CERTIFICATE OF ANALYSIS

Aa’ra IIPOU3BOACTBA

T'ogen no

CEPTUPUKAT AHATIU3A
Product Nise gel
Hpoaykr Haii3®, renb a1st Hapy)KHOTo npumMeHeHus 1%
Batch No / 1 V220648 Batch Quantity / : 22648.00units /
| Cepus No O0bem napTuu 22648.00 ennHuL
Analytical Report No / : 040001625845 Date of Analysis / : 26.08.2022 i
AHaauTHYeCKMi oTyeT Ne JlaTa apaansa
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024

Analysis performed according ND / Anasms nposeaen no H/L: I1N012824/02-100320 (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)

No

| Test/ [lokasarens -
11 Description / Onncanne

'! Result / Pe3ynbTats

Homogenous transparent light

yellow gel free from particulate

matter / OnHoponHslii npo3paunblil /  OaHOPOAHBIH

renb CBETJIO-XKENTOro 1BeTa,
cBOOOJHBII OT NOCTOPOHHMX

YacTHl,.

Specification / Hopma
Homogenous light yellow to yellow
transparent gel, free from particulate matter
Mpo3payHblii  renp  OT
CBETJIO-KENTOr0 [0 OKENATOro  LBETa,
CBOOOHBIIT OT TOCTOPOHHUX YACTHLL

2 Identification by HPLC /
lno,Il.l'lHHHOCTI:

Complies as prescribed /
CootseTcTBYET TpeOOBaHUSIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / DBpewms
VAEePXKHWBAHMA  OCHOBHOIO  NHUKa  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
JLOJIXKHO COOTBETCTBOBATh BpEMEHH|
YAepXKMBaHUA TMHKAa Ha XpoMarorpamme,
CTaHIapTHOrO  pacTBOpa  HMMECYJMAa
(pasznen «Konn4ecTBEHHOE ONPENENEHHEN)

3 Weight of package content 51g/5lr
Macca conepxumoro

L yNaKOBKH

4 |[pH N 5

‘In according to Rus. Ph..Not less than
50.0 g / B coOTBETCTBHH ¢ TpeGOBaHUAMH
I'® PO. He menee 50,0 r

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

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayxT coorsercTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosiieHo: Ramakant

Checked by /

—

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykosomauTeib
Manoj Kumar g .

Reprint Date /
JHata: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTTUSA
[Product Nise gel
Iponykt Haiia®, renb 11 Hapy»HOro npumeHeHus 1%
Batch No / 1 V220648 Batch Quantity / : 22648.00units /
Cepua Ne O0bem mapTuu 22648.00 ennnun
Analytical Report No / : 040001625845 Date of Analysis / : 26.08.2022
Ananurnyeckunii oryer Ne JlaTa aHanu3a
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.l2024
JaTa npou3BOACTBA I'opeH o

Analysis performed according ND / Anain3s nposeaen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

S Related substances /PoncTeeHHble npAMecH

1) Impurity A / Ilpumecs A

Not detected / He oOHapyxeHa

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

?) Impurity B / [Ipumecs B

Below LOD (LOD =0.01%) /
Huxe npenena obHapyxenus (I10 =
0.01%)

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

3) Impurity C/ IIpumecs C

Not detected / He oOHapy>xeHa

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

4) Impurity D / [Ipumecs D

Not detected / He 0OHapyxeHa

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 /
EnnHuynas

NpUMech
8) Total impurities /
CyMMa npumecer

Not detected / He oOHapy»xeHa

Not detected / He o6HapyxeHa

HEWJeHTH(ULMPOBaHHas!

Less Than LOQ (LOQ =0.1 %)/
Huxe npenena KoTM4eCTBEHHOIO
onpeaenerus (ITIKO =0.1 %)

Less Than LOQ / Huxe npenena
KOJIMYECTBEHHOI'O ONpeAeeHUs

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykr cooreerctByet TpeboBanuam HJ|

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMToarorosneHo: Ramakant

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosozuresns

E _ Manoj Kumar }’l}‘ ,'.-.';"-E:-"' )
Reprint Date / Reprint Date / Reprint Date /
Harta: 26.08.2022 Hara: 26.08.2022 Iara: 26.08.2022
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CEPTUOUKAT AHATTU3A
Product Nise gel
Tlpopyxr Hali3®, resb ans Hapy»XHOro npuMenehis 1%
Batch No / : V220648 Batch Quantity / : 22648.00units /
Cepus Ne O6bem mapTuu 22648.00 equHKMY
Analytical Report No / : 040001625845 Date of Analysis / : 26.08.2022
AHaJuTHUYEeCKHH oTueT Ne JaTa ananunza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTta npou3BoJcTBA Tonen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

6

Microbial limits /

MukpoGuronoruueckas
HHCTOTa

Total aerobic microbial count
/ O61ee 4HCno aspobHbIX
MHKPOOPraHU3MOB

Total combined yeast and
molds count / Obuiee uncno
[pOXIKEBBIX U TIJIECHEBBIX
Irpu6oB

iS.aureus

P.aeruginosa

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

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

Absent / OtcyTtcTByeT

Absent / OTcyTcTBYET

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/ OrcyTcTBUE B 1T

Assay / KonnvyecTBeHHOE
onpeencHne

10.20 mg/ 10.20 mr

i Not less than 9.0 mg and not more than

11.0 mg of C13H2N,OsS Nimesulide in
one gram of gel. / '

‘o1 9,0 1o 11,0 Mr Ci13H1nN>OsS
(Humecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumeuanmne: [Iponyxr coorBeTcTBYET TpeboBaHusm H]I

Conclusion : APPROVED /
3akaouyenue: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Aoz

Checked by /
[Iposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykosoanrens
Manoj Kumar '

Movre=

Reprint Date /

Hata: 26.08.2022

Reprint Date /
Hara: 26.08.2022

Reprint Date /
Jara: 26.08.2022
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A
Product Nise gel
Ipoaykr Haiiz®, rens nas HapyxHoro npumeHenus 1%
Batch No/ 1 V2200648 |Batch Quantity / : 22648.00units /
|Cepusa No O6bem napTuu 22648.00 ennnuy
Analytical Report No / : 040001625845 Date of Analysis / 1 26.08.2022
AHaquTHYyecKuii oTuer Ne HaTa ananmnza
Date of Manufacture / : Aug.2022 Date of Expiry / : Jul.2024
JaTa npou3BoACTBa I'ogen o
Analysis performed according ND / Anann3s nposenen mo HJI: IT1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend No 2 from 13.01.2022 / u3am. Ne 1 ot 16.09.2020, n3m. Ne 2 o1 13.01.2022)

18 | Package

9 Labeling / Mapkuposka

/' YnakoBka
equipped with tamper-evident
membrane. | tube and patient

information leaflet in a carton. /

ITo 50 r B TyOy u3

JIJAMUHHUPOBAHHOI'O aJIlOMHHNA,

cHabxeHHyI0 MembpaHolt 11s

KOHTpOJIs epBoro BekpwiThs. [o 1

TyO€ B NaukKy KapTOHHYIO €

VHCTPYKLUEH MO NPUMEHEHHIO

50gina laminated aluminum tube 20 g, 50 gor 100 g in a laminated

aluminum tube equipped with
tamper-evident membrane. 1 tube and
ipatient information leaflet in a carton. /
Tlo 20 T, 50 r unu 100 r B TGy M3
JIaMMHHPOBAHHOIO alOMUHNS,
cHabXxeHHYI0O MeMOpaHoi Ans KOHTpOs
nepBoro BckpbiTHil, 1o 1 Tybe B nauky
KapTOHHYH ¢ HHCTpYKLUMEH o
NPUMEHEHNIO

10 Storage conditions /
XpaHeHue

In

I
He 3aMopaxuBarts.

According to ND / B coorBercTeuu ¢ HJ|

1At temperature below 25 °C. Do not freeze. / l'Iph TemIepaType He Boilue 25 °C.

Shelf life / Cpok rognocT 2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanne: IlpogykT coorBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /

IToarorosneno: Ramakant

Checked by /
[Iposepeto: Pardeep Kumar

1

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBO?IIT&Ilb

Manoj Kumar ) A

Reprint Date
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/- Reprint Date /

Jata: 26.08.2022

Reprint Date /
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