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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTN3A
Product Nise gel .
Mpopykr Haiis®, renb ana HapysKHOTo npuMeHenns 1% B
Batch No / 1 V2200644 Batch Quantity / : 22624.00 units /
Cepusi Ne O0bem naprun 22624.00 eqnHumL
Analytical Report No / : 040001624263 Date of Analysis / : 25.08.2022
AHnanuTH4ecKHii oTyer No Jarta aHayuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
HaTta npousBojacTea TI'open no

Analysis performed according ND / Anaiau3 npoeenen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 o1 16.09.2020, uzm. Ne 2 ot 13.01.2022)

Ne | Test / Ilokasarenb

Result / Pe3ynbrats! Specification / Hopma |

1 ' Description / Onucanne

Homogenous transparent light  Homogenous light yellow to yellow
yellow gel, free from particulate transparent gel, free from particulate matter
matter / OgHOpPOAHbI Npo3paunblii /  OAHOPOAHBIA MpPO3pauHbIi  renb  OT
reNlb CBETIO-XKENTOrO UBETA,  CBETIO-KEITOr0 O JKEITOro  LiBEeTa,
CBOGO/IHBIN OT OCTOPOHHHX ~ CBOGOMIHbIA OT TOCTOPOHHMX HACTHIL,
_ yacTul,

[35]

{[ToanmiHnOCTE

' Identification by HPLC /

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YAEpXMBAHUA ~ OCHOBHOMO  MNHKa  Ha
XpOMaTOrpaMMe MUCIBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHHU
YIEpXMBAHMA MMKA Ha XpoMarorpamme|
CTaHIapTHOTO  pacTBopa  HUMeECYJnia
‘( paszjen «KoJMYeCTBEHHOE ONpeeeHHE»)

Complies as prescribed /
CooTBeTcTBYET TPpeOOBAHUAM

3 Weight of package content 51g/51r In according to Rus. Ph..Not less than
Macca conepxumoro 50.0 g / B coorBeTcTBUY C TpeOOBaHUAMHU
YIaKOBKU ['® PO. He menee 50,0 r

4 |pH 5.6 Between 4.6 and 6.0 / o1 4,6 110 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykTt cooTBeTcTBYET TpeGoBaHusM HJT

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /

ﬂo,uromanakant
( .

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykosoanTtens

DL»_ Kusum Lata L{,__;%L; -

Reprint Date /
Hata: 25.08.2022

Reprint Date /
Hara: 25.08.2022

Reprint Date /
Hara: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A
Product Nise gel
I[IpoaykT Haiiz®, renb Ans Hapy»XHOTO NprumeHeHns 1%
Batch No / 1 V220644 Batch Quantity / : 22624.00 units /
Cepus Ne O6BbeM napTHu 22624.00 enunnu
Analytical Report No / : 040001624263 Date of Analysis / : 25.08.2022
AHajurnyeckuii ordyer No JlaTa ananuza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npou3BoJcTBa T'ogen go

Analysis performed according ND / Anaaus nposexen no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

S5 Related substances /PoACTBEHHbIE IIPUMECH

1) Impurity A / Ilpumecs A

Not detected / He obHapyxeHa

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

2) Impurity B / [Ipumecs B

Below LOD (LOD = 0.01%) /
Huxe npenena oOHapyx eHUs
(TTO =0.01%)

2) Not more than 0.2 % / ue bonee 0,2 %

3) Impurity C / IIpumecs C

Not detected / He oObHapyxeHa

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

4) Impurity D / [Ipumecs D

Not detected / He oOHapy>xeHa

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

5) Impurity E / [Ipumecs E
6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunununasn
HEUAEeHTUOUIMPOBAHHAS
npuMech

8) Total impurities /

Cymma npumecei

Not detected / He o6HapyxeHa

5) Not more than 0.2 % / e 6osiee 0,2 %

Not detected / He oOHapyxeHa

Less Than LOQ (LOQ = 0.1 %) /
Huxe npenena KOJIMYECCTBECHHOI'O
onpenenenus ([TKO = 0.1 %)

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

Less Than LOQ / Huxe npenena
KOJMYECTBEHHOTO ONpPEeAENEHN

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by / Checked by /
[TpoBepeHo: Pardeep Kumar

MogroTroeneno:Ramakant

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoaurens
Kusum Lata Q}&QV '

Reprint Date / Reprint Date /
HaTta: 25.08.2022 Jata: 25.08.2022

Reprint Date /
Jara: 25.08.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3SA
Product : Nise gel
IIpoaykT Haiiz®, renb ans HapyxHoro npumenenus 1%
Batch No / 1 V220644 Batch Quantity / : 22624.00 units /
Cepus Ne O0bemM napTum 22624.00 enuHuy
Analytical Report No / : 040001624263 Date of Analysis / : 25.08.2022
AHaJIHTHYECKHH 0T4YeT Ne JlaTta ananysa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JlaTa npon3BOACTBA I'oxen oo
Analysis performed according ND / Anaaus nposesnen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

6  |Microbial limits / |

Mukpobuosorudeckas
yhcToTa

Total aerobic microbial count
/ Ob11iee Y1csI0 a3poOHBIX
MUKPOOPTraHU3MOB

Total combined yeast and
molds count / Ofuiee yucno
[IPOMOKEBBIX U TIIIECHEBBIX
rpuboB

S.aureus

P.aeruginosa

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

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

Absent / OTcyTCTBYET

Absent / OTcyTCcTBYET

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/ OTcyTcTBHE B 1T

Should absent in 1 g/ OrcyrtcTaue B 1r

7 Assay / KoauuecTBeHHOE
orpe/ieNieHne

10.15 mg/10.15 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N20sS Nimesulide in
one gram of gel. /

ot 9,0 5o 11,0 mr C3H1z2N2058
(Humecynuaa) 8 1 r npenapara

Remarks : The Product conforms to ND/

ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
MoarotoeneHo:Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

L.

Approved by: Manager/Executive /
Onobpeno: MeHekep / PykoBoauteb
Kusum Lata -

=

Reprint Date /
Oara: 25.08.2022

Reprint Date /
Hara: 25.08.2022

Reprint Date /
Hara: 25.08.2022
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CERTIFICATE OF ANALYSIS

AHajJauTn4decKHii oTyeT Ne

CEPTUDUKAT AHATTU3A
Product : Nise gel
ITpoaykr Haiiz®, renb s Hapy»HOro npumeHeHus 1%
Batch No / 1 V220644 Batch Quantity / : 22624.00 units /
Cepus Ne O6bemM napTum 22624.00 eguHul
Analytical Report No / : 040001624263 Date of Analysis / : 25.08.2022

JlaTa aHann3sa

Date of Manufacture /
JlaTta npou3BOACTBA

1 Aug.2022 Date of Expiry / : Jul.2024

T'omen no

Analysis performed according ND / Auasiu3 nposegen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

‘8 |Package / YnakoBka 50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated
| icquippcd with tamper-evident aluminum tube equipped with
| imembrane. | tube and patient tamper-evident membrane. 1 tube and
finformation leaflet in a carton. / patient information leaflet in a carton. /
' ITo 50 r B TYOY 13 Mo 20 T, 50 r unn 100 r B TYOy 13
‘ IAMITHHPOBAHHOIO aliOMIHIA, JTaMMHUPOBAHHOTO AJIFOMHHHS,
' cHabeHHYI0 MeMOpaHoii ans icuaﬁaﬁel-mym mMemMOpaHoit Ins KOHTPOnN
KoHTponst nepeoro BckpbiTis. [To 1 mepsoro sekpoitis. [To 1 Ty0e B mauky
TyO€e B MavuKy KapToOHHYIO ¢ KapTOHHYIO C HHCTPYKILHEH 1o
| HHCTPYKUHEI MO NPUMEHEHHIO MPUMEHEHUIO
9 Labeling / MapkupoBka According to ND / B cootsetcTsuu ¢ HJ
10 Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype e Bbie 25 °C.
XpaHeHue He 3amopa’kuBaTh.
11 Shelf life / Cpox rogHocTd 2 years / 2 roaa ]
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBeTcTBYET Tpebopanusam HJI 3axaouenune: OJOBPEHO

Prepared by /

ﬂop.rOToaneioszj/makant

Checked by / Approved by: Manager/Executive /
TIposepeno: Pardeep Kumar OnobpeHo: Menenxep @oamnrens

f . Kusum Lata ng_} >

Reprint Date /
JaTta: 25.08.2022

Reprint Date / Reprint Date /
Hara: 25.08.2022 Hara: 25.08.2022
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