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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product : Nise gel
Ipoaykr Haliz®, reab aast Hapy)kHoro npumMenenus 1%
Batch No / 1 V230182 Batch Quantity / : 22709.00units /
Cepus Ne O0beM NapTUH 22709.00 enniHUL
Analytical Report No / : 040001784863 Date of Analysis / : 10.03.2023
AHAaNUTHYECKHH oTyeT No Jara ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npou3BoJcTBA T'ogen a0
Analysis performed according ND / Anasnn3 nposenen no HJ/I: I1 N012824/02-100320 (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)

[ Ne
1

Test /[loxaszatens
Description / Onucanue

~ Result / Pesynbrars!

Specification / Hopma ]

Homogenous transparent light
yellow gel free from particulate [transparent gel, free from particulate matter |
matter./ ONHOPOAHBIA Mpo3padnblii /  OZHOPOAHBI NPO3padHbli  remb OT
resib CBETJIO-XKENTOro L{BeTa,
CBOGO/IHbBIH OT IOCTOPOHHUX ~ CBOOOAHBLHA OT TOCTOPOHHHX YACTHLL.

_ 4acTHll.

‘Homogenous light yellow to yellowi

[CBETJIO-XKEJNTOro OO  XKEJNTOro UBETA, |

(3]

Identification by HPLC /

[ToaIMHHOCTD

Complies as prescribed /
CoorseTcTBYET TpebOBaHUsIM

' The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard|
preparation  under assay /  Bpewms|
yIepKHBAHMA  OCHOBHOTO  MHKa  Hal
XpOMATOrpaMMe  HCTIBITYEMOFO pacniqgaf
TOJIXKHO COOTBETCTBOBATD BpeMeHH
\VAEP)KMBAHMS TMKA HAa XpOMAarorpamme
CTaHJapTHOrO  pacTBOpa  HUMECYJuJa
(pasnen «KonuuecTBeHHOE OMpeaeneHHe»)

'In according to Rus. Ph..Not less than |
150.0 g / B cooTBeTCTBHU C TpeOOBaHUAMH |
!I“(D P®. He menee 50,0r |
' |

:

Weight of package?ont& T 51g/51r
Macca coaepKuMoro

Y IAKOBKH
|pH 5.7

| Between 4.6 and 6.0 / ot 4,6 1o 6,0

Remarks : The Product conforms to ND/
Ipumeuanune: [1pogykT cooTBeTcTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO

Prepared by /
IToprorosneno: Naresh Kumar

(v

Checked by /
[TpoBepeno: Pardeep Kumar

=f—

Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykoBogHTeb
Manoj Kumar r E” _ﬂ

Reprint Date /
Jara: 10.03.2023

Reprint Date /
Hara: 10.03.2023

Reprint Date /
JlaTa: 10.03.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
IIpoaykr Haiiz®, resib 151 Hapy»kHOro npumMeHeHus 1%
Batch No / : V230182 Batch Quantity / : 22709.00units /
Cepus Ne O0bem mapTHu 22709.00 exuHuUL
Analytical Report No / : 040001784863 Date of Analysis / : 10.03.2023
Adanuruyeckui oryer Ne JlaTa aHajM3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
Jlata npou3BoACTBA I'onen oo

Analysis performed according ND / Anain3 nposeier mo H/I: T1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend No 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

S Related substances /PoacTBeHHBIE MPUMECH

1) Impurity A / Ilpumecs A

Not detected / He 0OHapyxeHa

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

2) Impurity B / [Ipumecs B

Less Than LOQ (LOQ = 0.04 %) /
Hiwbxe npenena xonnuecTBeHHOro
onpenenenns (ITKO = 0.04 %)

2) Not more than 0.2 % / ne donee 0,2 %

3) Impurity C/ Ilpumecs C

Below LOD (LOD = 0.01%) /

| N
Hixe npenena obuapyxeunsa (IIO

=0.01%)

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

4) Impurity D / Ilpumecs D

Not detected / He oOHapyxeHa

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

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

V) Highest individual
unknown impurity /
Ennnnunas
HeuJIeHTU (LM POBaHHAA
pUMech

8) Total impurities /

ICymma npumecei

0.11%
0.13%

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

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

Below BDL (BDL Area 4162) /
Huxe nopora peructpauuu (ITP
4162)

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

0.2%

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

Remarks : The Product conforms to ND/
Hpumceaanne: TTpuayrr covtsercisyer rpeuuunsm HJT

Conclusion : APPROVED /
Suwwnvaenne: OJJOBGIEIIO

Prepared by /
TToarorosneno: Naresh Kumar

2

-

Checked by /
ITpoBepeno: Pardeep Kumar

-

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

Manoj Kumar
L

Reprint Date /
Jata: 10.03.2023

Reprint Date /
Jara: 10.03.2023

Reprint Date /
Hara: 10.03.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel
IIponykTt Haiiz®, renb Ajist HApy»KHOTo npuMeHeHns 1%
Batch No / : V230182 Batch Quantity / : 22709.00units /
Cepusi Ne O0beM napTuu 22709.00 equHuL,
Analytical Report No / : 040001784863 Date of Analysis / : 10.03.2023
ApasnTHyeckuii oTyer Ne JaTa anasusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npou3BoACTBA I'onen a0
Analysis performed according ND / Anaans nposexen 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, 13m. Ne 2 ot 13.01.2022)

OIIpEACNIEHNE

6 Microbial limits /
Mukpobuonoruyeckas
yrcToTa
Total aerobic microbial count | Less than 10 CFU/g/
/ Ob1ee uKuco aspoOHbIX Menee 10 KOE/r Not more than 100 CFU/g /
MHKPOOpraHu3MOB He 6onee 100 KOE/r
Total combined yeast and | Less than 10 CFU/g/
molds count / O6mee yucio | Menee 10 KOE/r Not more than 10 CFU/g/
IPOSKOKEBBIX U TIECHEBBIX He 6onee 10 KOE/r
rpu6oB
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTtcTBre B 1T
P.aeruginosa Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
7 Assay / KonuyectseHHOe 10.12 mg/ 10.12 mr Not less than 9.0 mg and not more than

11.0 mg of C13H;2N>0s5S Nimesulide in
ione gram of gel. /

o1 9,0 no 11,0 mr Ci3H12N>OsS
(numecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/
TIpumeuanue: [Tponykt coorBeTcTBYeT TpeboBanusm HJY

Conclusion : APPROVED /
Zakawuenune: OAOBPEHO

Prepared by /
IToAroToBIEHO: Nartzh Kumar

L1}

T

—

Checked by /
IpoeepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /

Onob6peno: Menemkep / Pykosoauresns
Manoj Kumar 1 a,[ .Ea

Reprint Date /
Hata: 10.03.2023

Reprint Date /
Jara: 10.03.2023

Reprint Date /
JHara: 10.03.2023
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTUSA

Product : Nise gel
Ipoaykr : Haii3®, renb juist Hapy)KHOro NpUMeHEHAMs 1%

Batch No / ¢ V230182 Batch Quantity / : 22709.00units /
Cepus Ne O0BbemM mapTuu 22709.00 ennHuL
Analytical Report No / : 040001784863 Date of Analysis / : 10.03.2023
Anamurnyecknii oTuet Ne JlaTa ananausa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025

Jara npou3BoJCcTBA I'ogen g0

Analysis performed according ND / Anasu3 nposeaen no HJE: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / 1u3M. Ne 1 ot 16.09.2020, u3zm. Ne 2 ot 13.01.2022)

8 | Package / YnakoBka 150 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

| lequipped with tamper-evident aluminum tube equipped with

' membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
| TTo 50 r B TYOY M3 [To 20 1, 50 r wim 100 r B TyOYy U3
JIAMUHHPOBAHHOTO aJIlOMUHHS, JTaMMHHUPOBAHHOTO aJIIOMHUHUS,
cHabxEeHHyt0 MeMOpaHoH 1 icna6>1ceHHyro MeMOpaHO! st KOHTPOJIs
KoHTpons nepeoro Bekpbiths. [To 1 nepsoro BekpeiTs. I1o 1 TyGe B mauky
rybe B nauKy KapTOHHYIO € KAPTOHHYIO ¢ MHCTPYKLMEH 10

| HHCTPYKIEH 10 TPUMEHEHHIO MPHMEHEHUIO

9 Labeling / Mapxuposka According to ND / B cootsetcTBuu ¢ HJJ

10 | Storage conditions / IAt temperature below 25 °C. Do not freeze. / [Ipu Temnepatype we Bbiue 25 °C.

X paHeHHe He 3aMopaxuBaTh.

|

11 |Shelflife / Cpok rogsoctd 2 years /2 roaa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: I1ponykT cooTBETCTBYET TpeboBanuam H/I 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoprotoBneno: Naresh Kumar | [Iposepeno: Pardeep Kumar Ono6peHo: Menemxkep / Pykosoaurens
Manoj Kumar

@~ oL : W
Reprint Date / Reprint Date / Reprint Date /
Jara: 10.03.2023 Hata: 10.03.2023 Jara: 10.03.2023
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