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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTTU3A
Product Nise gel N
IIpoayxTt Haiiz®, renp ans Hapy#Horo npumenerns 1% I
Batch No / : V220723 Batch Quantity / : 22616.00units /
Cepusa Ne Odnem mapTuu 22616.00 eniHiLy
Analytical Report No / : 040001640754 Date of Analysis / : 19.09.2022
AHanuTHyecKHH oT4yeT No JlaTa aHanu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024

JlaTa npoussoacTBa

T'ogen go

Analysis performed according ND / Ananu3s npoeaen mo H: [TN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3M. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

|Ne | Test/Ilokasatenn
1 Description / OnicaHue

Result / Peaynbratsl

Specification / Hopma ) |

4aCTHIL.

2 Identification by HPLC /
[TogtMHHOCTB

Homogenous transparent light
yellow gel free from particulate
matter / OpHOpOAHBIH Npo3paunblii /  OAHOPOAHBIH  Mpo3pauHblii
refib CBETJIO-XEeJNTOro LBEeTa,
CBOGOMHBIH OT TOCTOPOHHUX

Complies as prescribed /
CoOTBETCTBYET TPeOOBAHUSIM

Homogenous light yellow to yellow
transparent gel, free from particulate matter
reib  OT
CBETJIO-KETOMO IO OJKENTOrO  UBETa,
CBOOOJHBIH OT MOCTOPOHHHX YACTHUL,.

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay /  Bpewms
YIEep)KUBAHUS ~ OCHOBHOTO  MMKa  Ha
XpOMaTorpaMMe HCIbITYEMOrO  pacTBopa
JIOJDKHO COOTBETCTBOBATh BPEMCHH|
yIepXKUBAHHS THKa Ha Xpomarorpamme
CTaHNAPTHOTO  pPacTBOpa  HHUMECYJIHAA

(paznen «KonuvecTBeHHOE onpeaesieHrue»)

In according to Rus. Ph.Not less than |
50.0 g / B cooTBeTCcTBUU C TpeOOBAHUAMH

Between 4.6 and 6.0/ ot 4,6 10 6,0 ‘

3 Weight of package content 5lg/51r R

Macca copepx HMOoro

[yNaKoBKH ['® PO. He menee 50,0
4 |pH o 5.5

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogykT cooTBeTcTBYET TpeboBaHuIM H/I

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[Toarotosneno: Ankit

Checked by /

! =

IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykospantens
Manoj Kumar

_f\\n;).tm e

Reprint Date /
Hata: 19.09.2022

/
Reprint Date /
Jata: 19.09.2022

Reprint Date /
Jata: 19.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNTN3A
Product Nise gel
ITpoaykr Haiiz®, renb ans Hapy:kHoro npimeneniis 1% -
Batch No / : V220723 |Batch Quantity / : 22616.00units /
Cepus Ne Obdbem napTHH 22616.00 ennnuul
Analytical Report No / : 040001640754 Date of Analysis / : 19.09.2022
Ananurnyeckuii ordyet Ne JlaTa apanu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTa npou3BojcTBA I"'open o

Analysis performed according ND / Anaau3z nposegen no HII: T1N012824/02-100320 (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)

5

Related substances /PoacTBeHHbIC TPUMECH

1) Impurity A / [Ilpumecs A

Not detected / He obnapyxeHa

1) Not more than 0.2 % / e donee 0,2 %

?) Impurity B / [Ipumecs B

Less Than LOQ (LOQ = 0.04 %) /
Huke npenena KONM4ECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

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

3) Impurity C / [Ipumecs C

Not detected / He oOHapy»xena

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

4) Impurity D / Ilpumecs D

Not detected / He oOHapyxeHa

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

5) Impurity E / I1pumecs E
6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /
EnnHu4ynasn
HenaeHTHGULHPOBaHHAs
IIpHMECh

8) Total impurities /

CymMa npumeceii

Not detected / He obHapy#keHa

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

Not detected / He o6HapyxeHa

“Less Than LOQ (LOQ =0.1 %) / |
Huxe npeacna KOJIUUYECTBEHHOTO

onpegenerns (ITKO = 0.1 %)

Less Than LOQ / Huxe npenena
KOJIMYECTBEHHOTO OTIpeie/IeHHs

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

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

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [TponykT cooTBeTCTBYET TpeboBanuam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ankit = [posepeno: Pardeep Kumar Onobpeno: Menemxep / PykosoanuTenb
N Manoj Kumar )|

/ Q/ of/* ) M -x’giLELL#'
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.09.2022 Hara: 19.09.2022 Hata: 19.09.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
[Product : Nise gel 1
IMpoaykr : Haliz®, rens 1as HapyKHOro npumeHeHns 1% -
Batch No / 1 V220723 Batch Quantity / : 22616.00units /
Cepns Ne Ob6beM naptuu 22616.00 eanHnn
Analytical Report No / : 040001640754 Date of Analysis/ : 19.09.2022
AHanuTHyecKHH oTyeT Ne HaTta ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JlaTa npousBoacTBa I'open o
Analysis performed according ND / Ananu3s nposeaen no HJ/I: [TN012824/02-100320 (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)

6 Microbial limits /

MiuxpoOnonoruueckas

UHUCTOTA
Total aerobic microbial count
/ Obuiee 4nucio a3pobHbIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MUKPOOPTraHH3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
imolds count / OBwmee 9ucno Less than 10 CFU/g / Not more than 10 CFU/g /
IMPOMOKEBBIX H TIJIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/T
rpuboB '
S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OTcyTcTBHE B 1T
P.acruginosa Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBUE B 1P
7 | Assay / Konnuectsennoe |  10.18 mg/10.18 mr ‘Not less than 9.0 mg and not more than
onpejeseHne 11.0 mg of C;3H2N>OsS Nimesulide in
one gram of gel. /
ot 9,0 no 11,0 mr C;3H2N20OsS
(numecynuzaa) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TponykT coorBeTcTBYET TpeboBaHUsAM H]T 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxarorosnexo: Ankii_,-.I [IposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykosoanTesib
// f\/ [ ' Manoj Kumar n i‘ﬁ./(’
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.09.2022 Jara: 19.09.2022 Hata: 19.09.2022
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTN3A
Product : Nise gel
Ipoaykr  : Haiis®, reib anst HapyKHOro NpUMEHEH s 1%
Batch No / 1 V220723 Batch Quantity / : 22616.00units /
Cepus Ne QobeM napTuu 22616.00 ealiHny
Analytical Report No / : 040001640754 Date of Analysis/ : 19.09.2022
AHanuTHYECKHIT oTyeT No JlaTa ananuza
Date of Manufacture / : Sep.2022 Date of Expiry/ : Aug.2024
JlaTa npon3BojacTBa (I"onen po
Analysis performed according ND / Ananu3s nposeaen no HJI: Tl 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 / YnakoBka 50 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
iinformation leaflet in a carton. / patient information leaflet in a carton. /
ITo 50 r B TYOY U3 [To 20 1, 50 r unu 100 r B TyOY u3
NIAMUHHPOBAHHOTO ATIOMHHS, NaMUHHPOBAHHOTO aNIFOMHUHHS,
|CH&6)KCHHy}O MeMOpaHnoii ans cHabKeHHYI0 MeMOpaHoli AN KOHTPOJS
KOHTpOJIsl epBoro Bekpbithst. [1o 1 nepsoro sekpeitus. [lo 1 Tyde B mauky
Ty0€ B [AUKy KapTOHHYIO C KapTOHHYIO C HHCTPYKLHEH 1o
: MHCTPYKIHeH 0 NPUMEHEHNIO TIPUMEHEHHIO
9 | Labeling / Mapkuposka According to ND / B cootserctuu ¢ HJI -
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temnepatype He Bbiwe 25 °C.
XpaHeHHe He 3amopakuBaTh.

11 i'Shelf life / Cpok ropHocTH 2 years / 2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykT cooretcTByeT TpeboBaHusm H/ 3akiwuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTopneno: Ankit - IIposepeno: Pardeep Kumar Onobpeno: Menemkep / Pyxosoanurenb
/N f Manoj Kumar Y /& L( _
/ M pu -‘Jn'rf:_[j_l;_._ﬁ——-
Reprint Date / s Reprint Date / Reprint Date /
JHara: 19.09.2022 Jata: 19.09.2022 Hara: 19.09.2022
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