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Product Nise gel
Ipoaykr Haiiz®, renib ans HapyxHOro npumeHeHust 1%
Batch No / 1 V220329 Batch Quantity / : 56215.000units /
Cepus Ne - Obbem nmapTuu 56215.000 epmuu
Analytical Report No / : 890001591557 Date of Analysis / : 23.05.2022
AHaanTHYecKHii oT4yer Ne |JdaTa ananun3a
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024

JlaTa mpon3BoACTBA

[TConen o

Analysis performed according ND / Ananu3 nposegen mo HJ/I: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, uzm. No 2 ot 13.01.2022)

Test / [TokasaTens

Result / Pe3ynbtaTsl

Description / Onucanue

free from particulate matter /
ONHOPOAHBIN NpO3pauHbIil refb

OT NOCTOPOHHUX YHACTHUL.

Identification by HPLC /
[TonnuHHOCTB

Complies as prescribed /
COOTBETCTBYET
TpeOOoBaHUAM

Homogenous transparent yellow gel | Homogenous
transparent gel, free from particulate matter
/  OnHOponHbIH MPO3pavHbLi
CBETIO-XKEJNTOrO 11BeTa, CBOOOAHBIN CBETIIO-XKEITOr0

Specification / Hopma

light yellow to yellow
rejib OT
JO OKENTOro  lBeTa,
1013060;u-u,1ii OT MMOCTOPOHHUX 4YaCTHULL.

iCTElIIJlapTHOFO
(pazpen «KonuvecTBeHHOE OTIpEEeNIEHUE)

[Macca coaepxumoro
[yaKOBKH

pH

3 | Weight of package content

55

21 g/21r

Thc retention time of the major peak in the
ch]omamgram of the sample preparation
corresponds to that in the standard
preparation  under assay / Bpems
‘YAEep)KMBAaHHS  OCHOBHOTO  NUKa  Ha
XpoMaTorpaMme MCHbITYEMOrO pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YAEPKHBAaHHA IMKa Ha XpOMAaTorpamme
pactsopa  HHMeCynuaa

In according to Rus. Ph.Not less than

20.0 g / B cooTBeTCTBUHU € TpebOOBAHUIMH '
['®© P®. He menee 20,0T ‘

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

5 |Related substances /PoacTBeHHBIE TPUMECH

1) Impurity A / [Ipumecs A

2) Impurity B / Ilpumecs B

Not

Below LOQ (LOQ = 0.04%) /
Huwxe npenena

Detected

1) Not more than 0.2 % / He 6onee 0,2 %
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Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Ipoayxr coorsercTByeT TpedboBaHusm HJ{ 3akmoyenne: OJJOBPEHO
Prepared by / [loarorosneHo:; Checked by / IIpoBepeno: Approved by: Manager/Executive / Ono6peHo:
Ankit _,.F Naresh Kumar @ Menemxep / Pykosojureis
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Product Nise gel S
ITpoaykTt Haiiz®, renb as1s Hapy)kHoOro npumeHenist 1%
Batch No / 1 V220329 Batch Quantity / : 56215.000units /
Cepusa Ne Ob0bem napTum 56215.000 enmuu
Analytical Report No / : 890001591557 Date of Analysis / 1 23.05.2022
AnanuTndecknii oTueTt Ne Jdara anannza
Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024
Jarta npousBojacTsa T'ogen oo

Analysis performed according ND / Ananu3 npoeaen mo H: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uamM. Ne 2 ot 13.01.2022)

5)Impurity E / [lpumecs E
6)Impurity F / [Tpumecs F
7)Highest individual
unknown impurity /
EnyHu4Has

HeUIeHTU PUIIPOBAHHAS
pyMech

8)Total impurities /
CyMMa npumeceit

3)Impurity C / Ilpumecs C
) Impurity D / ITpumecs D

KOJINYECTBEHHOTO
onpenenenus(I1KO = 0.04%)

Not detected / ne oOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapy)eHa

Not detected / He obHapyxkeHa
0.15%

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

3) Not more than 0.2 % / He 607ee 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 % / e 6onee 0,2 %
7) Not more than 0.2 % / He 6onee 0,2 %

0.2% 8) Not more than 1.5 % / ve 6onee 1,5 %

6 Microbial limits /

Remarks : The Product conforms to ND/
Ipumedanne: [TpoaykT coorBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Tel: +91 40 4900 2900 Fax +91 40 4900 2999 Emall mall@drreddys com
CiIN: L85195AP1984PLC004507
www.drreddys.com

Prepared by / Ilogrorosneno: Checked by / IIposepeHo: Approved by: Manager/Executive / OnobpeHo:
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Product Nise gel

Ipoaykr Haii3®, renb ans HapyxkHoro npumenenns 1%

Batch No / 1 V220329 Batch Quantity / : 56215.000units /
Cepus Ne Obbem napTun 56215.000 enuuun
Analytical Report No / : 890001591557 Date of Analysis / : 23.05.2022
AnajuTH4ecknii oruer Ne |MaTa ananusa

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024

JaTa npousBoAcTBA I"onen o

Analysis performed according ND / Auaan3s nposeaen no HJ: [TN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3Mm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

Mukpobuonoruueckas
4HCTOTA

Total aerobic microbial count

/ Ob1iee 9nciIo aspobHBIX
[MUKPOOPraHU3MOB
[Total combined yeast and

JIPOAOKEBBIX U MJICCHEBLIX

Imolds count / Ob1ee yucio

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

[Less than 10 CFU/g/

Menee 10 KOE/r

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

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

rpuboB
S.aureus Absent / OTcyTCTBYET Should absent in 1 g/ OTcyTcTBHE B 1T
P.aeruginosa {Absent / OTcyTCTBYET Should absent in 1 g/ OtcyrcrBue B Ir

7 | Assay / KojquuecTBeHHOE
onpeAeeHue

8 |Package / Ynakoska

10.35mg / 10.35mr

|20 g in a laminated aluminum tube

equipped with tamper-evident
membrane. 1 tube and patient

ITo 20 r B TYOY U3
JTaMAHUPOBAHHOTO alllOMUHUS],
CHaO>XeHHYIO MeMOpaHo# ais

TyOe B HaUKy KapTOHHYIO C
MHCTPYKLHEH [0 NPUMEHEHUIO

information leaflet in a carton. /

Not less than 9.0 mg and not more than
11.0 mg of C3H2N-058 Nimesulide in
one gram of gel. /

oT 9,0 a0 11,0 MI C13H12N205S
(auMecynuaa) B 1 r mpenapara

|
120 g, 50 g or 100 g in a laminated
aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
Tlo 20 r, 50 r wim 100 r B TYOY U3
NTaMMHUMPOBAHHOTO AIOMUHHS,
%CHa6)KeHHyI0 MeMOpaHoi Il KOHTPOILS

KOHTPOJIs epBoro BekpbiTHs. [1o 1 imepBoro BekpeiTus. [1o 1 Tybe B mauky
|

KapTOHHYIO ¢ HHCTPYKLHEH 110
MPUMEHEHHIO

9 |Labeling / MapkupoBka

According to ND / B cootBetcTtuu ¢ H/

Remarks :

The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBaHUsM HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / [Toarotosneno:
Ankit -

¢

Checked by / [IposepeHo:

Naresh Kumar
©

/

Approved by: Manager/Executive / OnobpeHo:
Menemxep / PykoBoanTeb

Reprint Date /
MNarta:23.05.2022

Reprint Date /
Jara: 23.05. ZUU_ )

Manoj Kumar \_“2{{_&# (
Reprint Date /

aTa 25 Ub ZUZZ
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Product : Nise gel

Ilpoaykr : Haiis®, rens ans HapysxHOro npiiMenenus 1%

Batch No / : V220329 Batch Quantity / : 56215.000units /
Cepus Ne O0bem napTuu 56215.000 equuuy
Analytical Report No / : 890001591557 Date of Analysis / : 23.05.2022
Ananutudeckuii oruer Ne JdaTa ananusa B

Date of Manufacture / : May.2022 Date of Expiry / : Apr.2024

JaTa npousBoAcTBa I'onen no

Analysis performed according ND / Ananu3 nposegen no H: TIN012824/02-100320 (amend Ne 1

from 16.09.2020, amend Ne 2 from 13.01.2022 / y3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

10 [Storage conditions/ At temperaare below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiwe 25 °C. |
XpaHeHue He 3amopaxrBath.

11 | Shelflife / Cpok rogroct 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpogykT cooTBeTcTBYET TpeboBanusM HJT 3axmouyenne: OJOBPEHO
Prepared by / [ToarotosneHo: Checked by / [IposepeHo: Approved by: Manager/Executive / Ono6peHo:
Ankit Naresh Kumar Menemxep / Pykosogurens

@ @ Manoj Kumar \ 2 -

» = (gt
Reprint Date / Reprint Date / Reprint Date /
JaTa:23.05.2022 Jara: 23 05 2022 I[aTa 23 05 2022
Registered OTICE: 8-2-337, Road | 2 5 Eana, imaia
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