTOTpaMMe HCIHBITYEMOro  PacTBOpd
NOAHO COOTBETCTBOBATH BPEMEHH
YOACPXHDAIKS [HKQ 110 XPOMQTOrPAMMe
CTaljapTHOrO  pacTBOpa  HHMECynHjaa
(pasien «KoJMMHeLTBEHHUE LIPEARIEHEY)

slg/slr

In according w Rus. PlLNul less lidu
50.0 g/ B cootBeTcTBUH ¢ TpeOOBaHUSIMU
['® P®. He menee 50,0r

pH

54

Between 4.6 and 6.0/ ot 4,6 510 6,0

Related substances /PoacTeeHHble npuMecH

1) Impurity A / Ilpumecs A

Not detected

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

2) Impurity B / TIpumecs B

3) Impurity C / ITpumecs C

Not detected

BDL (Disregard Area 3957)

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

[ne Oonee 0,205

3) Not more than 0.2 %

Remarks : The Product conforms to NI/
Ipumeuanue: [1poaykt cootBercTBYeT TpeboBanuam HJ

3aka

Conclusion : APPROVED /

I it

w4yenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Cxecutive /
[Tourorosnenoy ITpoBepero: Onobpero: Mengppkep / PykoBoauTelb
Kajal \LQ‘?\CO/ Himesh Kuma: ~—— Ajay Sharma
Print Date / Print Date / Print Date /
JaTal 16.U.2.202] Jerd: 18.02.2021 Mara. 16.02.2021
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Ipoaykr Haiis®, resb ans HapyxHoro npumesenus 1%
Batch No / : V210079 Batch Quantity / : 22,746 units /
Cepus Ne O0bem naprTuu 22,746 enunuL
Halytical Report No / : 890001505919 Date of Analysis / : 16.02.2021
AHaNUTHYeCKMI oTyeT Ne JlaTa ananusa
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
Jara npoussoacTea 1'onen no

Analysis performed according ND / Ananus nposenen no HJI: IT N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

W) Impurity D/ Ilpumecs D Not Detected H) Not more (han 0.2 % / 1e Ouiee 0,2 %
5) Impurity E / [Tpumecs E Not Detected 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / Ipumecs F 6) Not more than 0.2 % / He 6onee 0,2 %

Not Detected
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / ue Goee 0,2 %
unknown impurity /
EavHWYHas
HEWI HT DRI POARAHHA T
NpHMECh
8) Total impurities / Less than LOQ 8) Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
0 [Mictobial Tiits /
Mukpo6Guonoruueckas
YMCTOTA
Total aerobic microbial count Less than 10 CFU/g / Not more than 100 CFU/g /
/ OBwee 4HCI0 a9pOBHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPraHHM3MOB
Total'combined yeast and Less than 10 CFU/g / Not more than 10 CFU/g:/
molds count/ O6wyee yucio Memnee 10 KOE/r He 6onee 10 KOE/r
NPONOKEBBIX M [JIECHERBIX
rpu6oB
S.aureus Absentin | g/ OtcytcTsyer B 1r  Should absent in 1 g/ Otcyrcrue B 1r
P.aeruginosa Absent in 1 g/ OtcyrerByer B Ir [Should absent in 1 g/ Orcyrersue B Ir

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

Ipuveuanue: Ipogykr coorseTcTByeT TpeGoansiv HJI 3axmoyenue: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ourorosseno; ITposepeHo: Omnobpeno: Meifenxep / Pykosoautens
Kajal \LCL“\@, Himesh K&uﬁ&&,/ * | Ajay Sharma (‘

Print Date / Print Date / Print Date /

Jara: 16.02.2021 Hata: 16.02.2021 Jlara: 16.02.2021
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
IMpoaykT Haiiz®, renb ass HapyxHoro npumeHeHus 1%
Batch No / : V210079 Batch Quantity / : 22,746 units /
Cepus Ne O0bemM mapTuu 22,746 egnnuL
Analytical Report No / : 890001505919 Date of Analysis / : 16.02.2021
AHaJUTHYEeCKHH oTueT Ne Jara ananm3a
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec.2022
Jdata npoussoacTea Tonen xo

from 16.09.2020 / u3m. Ne 1

oT 16.09.2020)

Analysis performed according ND / Ananu3s nposeaen no HJI: TTN012824/02-100320 (amend Ne 1

7
onpeznenexue

Assay / KonuuectenHoe

9.93 mg/9.93 mMr

Not less than 9.0 mg and not more than :
11.0 mg of Ci3H2N,0sS Nimesulide in
one gram of gel. /

OT 9,0 a0 11,0 Mr C13H12N205'S
(Humecynuza) B 1 r npenapata

1

Package / Ynaxonica

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrape. 1 tube and patient
information leaflet in a carton. /

Iloo 50 r B TY0y W3
UTaMHHYMPOBaHHOI'O ANFOMHUHUS,
cHabXeHHYl0O  MeMOpaHo#  mis

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with
tampcr-cvident membranc. 1 tube and
patient information leaflet in a carton. /
[To 20 r, 50 r wiu 100 r B TYOY U3
1TaMUHHUPOBAHHOTO aJIIOMHHHS,
CHabXeHHYI0 MeMOpaHo# AJis KOHTpPOJIs
nepsoro BCKpbITHA. I1o 1 TyOe B nauky

|KOHTpOJIs TIepBOro BCKphITHS. [1o 1
Tybe B TNauKy KapTOHHYIO C
MHUIPYRUKER 1V HpUMEHEHUIY

KApPTOHHYIO C MHCTPYKLIMEH 10
UPUMEHSHUR

¥

Labeling / MapkupoBka

According to ND / B coorserctBum ¢ HJJ

10 |Storage conditions /

XpaHeHue

[He 3amopasHBath.

At temperature below 25 °C. Do not freeze. / TIpu TeMneparype He pbie 25 °C.

Shelf Tife / Cpok roaHoctn

2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: IlponykT cooTBeTcTBYyeT TpeGoBanusm HJJ 3akmwoyecnne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toyrarosneno; I1poBepeno: Opnobpeno: Meijémicep / Pykosoaurenb
Kajal CC’ Qp Himesh KL@'\_&/_'__/‘ Ajay Sharma (E«
NS ‘ .
Print Date / Print Date / Print Date /
Hara: 16.02.2021 Hara: 16.02.2021 Hara: 16.02.2021
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