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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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CEPTU®UKAT AHAJTU3A
—— www.drreddys.com
Product : Nise gel
Ilpoaykr Haiiz®, rene juis HapykHoro npumenenns 1%
Batch No / : V211185 Batch Quantity / : 11438 SU units /
Cepusn Ne Oo6bem napTuun 11438 SU earuuy
Analytical Report No / : 890001554974 Date of Analysis / : 15.11.2021
AHanuTHdeckuit ordyer No Jdarta ananuza
Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JaTa npou3BoACTBA T'open go
Analysis performed according ND / Ananu3 npoeegen no HJ{: [T N012824/02-100320 (amend No 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

No [Test / ITokasarens

Result / PesynbTate

Specification / Hopma

1 | Description / Onvicanue

free from particulate matter /

OT NOCTOPOHHUX YaCTHL.

Homogenous transparent yellow gel Homogenous

OnHOpOAHBIN NPO3payvHbIi relb
CBETJIO-KEJITOrO L{BETa, CBOOOAHBIH (CBETNIO-KENATOTO [0

light yellow to vyellow
transparent gel, free from particulate matter
/' OOHOpOAHBIA MpPO3payHbId TeNbp OT
XKENTOro  LIBETa,
cBOOOHBIN OT MOCTOPOHHUX YACTHIL.

5]

Identification by HPLC /
[ToguHHOCTD

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpews
yIepXrHBaHUs ~ OCHOBHOIO  MHKa  Ha
XpOMaTOTpaMM€ HUCIIBITYEMOIO  PacTBOpa
JOJDKHO COOTBETCTBOBATb BPEMEHH
yIaepXKyuBaHus IHKAa Ha XpOMaTorpamMe
CTaHIApTHOTO  pacTBopa  HHMECYJH/a
(paznen «KoNTMUECTBEHHOE ONPENENEHHEY)

3 | Weight of package content
Macca conepxumoro
yTIaKOBKH

101g/ 101r

In according to Rus. Ph..Not less than
100.0 g/ B cooTBeTCTBHH € TpeOOBAaHUIMHU
['® P®. He menee 100,0r

4 pH
|

5.6

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

L

Related substances /PojicTReHHbIE IpUMeCH

1) Impurity A / IIpumecs A

Not Detected

?) Impurity B / IIpumecs B

3) Impurity C/ ITpumecs C

Not Detected

4) Impurity D / ITpumecs D

Not Detected

5) Impurity E / [pumecs E

0.07%

Less than LOQ(0.04%

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykt coorBercTByeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO

Prepared by / Ankit

[ToAroToBneHO: &

Checked by / Himesh Kumar
IIposepeHo:

o
N

Approved by: Manager/Executive / Pawan
Kumar
Onobpeno: Menemxkep / Pykosoanrtens

Print Date /15.11.2021
JHara:

Print Date /15.11.2021
JaTa:

Print Date /15.11.2021
Hara:
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Product : Nise gel
IMpoaykT Haii3®, renb nis HapyskHoro nmpuMeHeHus 1%
Batch No / : V211185 Batch Quantity / : 11438 SU units /
Cepus No O6bem mapTuu 11438 SU eanuuy
Analytical Report No / : 890001554974 Date of Analysis / : 15.11.2021
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Date of Manufacture / : Oct-2021 Date of Expiry / : Sep-2023
JlaTa npou3BoJCTBa T'ogen no
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from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

7) Highest individual
Ennanunas
MIPHMECH

8) Total impurities /
Cymma mpumeceit

6) Impurity F / [Ipumecs F
unknown impurity /

HenaeHTHQUIMPOBaHHAS

Not detected

Less than LOQ (0.1%)

0.1%

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

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

6 Microbial limits /

HUCTOTA

IMAKPOOPraHnu3MoOB

f

rpuboB
S.aureus

P.aeruginosa

Mukpobuonoruyeckas

Total aerobic microbial count
/ Ob1ee yucio aspodHbIX

Total combined yeast and
molds count / O61ee yucno
ITPOMOKEBBIX U TLIECHEBBIX

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

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

Absent / OTCyTCTBYET

Absent / OTcyTCcTBYET

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/ OtcytcTBUE B 1T

Should absent in 1 g/ OtcyrcTBue B Ir

ONnpeACIEHUE

7 | Assay/ KonnyectBeHHOE

10.24mg/ 10.24 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N,05S Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 mr C13H12N205S
(aumecynuaa) B 1 r npenapara

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

IIpumeuanue: IlponykT coorBercTByeT TpebopanusM HJI 3akmoyenune: OJOBPEHO

Prepared by / Ankit Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan
~ I[TposepeHo: Kumar :

[oaroToseHo: {i/ J.-ig,/* Q»l—’/’\/_) Onobpeno: Menemiep / PykoBogntens

Print Date /15.11.2021 Print Date /15.11.2021 Print Date /15.11.2021

JlaTa: Jara: Hara:
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Product : Nise gel
HpoaykTt Haii3®, renp 015 Hapy>KHOTO MpuMeHeHHus 1%
Batch No / : V211185 Batch Quantity / : 11438 SU units /
Cepus Ne O0beM mapTunu 11438 SU epynuL
Analytical Report No / : 890001554974 Date of Analysis / : 15.11.2021

Jarta anannza

Date of Manufacture /
JaTa npou3BOACTBA

: Oct-2021 Date of Expiry / : Sep-2023

T'ogen no

Analysis performed according ND / Ananu3 npogeaen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 [Package / Ynakoeka 100 g in a laminated aluminum 20 g, 50 gor 100 g in a laminated
tube 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. /
ITo 100 r B TYOY u3 Mo 20 1, 50 r unu 100 r B YOy U3
TaMITHUPOBAHHOTO AITFOMHHUS, JTaMAHHPOBAHHOTO ANOMUHUS,
cHaOXEeHHYIO MeMOpaHoM 1is cHabxeHHYI0 MeMOpaHoH I KOHTPOJIs
KoHTpon nepsoro BekpeiTus. [1o 1 nepeoro BekpeiTus. I1o 1 Tybe B mauky
TyOe B NayKy KapTOHHYIO C [KaPTOHHYIO C UHCTPYKIMEH Mo
B HHCTPYKIHEH 10 MPHMEHEHHUIO [MPHMEHEHHIO
9 |Labeling / MapkupoBka According to ND / B cootsetcTBin ¢ HJJ
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temnepatype He Bbiie 25 °C.
XpaHenune He 3amopaxuBarts.
11 | Shelflife/ Cpok ronHoct 2 years /2 roga o
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJ[ 3axmouenue: OJOBPEHO
Prepared by / Ankit Checked by / Himesh Kumar Approved by: Manager/Executive / Pawan

IToarorosieHo: @

ITporepeno: q Kumar '
Onobpeno: Menenxep / PykopoanTens -

~

Print Date /15.11.2021
JlaTa:

Print Date /15.11.2021 Print Date /15.11.2021
Jlara: JlaTa:
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