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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product  : Nise gel
Mpoaykr : Haiis®, renb 1 Hapy:KHOro NpiMeHeHHs 1% - -
Batch No / 1 V220791 Batch Quantity / : 11469.000 units /
Cepust Ne Ob6nrem mapTuu 11469.000 exvnuy
Analytical Report No / : 040001649065 Date of Analysis / : 03.10.2022
AHanuTHUYeCKHil oT4eT No JlaTa ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JdaTa npou3BoACTBa I'open oo

Analysis performed according ND / AHaJ‘le)OBe,HeH o HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

'Ne |Test/ TToka3aTens | Result / PesynbTaThl Specification / Hopma
1 Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow |
yellow gel, free from particulate transparent gel, free from particulate matter
matter / OnHOpOAHbIH Npo3paunblii /  OJHOPOAHBIN NpO3payHblii  renb  OT
rejib CBETJIO-XKENTOrO IBETA,  CBETJO-KENTOro A0 JKEJNTOrO  LBETa,
cBOOOJHBIH OT NOCTOPOHHHUX ~ (CBOGOAHBIM OT MOCTOPOHHHUX YACTHLL

yacTuu,
2 |Identification by HPLC / | Complies as prescribed / The retention time of the major peak in the
[lonn1MHHOCTB CootrsetctByer TpeboBanusiM  chromatogram of the sample preparation
| corresponds to that in the standard
preparation under assay / Bpewms
YIOepXKUBAaHHS ~ OCHOBHOTO  MUKa  Ha
XpOMaTorpamMMe  MCMLITYEMOrO  pacTBopa
fuomKHo COOTBETCTBOBATD BpEMEHI
lyAep)KHBaHUS MNUKA Ha XpPOMAaTOrpaMMme
CTAaHJAPTHOTO  pacTBOpa  HHMeECynnza
_ (pazgen «KonuvecTBenHoe OnpeleNeHuney)
3 | Weight of package content 101 g/101r ‘ In according to Rus. Ph.Not less than
Macca conep>xuMoro '100.0 g/ B cooTBeTCTBHH ¢ TpeOOBaHMAMHU
YIIAaKOBKH i I'® PO. He menee 100,0 v '
| \
4 |pH 5.8 Between 4.6 and 6.0 / ot 4,6 10 6,0
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cootBeTcTBYeET TpeboBaniam HJT 3aknouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTosneHo: Nar?sh Kumar | Ilposepeno: Pardeep Kumar | Onobpeto: Menemkep / PykoBoauTensb
M =l — Pavan Kumar Sharma "{f‘i.‘.-‘ =
Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022 ~
Jlara: Iara: Jara:
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CEPTUDUKAT AHANU3A
Product Nise gel
HMpoaysr  : Haiis®, renp anist HapyscHoro npisMeHeHus 1%
Batch No / 1 V220791 Batch Quantity / : 11469.000 units /
Cepus No Oo6bem naprnu 11469.000 ennnuiy
Analytical Report No / : 040001649065 Date of Analysis / : 03.10.2022
AHa/TUTHYeCKHIT oTdeT No JaTa anannsa
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
Jdata npousBojacrsa Tonen go
Analysis performed according ND / Anann3 nposenen no HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020. uam. Ne 2 or 13.01. 2022)

5 Related substances /PoncteeHHbie npumecu

'1) Impurity A / IIpumecs A

2) Impurity B / [Tpumecs B

3) Impurity C/ Ilpumecs C
4) Impurity D / ITpumecs D
5) Impurity E / Tlpumecs E

6) Impurity F / [Tpumecs F
7) Highest individual
unknown impurity /

Less

Huxe npenena obHapyxeHns

Huxe npenena xonuuectBenHoro
onpenenenns (ITKO = 0.04 %)
Not detected / He o6HapyxeHa
Not detected / He 0GHapyxeHa

Not detected / He 0OHapyxeHa

Not Detected

1) Not more than 0.2 % / "e Gonee 0.2 %

than LOQ (LOQ =0.04 %) / 2) Not more than 0.2 % / He 6onee 0,2 %

0.08%

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

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

0.11%
Enunuunas
HeuaeHTHQUUMpOoBaHHas
pUMECh
8) Total impurities / 0.2%
Cymma npumeceii 8) Not more than 1.5 % / ne 6onee 1,5 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: Iponykr coorsercrayer Tpebopanusm HJJ 3akaoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Naresh Kumar
e

Ilposepeno: Pardeep Kumar

G "_.[,——_-”"

Onobpeno: Meunemxep / PyKOBG,E[[ITEJ'Ib
Pavan Kumar Sharma :

—

Jara:

s
Reprint Date /03.10.2022

Reprint
Jara:

Date /03.10.2022

Hara:

Reprint Date /03.10.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product  : Nise gel ]
Hpoaykr : Haiis®, renb st HapyKHOTO npuMeHens 1% -
Batch No / 1 V220791 Batch Quantity / : 11469.000 units /
Cepns Ne O0bem napTuu 11469.000 ennunny
Analytical Report No / : 040001649065 Date of Analysis / : 03.10.2022
AHanuTH4YeCKuii oT4yer No JarTa aHaau3za
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JaTa npous3BoacTBa _\I'open no 1
Analysis performed according ND / Ananus nposeaen nmo HI[ [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 o1 13.01.2022)

6 [Microbial limits /
Mukpobuonornieckas
4IICTOTA
Total aerobic microbial count
/ Obuiee uncno a3poBHbIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MUKPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
imolds count / O61wee yucno Less than 10 CFU/g / Not more than 10 CFU/g /
JPONOKEBBIX U MIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent / OtcyTeTByeT Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OtcyteTBYeT Should absent in 1 g/ OrcyreTsue B 1r
7 | Assay/ KonnuecteHHOE 10.11mg /10.11mr Not less than 9.0 mg and not more than
olnpeaeseHne \11 0 mg of C13H»N20sS Nimesulide in
one gram of gel. /
oT 9 0 pie] 11 0 Mr C[}H]szOsS
\(Humecynnaa) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumevanne: ITpoaykt cooreTcTBYeT TpeboBanusm HJL 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosnexo: Naresh Kumar | Ilposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pymaomwuw _
< =5 Pavan Kumar Sharma effe———
Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022
Jara: Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product : Nise gel ]
Mpoaykr  : Haiis®, renp ans Hapysanoro npumexeniin 1%
Batch No / 1 V220791 'Batch Quantity / : 11469.000 units /
Cepusi Ne Obvem mapruu 11469.000 eanm
Analytical Report No / : 040001649065 Date of Analysis / : 03.10.2022
AHajguTnuyecknii oryer No Jara ananusa
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jara npousBojcrsa ogen ao
Analysis performed according ND / Auanus nposegen no HJ{: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 o1 13.01.2022)

‘8 | Package / YnakoBka 1 100 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 M3 TIo 201, 50 r mnn 100 1 B TYGY M3
JIAMUHHAPOBAHHOTO aNiOMHUHNS, JIAMUHHPOBAHHOTO alOMHUHHS,
cHaOKEHHYIO MeMOBpaHoi 1S CHabXeHHyI0 MeMOpaHOi 1151 KOHTPOJIs
KOHTpOAs nepeoro Bekpbiths. [1o 1 nepsoro Bekpeitust. [To 1 tyGe B nauky
Ty0e B MauKy KapTOHHYIO ¢ KaPTOHHYIO C HHCTPYKUHEH 1O
MHCTPYKLHEH O MPHMEHEHHIO MPHUMEHEHHIO -

9  |Labeling / MapkuipoBka According to ND / B cootsetctBuu ¢ HJJ

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

Xpanenne He 3amopaxuBarts.
;11 | Shelflife / Cpok ronHocth 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Iponykr cootBeTcTBYET TpeboBaHusam HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneno: N;uesh Kumar | Ilposepeno: Pardeep Kumar | OnoGpeno: Menemxep / PyxoBoanTesb

(KL S Pavan Kumar Sharma e
Reprint Date /03.10.2022 Reprint Date /03.10.2022 Reprint Date /03.10.2022
Hara: Hara: Jara:
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