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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product . Nise gel __|
IpoaykT Haiis®, resb 1)1 HapyKHOTO MpiuMeHeHus 1%
Batch No / : V220150 Batch Quantity / : 22749 units /
Cepusi Ne O6bemM napTHn 22749 ennHniy
Analytical Report No / : 890001584076 Date of Analysis / : 09.04.2022
AHaJuTHYECKHil oTueT No JaTa anannza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jlara npoH3BOACTBA I"ogel go

Analysis performed according ND / Anaju3 npoBeJieH no HJI: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / iam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

[Ne [Test/Iloxa3arensb | Result / PesyabTarsl Specification / Hopma
1 Description / Onucanue Homogenous light yellow Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / OHOPOHbIH MPO3PaUHbIH / OIHOpOIHBIA MpPO3pauHbii reab OT
resib CBETIO-KENTOTO [IBeTa,  CBETJIO-KENTOro A0  JKEJTOro  LBETa,
cBOGOIHBII OT IOCTOPOHHUX ~ CBODO/HBIH OT IOCTOPOHHUX YACTHLL.
YacTHI.
2 Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the

[MomMHHOCTE

\ ;
CoO0TBETCTBYET TPEOOBAHUSIM chromatogram of the sample preparation

corresponds to that in the standard]
preparation under assay /  Bpewms
VIEpKHBaHKHs ~ OCHOBHOrO — MHKa  Ha
XpOMATorpaMMe HMCHBITYEMOro — pacTBOpa
JMLOJDKHO COOTBETCTBOBATD BPEMEHH
yIAEpKUBaHHA IIMKa Ha Xpomarorpamme
CTaHjapTHOro  pacTBopa  HUMECYIHaa
(paznen «KoNM4eCTBEHHOE ONpe/IeneHie»)

3 .Weight of package content 51g/Slr In according to Rus. Ph.Not less than
Macca ConepXUMOro 50.0 g / B cooretcTBiN ¢ TpeOOBaHUAMH
YITaKoBKH ['® Pd. He menee 50,01

4  |pH 5.5 Between 4.6 and 6.0 / ot 4,6 1o 6,0

Remarks : The Product conforms to ND/
TIpumeyanne: ITpoyKT cOOTBETCTBYET TPeOOBAHNAM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
MoproToBneHo: Ankit

E

Checked by /
ITposepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / l’yxgnonl-lTer

Pavan Kumar Sharma ( A

Rl

Reprint Date /
JNara: 09.04.2022

Reprint Date /
Jara: 09.04.2022

Reprint Date / s

Tara: 09.04.2022
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIU3A
Product : Nise gel
Mpoayxrr Haiis®, renb ans HapyskHOro npaMenenns 1%
Batch No / : V220150 Batch Quantity / : 22749 units /
Cepus Ne O6beM NapTHH 22749 enynnLy
Analytical Report No / : 890001584076 Date of Analysis / : 09.04.2022
AHanuTHYECKHH oTdeT Nt JlaTa anaiusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
IarTa npon3BoACTBA ToneH no

Analysis performed according ND / Anau3 npoBejeH o HJ: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 o1 16.09.2020, uzm. Ne 2 ot 13.01.2022)

5 Related substances /PoacTBeHHbIE TPUMECH

1) Impurity A / [Tpumecs A

Not detected / He o6HapyxeHa

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

?) Impurity B / ITpumecs B

Below LOQ (LOQ = 0.04 %) /
Huxe npenena KOIUYeCTBEHHOro
onpenenexns (IKO = 0.04 %)

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

3) Impurity C / [Tpumecs C

Not detected / He obHapyxeHa

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

4) Impurity D / I[Tpumecs D

Not detected / He obHapyxeHa

A} Not more than 0.2 % / ue Gonee 0,2 %

6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /
EnyHu4Has

PUMECD
8) Total impurities /
Cymma IpUMecei

5) Impurity E / ITpumecs E

HEHJCHTHQULIApOBAHHAS

Not detected / He o6HapyXeHa

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

Not detected / He obHapyxkeHa

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

Below LOQ (LOQ = 0.1 %) / Hixke
npejiesia KOIM4ECTBEHHOTO
onpenenenns (ITKO = 0.1 %)

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

Below LOQ / Hmxe npenena

KOJIMYECTBEHHOI'O ONPEACNIEHN

3) Not more than 1.5 % / e 6oxee 1,5 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoyKT COOTBETCTBYET TPEOOBaHHAM HJ

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO

Prepared by /
MoaroToBneHo: Ankit

Checked by /
ITposepeHo: Ramakan

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyxopoanTteis
Pavan Kumar Sharma /

(&
Reprint Date /

[Nara: 09.04.2022

Reprint Date /
Jara: 09.04.2022

Reprint Date /
Jara: 09.04.2022
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Product : Nise gel
IIpoaykTr Haiis®, renb 715 Hapy&HOro npiumenexis 1%
Batch No / 1 V220150 Batch Quantity / : 22749 units /
Cepusi Ne O6neM NaApTHH 22749 eanHuIL
Analytical Report No/ : 890001584076 Date of Analysis / : 09.04.2022
AHanuTHYeCKH# oTyeT Ne JlaTa anaju3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jata npoH3BOACTBA Tonen no
Analysis performed according ND / AHan3 npoBejeH no HJI: T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020, usm. Ne 2 ot 13.01.2022)
6 Microbial limits /
Mukpobuonoruyeckas
4HCTOTA
Total aerobic microbial count
O61u1ee YKcIo a3pOOHBIX Less than 10 CFU/g / Not more than 100 CFU/g /
MITKPOOPTraHH3MOB Menee 10 KOE/r He 6onee 100 KOE/r
Total combined yeast and
molds count / OO1iee 9ncIio Less than 10 CFU/g/ Not more than 10 CFU/g/
MPOOKEBBIX M IIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpuboB
S.aureus Absent in 1 g/ OrcyTctByeT B Ir  Should absent in 1 g/ OtcyTtctBue B 1r
P.aeruginosa Absent in 1 g/ Otcytersyer B Ir  Should absent in 1 g/ OtcyrcTBue B Ir |
7 Assay / KonuuecTBeHHOE 10.11 mg /10.11 mr ' Not less than 9.0 mg and not more than
[ onpeeneHne 11.0 mg of Ci3H12N;OsS Nimesulide in
one gram of gel. /
ot 9,0 10 11,0 mr C;3H12N205S
(Humecynuza) B 1 r npenapara
—

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: [IpoAyKT COOTBETCTBYET TPEOOBAHHAM HJI 3akmouenue;: OJJOGPEHO

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

MoprotoBneHo: Ankit ITposepeno: Ramakant Onobpeno: Menemxep / Pykopoautesb
(/6 %&Cﬁﬁ" Pavan Kumar Sharma ‘_{{f_’

Reprint Date / Reprint Date / Reprint Date /

Nata: 09.04.2022 Hata: 09.04.2022 Jlara: 09.04.2022
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Product : Nise gel

IpoaykT Hait3®, renp a8 HApykHOTO mpiuMerenus 1% |
Batch No / 1 V220150 Batch Quantity / : 22749 units /

Cepust N O6beM mapTun 22749 enuunn

Analytical Report No / : 890001584076 Date of Analysis / : 09.04.2022
ApajguTHdecKuii orger N JlaTa ananusa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JaTa npon3sBojCcTBa T'onen go

Analysis performed according ND / Anaiu3 npoBeaeH 1o HJI: T 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)

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
information leaflet in a carton. / patient information leaflet in a carton. /
[lo 50 r B TyGy U3 o 20 T, 50 r wiu 100 r B TyOY U3
JTAMHMHHPOBAHHOTO AJIOMUHHS, NaMHHHPOBAHHOTO ANFOMHHHS,
cHaOXEHHYI0 MeMOpaHOH s cHaOGXKEHHYI0 MeMOpaHo# AJIsl KOHTPOJIS
KOHTpOJA nepBoro BekphiTus. [lo 1 mepBoro BCKPEITHA. ITo 1 Tybe B mauky
Ty6€ B ma4yKy KapTOHHYIO ¢ KAPTOHHYIO C HHCTPYKIHKEH 1o
WHCTPYKLHEi [0 PHMEHEHTTIO npuMeHeRMl0 |
9 Labeling / MapkupoBka According to ND / B cooterctsnn ¢ HJL
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [Ipu TemnepaType He BbILLE 25°C.
XpaHeHue He 3aMOpaxXUBaTh.
11 |Shelflife / Cpok roanoctu 2 years / 2 roga ]

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

(A

M pumeuanue: [IpoayKT COOTBETCTBYET TPEDOBAHUAM HI 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoprotoBneHo: Ankit [MposepeHo: Ramakant Onob6peno: Menemxep / Pygosoautesns

,(kcﬂ _ Pavan Kumar Sharma _~—

Reprint Date / Reprint Date / Reprint Date /
[Nata: 09.04.2022 Hara: 09.04.2022 Hara: 09.04.2022
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