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CERTIFICATE OF ANALYSIS

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

CEPTU®UKAT AHATIU3A
Product Nise gel
| HOpoaykt Haii3®, rens u1st HapykHOro npumenenns 1%
Batch No / : V210986 |Batch Quantity / : 56,694.000 units /
Cepusi No O6bem naprun ~56,694.000 enuHuL
Analytical Report No / : 890001546571 Date of Analysis / : 23.09.2021
AHajuTHYeCKH# oTueT No Jara ananuza -
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Hara npousBopcTBa T'open o

{Analysis performed according ND / Anaaus nposenen mo HJI: [T NO12824/02-100320 (amend Ne 1

iNQ | Test/ lokasatens
1 Description / Onucanue

~ Result / Pesynbrars

Homogenous light yellow

_Specification / Hopma

Homogenous light yellow to

yellow |

transparent gel free from particulate transparent gel, free from particulate matter
matter / OnHoponHelit npospaunbiit /  ONHOPOAHBIH Npo3pauHbli renb  OT

[€JIb XKENTOro UBETA, CBOOOMHBIH OT CBETN0-XENTOro

MOCTOPOHHMX YACTHLI.

OO  XEJITOoro

LIBETA,

cBOBOMIHBIH OT MOCTOPOHHMX YACTHLI.

2 !ldentification by HPLC / "Complies as prescribed /
[[lopymiHHOCTL CooTBeTcTByET
TpeboBaHuUsIM
3 | Weight of package content |20 g/20r
Macca coneprxumoro
yTakOBKK
4 |pH 5.2 o

" The retention time of the major peak in the

chromatogram of the sample preparation

corresponds to that in the standard
preparation  under assay / Bpems
YAEpXHBaHWS ~ OCHOBHOrO  MNWKa  Ha

XpoMaTtorpaMMe HUCHbITYEMOro pacTBopa

JOJKHO COOTBETCTBOBATHL

BPEMEHH

YAEPXKUBAHUA IHKa Ha XpoMarorpamme

CTaHNapTHOr0  pacTBopa

HHUMECYH/a

((pa3zen «KonuuectpenHoe ONpezeseHue) |

In according to Rus. Ph..Not less than

20.0 g / B cooTBetcTBMH ¢ Tpe6OBAHHAMH

fr@ Pd. He menee 20,0 r

o ‘]' Between 4.6 and 6.0/ 0T 4,6 10 6,0 |

Remarks : The Product conforms to ND/
IIpumeuannue: ITpoaykr cooteTcTByeT TpeboBanusm HJ

Conclusion : APPROVED /
3aknouenue: OJIOBPEHO

Prepared by / /Checked by/ Approved by: Manager/Executive /
[Noxroroenexo: W ITpoBepeHo: | Onobpeno: Menemkep / PykoBoaurens
Ramakant Himesh @)at e Amit Kumar e

4 /
Print Date / Print Date / Print Date /
Jara: 23.09.2021 Hara: 23.09.2021 Hara: 23.09.2021
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CEPTUDUKAT AHATTU3A
Product : Nise gel
IIponykT Haii3®, resnb 1ist HapykHOro npumeHenus 1% )
Batch No / : V210986 Batch Quantity / : 56,694.000 units /
Cepus Ne O6bem napTuu 56,694.000 eanuuL
Analytical Report No / : 890001546571 Date of Analysis / : 23.09.2021
AHanuTuyeckuii oryer Ne JlaTta ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jara npomsBoacTsa I'open o
Analysis performed according ND / Ananu3s nposenen mo HI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

S

Related substances /PoncTeeHHble npuMeck

1) Impurity A / ITpumecs A

2) Impurity B / Ilpumecs B

3) Impurity C / Ilpumecs C

4) Impurity D / Ilpumecs D

6) Impurity E / Ilpumecs E

7) Impurity F / [Ipumecs F

8) Highest individual
unknown impurity /
Enunuynas
HEUAEHTHHLMpPOBaHHAS
IIpUMeECh

9) Total impurities /
Cymma npumeceit

Not Detected
BDL (Disregard Area 4425)

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

Not Detected

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

Not Detected
0.08%
Not Detected

Less than LOQ (0.1%)

0.1%

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

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

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

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoxykT coorBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouyenune: OJOBPEHO

Prepared by /
[ToArOTOBJEHO; @BL\« L
Ramakant

Checked by /
[TpoBepeHo:

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

Himesh KUIW " Amit Kumar

Print Date /
Jara: 23.09.2021

Print Date /
Hata: 23.09.2021

Print Date /
Hata: 23.09.2021
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CEPTU®UKAT AHATIU3A
Product : Nise gel o
Ipoaykr Haii3®, renb as1s Hapy»KHoOro npumeHeHus 1% »
Batch No / : V210986 Batch Quantity / : 56,694.000 units /
Cepusi Ne O6bem mapTuu 56,694.000 enuHuL
Analytical Report No / : 890001546571 Date of Analysis / : 23.09.2021
AHanuTuyeckuii oTyet No JlaTa anann3a
Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2023
JdaTa npou3BojcTBa I'open mo ,
Analysis performed according ND / Ananu3 nposegen no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 | Microbial limits /

Mukpobuosnoruyeckas
YHUCTOTA

Total aerobic microbial count
/ Ob1uee Ynucno aspodHBIX
MUKPOOPraHU3MOB

Total combined yeast and
molds count/ Ob1iee 4yucio
IPOXOKEBBIX U MJIECHEBBIX

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

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

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/ OtcyTcTBre B 1T

Should absent in 1 g/ OtcyTcTBHe B Ir

rpu6oB

IS.aureus Absent in 1 g/ OtcyTcTByeT B 1T

P.aeruginosa Absent in 1 g/ OtcyTcTBYeT B 11
7 | Assay / KonvyecTBeHHOE 10.11 mg/10.11 mr

onpeneneHne

Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

ot 9,0 mo 11,0 mr C;3H2N205S
(numecynupa) B 1 r npenapara

|

Remarks : The Product conforms to ND/
IIpumeuanne: Iponykr coorseTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akioyenne: OJOBPEHO

Prepared by / 4 Checked by / Approved by: Manager/Executive /
I"Iozlro'rosneﬂo:%\u LU‘ ITpoBepeno: | Onobpeno: Meneasep / PykoBoauTens
Ramakant  /\N Himesh KW- “Amit Kumar (l y/
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel )
Ipoaykr Hait3®, resib Aist Hapy>KHOro npuMeHeHus 1% -
Batch No / : V210986 Batch Quantity / : 56,694.000 units /
|Cepusi Ne _ O6bem naprun 56,694.000 eiitHnu
Analytical Report No / : 890001546571 Date of Analysis / : 23.09.2021
AHanuTHyeckHii oTyer Ne JaTa anann3za
Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2023
Jlata mpou3BoAcTBA I'open no

Analysis performed according ND / Auanu3 nposeaen nmo HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 | Package / Ynakoska 20 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. / }palicm information leaflet in a carton. /
Ilo 20 r B Tyby u3 [To20r, 50 r unu 100 r B TYOy U3
JIAMHWHHPOBAHHOTO ANFOMHUHMUS, NAMITHHPOBAHHOIO ATIOMUHKS,
cHadzeHnyo MeMbpaHoit ans cHadxeHHYI0 MeMOpaHoit 171st KOHTpONS
KOHTpONs nepsoro BCkpbiTHa. [To 1 [nepsoro BekpeiTus. ITo 1 Ty6e B nauky
TyOe B Mauky KapTOHHYIO C KAPTOHHYHO C HHCTPYKLMEH 1Mo

- HHCTPYKILElT TTO MPHMEHEH IO NPHMEHEHHIO o

9 Labeling / MapkupoBka According to ND / B coorBerctBuu ¢ /]

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [1pu Temneparype He Bbitie 25 °C.

XpaHenie He 3amopaxuBarts.
11 |Shelflife/ Cpox romsocTd 2 years / 2 roga B

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusm H]T 3akaoyenne: OJOGPEHO

Prepared by / U& Checked by / Approved by: Manager/Executive /
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