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Product : Nise gel
Hpoaykr : Haiis®, res A1 HapYyHOTO NpHMeHeHks 1%
Batch No / : V220049 Batch Quantity / : 11455 SU units /
Cepus Ne O6beM mapriuu 11455 SU eanHuil
Analytical Report No / : 890001570894 Date of Analysis / : 31.01.2022
AHANHTHYECKMI 0TdeT Ne Jara aHann3za
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
Jlara npou3BoACTBA I'onen no
Analysis performed according ND / Ananus nposenen no HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne

Test / Ilokazarens

Result / PesynpTatsl

Specification / Hopma [

1 | Description / Onucanue

OT ITIOCTOPOHHUX YaCTHII.

Homogenous transparent yellow gel Homogenous light yellow to yellow |
free from particulate matter /

OJHOpOAHBIH MPO3payvHblH Iellb
CBETJIO-XENTOrO L{BETA, CBOBOJHBIN CBETIIO-XKENTOrO

transparent gel, free from particulate matter |
/ OpHOpOAHBIA NpO3pauHblii remb oOT |
IO KeITOro  1IBera,
cBOOOIHBIM OT MOCTOPOHHUX 9aCTHII

2 | Identification by HPLC /
IToATMHHOCTR

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpems
yAEpXKMBaHUS  OCHOBHOIO  IUKa  Ha
XpOMaTorpaMMe HCIBITYEMOrO  pacTBopa
JIOJIKHO COOTBETCTBOBATh BpPEMEHH
YAEpXHBaHUS MHKa Ha XpoMarorpamme
CTAQHIapTHOTO  pacTBOpa  HHMECYNIHJa
(paznen «Konu4ecTBEHHOE ONPENENCHUE) |

3 {Weight of package content
I.Macca COZIEPKUMOTO
[yNaKOBKH

101g/ 101r

|In according to Rus. Ph..Not less than
100.0 g/ B cooTBeTCTBHH € TpeOOBaHUSAMH

EF(D P®. He menee 100,0r

4 ipH

5.2

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

5 | Related substances /PoacTBeHHBIE IPUMECH

1) Impurity A / [Ipumecs A

Not Detected

2) Impurity B / IIpumecs B

3) Impurity C / IIpumecs C

Not Detected

4) Impurity D / Ilpumecs D

Not Detected

5) Impurity E / Ilpumecs E

Less than LOQ (0.04%)

Less than LOQ (0.07%)

1) Not more than 0.2 % / ne donee 0,2 %
2) Not more than 0.2 % / e Gonee 0,2 %
3) Not more than 0.2 % / He bonee 0,2 %
4) Not more than 0.2 % / He 6onee 0,2 %
5) Not more than 0.2 % / He Gonee 0,2 %

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanmsam HJT

Con

clusion : APPROVED /

3akmouenue: OJOBPEHO

Prepared by /

[MToarotosneyio: Ramakant

Checked by /

Iposeperno: Himesh Kumar

Approved by: Manager/Executive / Onobpeno:

Menemxep / Pyxosoauren k Manoj Kumar
(-}JZJ

Jara:

Print Date /31.01.2022

Print Date /31.01.2022
Hara:

Print Date /31.01.2022
JHara:
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Product : Nise gel
IlpoaykT Haii3®, respb 1714 HapyKHOro npuMeHeHus 1%
Batch No / 1 V220049 Batch Quantity / : 11455 SU units /
Cepus Ne O6bem napTun 11455 SU ennnnn
Analytical Report No / : 890001570894 Date of Analysis / : 31.01.2022
AnanuTudecknii oryer No JlaTa anaiu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA Fonen no
Analysis performed according ND / Ananuz nposegen mo HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

6) Impurity F / Ilpumecs F

7) Highest individual
unknown impurity /
Enunuynas
HeUNeHTUGUHUPOBAHHAS
IpUMeECh

8) Total impurities /
Cymma npumMecei

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

Less than LOQ (0.06%)
Less than LOQ (0.1%)

Less than LOQ 8) Not more than 1.5 % / ne 6onee 1,5 %

|

Microbial limits /

Mukpobuonoruueckas
YKCTOTA

Total aerobic microbial count
/ Obuiee yucno a3poOHBIX
MHKpPOOPTaHH3MOB

Total combined yeast and
molds count / O61ee yucio
IIPOSOKEBBIX M TUIECHEBBIX

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

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

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

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

rpuboB
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OTcyTcTBue B 1T
P.aeruginosa Absent / OTCyTCTBYET Should absent in 1 g/ OtcytcTBuUe B 1T

|
7 | Assay/KomudecTBeHHoe |
onpezaecHIe [

10.21 mg/ 10.21 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N20sS Nimesulide in
one gram of gel. /

oT 9,0 a0 11,0 Mr C13H12N205S
(uuMecynuza) B 1 T mpernapara

Remarks : The Product conforms to ND/

ITpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by /

ﬂoum’rome@fargakant

Checked by /
[Tposepeno: Himesh Kumar

Approved by: Manager/Executive / Oo6peHo:
Memnemkep / Pykosoaurtens , Manoj Kumar

' el

Print Date /31.01.2022

JHara: Hara:

Print Date /31.01.2022

Print Date /31.01.2022
Jara:
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Product : Nise gel

Ipogykr : Haii3s®, rens Ans Hapy>KHOTo MpUMeHeHHs 1%

Batch No / 1 V220049 Batch Quantity / : 11455 SU units /
Cepus No O6bem napTun 11455 SU eanuuy,
Analytical Report No / : 890001570894 Date of Analysis / : 31.01.2022
AHaJuTHYecKuii oTyeT Ne JaTa ananmsza

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

JlaTa npoM3BOACTBA I'ogen 10

Analysis performed according ND / Anayu3 nposegnen mo HJI: I N012824/02-100320 (amend Ne 1

from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

8 [Package / YnakoBka 100 g in a laminated aluminum tube |20 g, 50 g or 100 g in a laminated =~
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 ITo 20 r, 50 r man 100 r B TyOy H3
NlaM HHHPOBAHHOIO ATIOMHHHS, JaMHHHPOBAHHOIO AJllOMHHHS,
cHabKeHHyI0 MeMOpaHoH a1s cHaOeHHyI0 MeMOpaHoii 1ns KOHTpOJA
KOHTpOJIsi nepBoro BekphiThs. [1o 1 nepsoro Bekpoitus. [To 1 TyOe B mayky

r TyOe B MayKy KapTOHHYIO C KAPTOHHYIO C HHCTPYKLHEl 1o
HHCTPYKLHEH 110 MPUMEHEHHUIO PUMEHEHHIO

|'-9 Labeling / MapkupoBka According to ND / B cootBerctBuu ¢ HJI

110 | Storage conditions / ~ |At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiue 25 °C.

(XpaneHue He 3amMopaxuBath.

11 | Shelf life / Cpok ronsoct 2 years / 2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykt coorBeTcTBYET Tpeboparnusm H]T 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / Ono6peHo:

ﬂo&rmoaugpﬁo: Ramakant IIporepeno: Himesh Kumar Menemxep / Pykosoanteny,, Manoj Kumar
! éz awi g

Print Date /31.01.2022 Print Date /31.01.2022 Print Date /31.01.2022
Jara: Hara: Hara:
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