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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product Nise gel
Ilpogykr Haii3s®, renb ais Hapy:kHoro fpumenenns 1%
Batch No / 1 V220721 Batch Quantity / : 22648.00units /
Cepus Ne O0bem naprum 22648.00 enuHuy
Analytical Report No / : 040001638842 Date of Analysis / : 15.09.2022
Ananutnyecknii oruer Ne Hara ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
Jarta nponssoacrsa T'omen 1o
Analysis performed according ND / Anasm3 nposenen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, 13m. Ne 2 oT 13.01.2022)

Ne i_Tgst / Tlokazatens Result / PesynbTatel Specification / Hopma |
1 Description / Onuicaniie Homogenous transparent light ~ Homogenous light yellow to yellow |

yellow gel free from particulate  transparent gel, free from particulate matter

matter / OnHopoansifi npospaunblii /  OgHOPOAHBIH  Npo3pauHblil  refb  OT

rejib CBETIIO-XKE/TOrO 11BETA,  CBETJO-XKEeNTOro /A0 JKENTOrO  LIBETa,

CBOOOIHbII OT MOCTOPOHHHX  CBOGOIHbIN OT MOCTOPOHHHMX YACTHIL,

_ YacTHLl. - e
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
IToanuHHOCTD CooTBeTcTByeT TpeHOBAHHAM chromatogram of the sample preparation

to that in the standard
under assay / Bpems
yAepKUBaHHs OCHOBHOTI'O nMKka  Ha
XpOMarorpaMMe HCHBITYEMOrO  pacTBopa
JOJDKHO COOTBETCTBOBATH BpEMEHH
YISpXKUBaHUS TIHKA Ha XpoMarorpamme
CTaHAapTHOTO pactBopa HUMeCynnaa
(paznen «KonuuecTBeHHOE ompenelieHney)

corresponds
preparation

3 |Weight of package content S51g/Slr In according to Rus. Ph..Not less than
Macca conepxumoro 50.0 g / B cooTBeTcTBUH ¢ TPeDOBAHMAMH
YAKOBKH I'® PO. He menee 50,0 r

4 pH 5.6 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cootBeTcTBYET TpeGoBaHiam HJL

Conclusion : APPROVED /
3akmouenue: QJJOGPEHO

Prepared by /

[Moprorosneno; Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens

' )V Amit K / t

A LA\CQ 'f_ _ mit Kumar [L\ e
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.09.2022 MHara: 15.09.2022 JHara: 15.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A
Product : Nise gel
IIpoaykT Haii3®, renp 451 Hapy>kHOTO puMeHenus 1%
Batch No / : V220721 Batch Quantity / : 22648.00units /
Cepus Ne O6beM mapTuu 22648.00 eguHu
Analytical Report No / : 040001638842 Date of Analysis / : 15.09.2022
AHaguTHYeCcKHii oTyeT No Jdarta ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npousBoacTBa T'onen no

Analysis performed according ND / Anann3z nposeaen no HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. No 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

5 Related substances /PoacteenHbie npumecH

1) Impurity A / Ilpumech A

Not detected / He obHapykeHa

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

2) Impurity B / Ilpumecs B

Less Than LOQ (LOQ = 0.04 %) /
Huxe npeaena KOJM4eCTBEHHOTO
onpenenenus (ITKO = 0.04 %)

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

3) Impurity C / Ilpumecs C

Not detected / He oOHapyxeHa

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

4) Impurity D / IIpumecs D

Not detected / He 0OHapyxeHa

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

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

7) Highest individual
unknown impurity /
Envnuunas
HenJaeHTUhULUPOBAHHAs
npuMech

8) Total impurities /

CymmMma npumeceii

Not detected / He 06HapyxeHa

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

Not detected / He 06HapyxeHa

Less Than LOQ (LOQ =0.1 %) /
Hwxe npenena KONHYECTBEHHOTO
onpeaenenus (IIKO = 0.1 %)

Less Than LOQ / Huxe npenena
KOJINYECTBEHHOTO ONpPEe/IeNICHUs

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

7) Not more than 0.2 % / e Gonee 0,2 %

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

Remarks : The Product conforms to ND/
Ilpumeyanne: [Iponykr coorBetcTByeT TpeboBaHusam HJT

Conclusion : APPROVED /
3akmoyenune: OJJOBPEHO

Hara: 15.09.2022

JHarta: 15.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroseyo: l‘llamqkant [Iposepeno: Pardeep Kumar Onobpeno: Meknensep / PykoBoautens
'J-\L:O\" ‘ 2 Amit Kumar A M:\Lf——___
i Wl v '
Reprint Date / Reprint Date / Reprint Date /

Harta: 15.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A
Product : Nise gel - '
HpoayxT Haii3®, renb A1 Hapy)KHOro npuMenerns 1%
Batch No / 1 V220721 Batch Quantity / : 22648.00units /
Cepust Ne O0bem napTun 22648.00 ennnuy
Analytical Report No / : 040001638842 Date of Analysis / : 15.09.2022
AHaauTH4YecKkuii oT4yeT No Jara ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JaTa mpoussoacTBa T'onen no

Analysis performed according ND / Agaau3s nposeaen mo HJ/I: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend No 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

6

7

HYUCTOTA

Microbial limits /

Mukpobronoruyeckas

Total aerobic microbial count

/ O0111ee YKCIIo a3pO0HbIX Less than 10 CFU/g/ iNot more than 100 CFU/g /
MUKpPOOPraHU3MOB Menee 10 KOE/r He 6onee 100 KOE/r

Total combined yeast and

molds count/ O61ee uncno Less than 10 CFU/g/ Not more than 10 CFU/g /

{MpOsKAkKEBBIX M TLIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r

rpu6os 5

S.aureus ' Absent / OtcyTcTBYyeT ‘Should absent in 1 g/ OtcyTcTBHE B 1T

[P.aeruginosa Absent / OtcyTcTBYeT Should absent in 1 g/ Otcyrcrsue B 1r
Assay / KonnuecTseHHoe 10.11 mg/10.11 mr ‘Not less than 9.0 mg and not more than

ONpeaACIICHHE

11.0 mg of C3H2N205S Nimesulide in
one gram of gel. /

0T 9,0 ao 1 1,0 Mr C13H12N205S
(rumecynuna) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt cooTBeTCTBYET TpeGOBaHMsAM H]I 3axmoyenue: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /

[TonroroBneyo: Ramakant

Checked by /

Approved by: Manager/Executive /

ITpoeepeno: Pardeep Kumar OnobpeHo: Meunemkep / PykoBoauTenb

fﬁl \ L‘l x; Amit Kumar :& e

Oyl -

—

Reprint Date / Reprint Date /

Hata: 15.09.2022

Reprint Date /

Hara: 15.09.2022 Harta: 15.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A
Product Nise gel
Ipoaywr Haiiz®, renk s HapyRHOro npumenenns 1%
Batch No / 1 V220721 Batch Quantity / : 22648.00units /
Cepusa Ne O6bem napTum 22648.00 eanHu
Analytical Report No / : 040001638842 [Date of Analysis / : 15.09.2022
AHanuTuyeckuii oruer Ne Harta anannza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JaTa npou3BoAcTBA Tosen 10

Analysis performed according ND / Ananu3s nposeaen nmo HJI: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, 13m. Ne 2 ot 13.01.2022)

8

Package / Ynakoka
|

equipped with tamper-evident
membrane. 1 tube and patient

ITo 50 r B TYOy u3
JIJAMMHNPOBAHHOIO AJIIOMHHMUS,
cHabxeHHyIo MembpaHoii a1

TyOe B MauKky KapTOHHYIO C
HHCTPYKLHEH Mo NPHMEHEHI0

information leaflet in a carton. /

KOHTPOJIs1 NIEPBOro BCKphITHs. [To 1

50 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
ITo 20 r, 50 r umu 100 r B YOy U3
JJAMMHHPOBAHHOTO ATIOMUHUS,
CHaOXEeHHYI0 MeMOpaHoil 1711 KOHTPOIs
niepsoro BekpbiTHs. 1o 1 TyOe B mauky
KapTOHHYIO C HHCTpYKLHEH 1o
NPHMEHEHHIO

Labeling / Mapkuposka

According to ND / B coorserctauu ¢ HJJ

10
Xpanenie

Storage conditions /

He 3amMopaxHBaTh.

At temperature below 25 °C. Do not freeze. / [Ipn Temneparype He Bbiiie 25 °C. |

11

Shelf life / Cpok rogHocTn

|2 years / 2 roga

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykT cooTBeTCTBYET TpeOoBaHuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

ITonrorosnen Q] Ramakant

Aot

Checked by /
ITposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemiep / PykoBoaurens

Amit Kumar .:—\*- :,‘,\f;“

Reprint Date /
Hara: 15.09.2022

Reprint Date /
Jara: 15.09.2022

Reprint Date /
Hara: 15.09.2022
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