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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A
Product Nise gel
IIpoaykr Haiiz®, renb Anst HapyskHOrO npUMeHeHns 1%
Batch No / : V220650 Batch Quantity / : 11410.000 units / i
Cepns Ne O6bem naprun 11410.000 eannny
Analytical Report No / : 040001626842 Date of Analysis / : 28.08.2022
AHadTHYecKHii oTyer Ne Jarta ananusa
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
JaTa npousBojcTBA I'open no
Analysis performed according ND / Ananu3 nposexen mo H/X: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, 1u3m. Ne 2 ot 13.01.2022)

'_NQ | Test / Tloxazatens
1 | Description / Onucanue

D | Identification by HPLC /
TloaTHHHOCTD

Result / Pe3ynbTathl
Homogenous transparent light

yellow gel, free from particulate

matter / OnHOpoHbBIA Npo3paunblit /  OgHOpoaHbI

rejlb CBETJIO-KENITOrO LBETA,
CBODOAHBIH OT OCTOPOHHHUX

YacTHLL.

Specification / Hopma

Homogenous light yellow to yellow
transparent gel, free from particulate matter |
npo3paunblii renp  oT
CBETJIO-KEATOro 0  JKENTOro  LiBeTa,
cBOOOHBIH OT MOCTOPOHHKUX YACTHIL,

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHM M

' The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay /  Bpewms
YAEpXKUBaHUS  OCHOBHOIO  THMKa  Ha
XpoMaTorpaMMe HCMBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATh BpPEMEHH
YAEPXKMBAHUS MHMKA Ha XpoMarorpamme
CTaHIApTHOrMO  pacTBOpa  HHUMeCynnaa
(paszen «KonM4YeCTBEHHOE ONPERETIEHHEY)

In according to Rus. Ph..Not less than |
100.0 g/ B cooTBeTcTBUU ¢ TpeOOBAHUAMH |
I'® P®. He menee 100,01

3 | Weight of package content 101 g/101r
Macca cojiepKuMoro
yT1aKOBKH

4 [pH 57

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara:

Prepared by /
HOJ_‘[FOTOBJ'[eHOS_ Manish
Sharmac— = -~

Reprint Date /28.08.2022

Checked by /

ITposepeno; Himesh Kumar
et

—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosognresin

Reprint Date /28.08.2022
JHara:

Manoj Kumar '}-h_‘ et
Reprint Date /28.08.2022
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTN3A

Product Nise gel

IIpoaykTt Haii3®, renb 1s Hapy:KHOTO npuMeHeHIs 1%

Batch No / : V220650 Batch Quantity / : 11410.000 units /
Cepust Ne O0bem mapTum 11410.000 eamuny
Analytical Report No / : 040001626842 Date of Analysis / : 28.08.2022
AHannTHYecKnii oTueT Ne |laTa anann3za

Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024

JlaTa npou3BoacTBA - |Comen a0

Analysis performed according ND / Ananu3s nporegen mo HJI: [T N012824/02-100320 (amend Ne 1

from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. No 2 ot 13.01.2022)

5 Related substances /PoacteeHHble ipuMecH

1) Impurity A / I[Ipumecs A

?) Impurity B / [Ipumecs B

3) Impurity C/ ITpumecs C
4) Impurity D / [1lpumecs D
5) Impurity E / [Ilpumecs E

6) Impurity F / Ilpumecs F
7) Highest individual
unknown impurity /
Ennuuunas
HeuJIeHTUhULIMPOBaHHAS
NpHMeCh

8) Total impurities /
Cymma npumMecei

Not Detected
Huxe npenena obHapyxeHus

Less than LOQ (LOQ =0.04 %) /
Huxe npegena KoJH4ECTBEHHOTO
onpeaenenus (ITKO = 0.04 %)
Not detected / He obHapy>xeHa
Not detected / He oDHapysxeHa
Below LOD (LOD = 0.02 %) /
Hwxe npenena obnapyxenus (110
=0.02 %)

Not detected / He oOHapyxeHa
Less than LOQ (LOQ = 0.1 %) /
Huxe npenena konu4ecTBEHHOrO
onpenenenus (IIKO = 0.1 %)

Less than LOQ / Hixe npenena
KOJINYECTBEHHOTO OTpe/ic/eHuUs

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

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

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

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

R) Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpnmeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHmsiM HJ[ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Manish IIposepeno: Himesh Kumar Onobpeno: Menemxkep / PyKOBU.&T![TeJ'[b
. Y 3 P, /|

Sharma % e - Manoj Kumar ;h” ki
Reprint Date /28.08.2022 Reprint Date /28.08.2022 Reprint Date /28.08.2022
Hara: Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product Nise gel
I poaykr Haiis®, renb ans HapyskHoro npiumenenns 1%
Batch No / : V220650 Batch Quantity / : 11410.000 units /
Cepus Ne Ob0bem naprun 11410.000 eanuny
Analytical Report No / : 040001626842 Date of Analysis / : 28.08.2022
ARanurudeckuii oTyer No Jara ananusza
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
Hara nponssoacrea I"ojen no
Analysis performed according ND / Auanus npoeenen mo HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

6 [Microbial limits /

Mukpobuonornueckas
HHCTOTA

Total aerobic microbial count
/ Obuee uKcio aspoOHBIX
MHKpPOOPraHH3MOB

Total combined yeast and
molds count/ O61uee yncno
TIPOAKIKEBBIX H TJIECHEBBIX
rpudor

S.aureus

P.aeruginosa

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

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

Absent / OtcyTtcTByeT

Absent / OrcyTteTByer

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/ OtcyrcTue B 1T

Should absent in 1 g/ OrcyTeTsue B 1r

7 ‘ Assay / KonnuecTsenHoe
onpeaeneHue

10.14mg /10.14mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H,2N»OsS Nimesulide in
one gram of gel. /

ot 9,0 10 11,0 mr C;3H»N2OsS
(nuMecynnpa) B 1 r npenapara

Remarks : The Product conforms to ND/

ITpumeuanue: [IponykT cootsercrsyer Tpebosanusm HJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
HO,HFOTOBJ‘[eHOZ_N[aniSh
Sharma “‘:’,EF_E-I?_::E ~,

Checked by /
Iposepeno: Himesh Kumar

Approved by: Manager/Executive /
OnoGpeno: Meuemxep / PykosogTess

Manoj Kumar 'Jn e

Reprint Date /28.08.2022
Hara:

Jara:

Reprint Date /28.08.2022

Reprint Date /28.08.2022
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A
Product : Nise gel
Ilpoaykr : Haiis®, renb ans HapyxHoro npumedenus 1%
Batch No / : V220650 [Batch Quantity / : 11410.000 units /
Cepus Ne O0bem napTun 11410.000 eannug
Analytical Report No / : 040001626842 Date of Analysis / 1 28.08.2022
AHanuTHyeckuii oryer No Jara anammza
Date of Manufacture / : Aug.2022 Date of Expiry / : July.2024
Jara npousBoacTBa [T"onen no
Analysis performed according ND / Ananm3 npoeeaed no HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

8 | Package / Ynakoska 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. [ tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 100 r B Ty6y 13 [To 20 r, 50 r unu 100 r B TYOY U3
NaMUHUPOBAHHOIO AMIOMUHUSL, JIaMWHUPOBAHHOTO ATIOMUHHA,
cHabXxeHHy10 MeMOpaHoii ans cHab)xeHHYFo MeMOpaHo# ANt KOHTPOs
KOHTpOJIst nepBoro BCkpelTHA. [1o 1 mepeoro BekphiTus. Io 1 Ty6e B mauky
Ty0e B NauKy KapTOHHYIO ¢ KapTOHHYIO C HHCTPYKIHEH Mo
UHCTPYKIHEil 10 IPUMEHEHHIO IPUMEHEHUIO

9 | Labeling / Mapkupogka According to ND / B cooterctsnn ¢ HJJ

10 |Storage conditions / /At temperature below 25 °C. Do not freeze. / Ilpu Temnepatype He Boiue 25 °C.

Xpanenne He 3amopaxuBaTs.
11 | Shelflife / Cpok rogHoctn |2 years / 2 rona B

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

ITpumeyanne: [IponyKT cooTBeTCTBYET TpeboBaHusaM HJT 3akatouenne: OJOBPEHO

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

ﬂo;xmmnnesm&anish ITposepeno: Himesh Kumar Onobpeno: Menenxep / PyKOBOfnTenb
= _{__ —=1 \‘]‘ — . - !

Sharma -—-e—_____._~/"———— QJ// Manoj Kumar -}l )nll,(&;—’

Reprint Date /28.08.2022 Reprint Date /28.08.2022 Reprint Datc /28.08.2022

Hara: JHara: Jara:
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