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Product : Nise gel
Mpoayxr : Haiiz®, rens Ang HapyXHOro npuMenexns 1%
Batch No / : V220047 Batch Quantity / : 11455 SU units /
Cepus Ne O0bemM napTHi 11455 SU eaunuu
Analytical Report No / : 890001570892 Date of Analysis / : 31.01.2022

JlaTa aHau3a

JlaTa npou3BOACTBA

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

Tonen oo

Analysis performed according ND / Ananns nposeaen mo HJ[: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| Ne | Test / IToxasaresns Result / PesynbTatsl | Specification / Hopma ]
1 iDescription / Onucauue Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter

OnHOpOAHBIHA Npo3paytblii renb  / OXHOPOAHBIK MpO3pa4HbBIA  Trenb  OT
CBETIIO-KEJITOrO I[BeTa, CBOOOIHBIN CBETIO-KEJNTOrO [0  KENTOro  IIBETa,

OT MOCTOPOHHUX YaCTHL. cBOOOMHBIM OT MOCTOPOHHUX YACTHL,
l
= : = - - !
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in tlie|
[TomnuHHOCTD COOTBETCTBYET chromatogram of the sample preparation|
TpeOOBaHUIM corresponds to that in the standard

preparation under assay / Bpewms|
yIepKUBAHHA ~ OCHOBHOTO  NHKAa  Ha
XpOMATOrpaMMe HCTIBITYEMOrO  PacTBopa
JIOJJKHO ~ COOTBETCTBOBATH BpEMEHH
yACp/KHBAHNHS THKA HAa XPOMATorpamMe
CTAHJAPTHOrO  pacTBOpa  HUMECYH/A
(pasnen «KoNHUYECTBEHHOE ONPE/IENEHIIE) |

3 | Weight of package content
Macca cofepKUMOro

101g/101r In according to Rus. Ph..Not less than
100.0 g/ B cooTBeTCTBHY C TpeOOBAHUAMH
['® PD. He menee 100,01

yTTAaKOBKH
4 pH 5.5 Between 4.6 and 6.0/ ot 4,6 no 6,0
5 | Related substances /PoACTBEHHBIE TPUMECH
1) Impurity A / [Ipumecs A Not Detected 1) Not more than 0.2 % / e 6onee 0,2 %
?) Impurity B / [Tpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / He donee 0,2 %
3) Impurity C / I[Tpumecs C Not Detected 3) Not more than 0.2 % / He 6onee 0,2 %
4) Impurity D / IIpumecs D Not Detected 4) Not more than 0.2 % / He bonee 0,2 %
5) Impurity E / [Tpumecs E Less than LOQ (0.07%) 5) Not more than 0.2 % / ne 6oxnee 0,2 %

[Tonroron

WY
/

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumewanue: [Ipoaykt cooTeTcTByeT Tpebopanrsam HJI 3axatouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / Ono6peHo:

R HO: Rapmakant IIporepeno: Himesh Kumar Menemxep / Pymaanwanoj Kumar
N W
(L

\ (Wt

Print Date /31.01.2022 Print Date /31.01.2022 Print Date /31.01.2022
JHara: Jara: Jlarta:
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Product : Nise gel
Ipoayxr : Haiis®, renp as1s HapyxHoro npuMereHus 1%
Batch No / 1 V220047 Batch Quantity / : 11455 SU units /
Cepus Ne O0bemM napTiu 11455 SU eagunun
Analytical Report No / : 890001570892 Date of Analysis / : 31.01.2022
AnanuTaueckuii oryer No JlaTta aHanu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTta npou3BoCTBA T'onen 1o
Analysis performed according ND / Anau3s nposenen no HJI: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6) Impurity F / IIpumech F

7) Highest individual
unknown impurity /
Enunnynas
HeUJeHTHHLNPOBAHHAS
pUMech

8) Total impurities /
Cymma npumeceit

0.07%

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

BDL (Disregard Area 4188) [7) Not more than 0.2 % / He 6onee 0,2 %

0.1%

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

onpeaeneHye

6 | Microbial limits /
Mukpobuonorunyeckas
YUCTOTA
Total aerobic microbial count
/ Ob1iee yrcio a3pobHBIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MUKPOOPTraHU3MOB Memee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / O6uiee 4ncio Less than 10 CFU/g/ Not more than 10 CFU/g/
IPOMOKEBBIX U TIJIECHEBBIX '| Menee 10 KOE/r 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/ OtcyTcTBHE B 1T
7 | Assay / KonuuecTBeHHOE 10.25 mg / 10.25 mr Not less than 9.0 mg and not more than

11.0 mg of C13H12N205S Nimesulide in
lone gram of gel. /

101 9,0 1o 11,0 Mr Ci3Hi2N20sS
(uuMecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoaykT coorBercTByeT TpeboBanuam H/L

Conclusion : APPROVED /
3axkmodenne: OJJOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive / Ono6peHo:

[Monros BHEHQ&Ramakant IposepeHo: Himesh Kumar Menemxkep / Pykosopntens , Manoj Kumar
@&L‘\UV/ esfe—" (hosglt it

Print Date /31.01.2022 Print Date /31.01.2022 Print Date /31.01.2022

Jara:

JaTa:
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Product : Nise gel

Hpoxykr : Haii3®, renb Ui HapyXHOro npuMeHenus 1%

Batch No / : V220047 Batch Quantity / : 11455 SU units /
Cepuss Ne O6bem napTuu 11455 SU eannn
Analytical Report No / : 890001570892 Date of Analysis / : 31.01.2022
AHanutnyecknii oTyeT Ne Jata anaiunsa

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

JlaTa npou3BOACTBA T'open no

Analysis performed according ND / Anaaus nposegen mo HJ[: ITN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package/ YmakoBka 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. / Ipal'ient information leaflet in a carton. /
ITo 100 r B TYOy U3 Mo 201, 50 r unu 100 r B Ty6Y U3
JIaMITHIPOBaAHHOTO AIOMHHHS, JIAMHHHPOBAHHOI'O AIFOMUHHS,
crnadkeHHyo MemOpaHoi A cHabxeHHYI0 MeMbpaHoil 11t KOHTPOJIS
KOHTpOJIsi IepBoro BCkphiTus. 110 1 inepaoro BekpoiThs. [To 1 TyGe B mauky
TyGe B NayKy KapTOHHYIO C KapTOHHYIO C MHCTPYKUHKEH 1O
HHCTPYKLMEH 110 IPUMEHEHHIO MpHMeHeHHIo

9 | Labeling / MapkupoBka

According to ND / B cootsercTeun ¢ HJ|

10 |Storage conditions /
[XpaneHue He 3aMopaxuBaTh.
1

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He Bbiuie 25 °C.

11 | Shelflife / Cpok roasoctd |2 years /2 roza

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /

Checked by /

]'Imlromanept%;im/eﬂ(amt IMpoeepeno: Himesh Kumar
\Aslel o IO

Approved by: Manager/Executive / Ono6peHo:

Menemkep / PykoBoauTens , Mapoj Kumar

HaTa:

Print Date /31 .01.2022 Print Date /31.01.2022

Hara:

Print Date /31.01.2022
Jara:
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