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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel
Ipoaykr : Haiiz®, ress Uit Hapy)HOrO NpuMeHeHus 1%
Batch No / 1 V220233 Batch Quantity / : 22678 units /
Cepus Ne O6beM NapTHH 22678 enuHUL
Analytical Report No / : 890001584077 Date of Analysis / : 09.04.2022
Anajgnrudecknii oryer Ne JlaTa aHaJaH3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa mpon3BoacTBa TI'onen 10

Analysis performed according ND / Auaiu3s nposenen no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

[Ne | Test/ Ilokasatens Result / PeaynpTarhbl | 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 / OnHopoaHbli npo3paynblil / OXHOpOAHBIH NpPO3payHBIl  renb  OT
I rejb CBETJIO-KENTOTO IIBETA,  CBETIO-KENTOro [0 JKEITOro  IBETa,
' CBOGO/HBIH OT MOCTOPOHHUX  (CBOBOIHBIN OT MOCTOPOHHMX YaCTHLL.
YacTUL.
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[TopnuHHOCTB CooTBeTcTBYET TpeOOBaHYAM chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
yHepKUBaHMS  OCHOBHOTO  MNHKa  Ha
XpomMaTtorpamMme HCIBITYEMOIO pacTBOpa|
[TOJDKHO COOTBETCTBOBATD BpEeMeHH
yoepXKuBaHMs THKa Ha Xpomarorpamme
CTaHJapTHOrO  pacTBOpa  HMMECYTHAA
| - (paznen «Konu4ecTBEHHOE ONpPEAEIIEHUE)
13 Weight of package content 51g/5lr In according to Rus. Ph..Not less than
Macca conepumMoro 50.0 g / B cooTBeTrcTBUM ¢ TpeOOBaHUAMH
lyIIaKOBKH ['® P®. He menee 50,01
4 pH 50 Between 4.6 and 6.0 / ot 4,6 510 6,0

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykT cootBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axiaouenue: OJOBPEHO

Prepared by /
MoaroToBneHo: Ankit

/A

Checked by /
[MposepeHo: Ramakag}

Qo>

Pava

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyE{OBO,ﬂ]-ITEIIb

n Kumar Sharma

T

Reprint Date /
HaTta: 09.04.2022

Reprint Date /
Hara: 09.04.2022

Reprint Date /
Hara: 09.04.2022

Regidtprag
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel
Ipoaykr : Haii3®, rens As HapyKHOro npuMeHeHus 1%
Batch No / 1 V220233 Batch Quantity / : 22678 units /
Cepusa Ne O0beM napTHu 22678 emiHNL
Analytical Report No / : 890001584077 Date of Analysis / : 09.04.2022
AHaauTHyeckuii oruer Ne JlaTa aHaau3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa mpou3BOACTBA I'onen oo

Analysis performed according ND / Ananus nposeaen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

5 Related substances /PoncTBeHHBIE TPUMECH

1) Impurity A / Ilpumecs A

Not detected / He obHapyxeHa

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

2) Impurity B / [Ipumecs B

Below LOQ (LOQ = 0.04 %) /
Huxe mpezena KOJIXIECTBEHHOIO
onpeneneaus (IIKO = 0.04 %)

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

3) Impurity C/ Ilpumecs C

Not detected / He oOHapy»keHa

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

4) Impurity D / [Ipumecs D

Not detected / He oOHapykeHa

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

6) Impurity F / IIpumecs F

7) Highest individual
unknown impurity /
Enunudnas

IPUMECh
8) Total impurities /
CymMa mpumecei

5) Impurity E / IIpumecs E

HeHJeHTUGULIPOBaHHAs

Not detected / He obHapyXeHa

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

Not detected / He obHapyxkeHa

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

Below LOQ (LOQ =0.1 %) / Hixe
npejienia KOTMYEeCTBEHHOTO
onpenenenus ([TKO = 0.1 %)

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

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO OTNPEIENICHHS

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

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
Zaxnwouenne: OJOBPEHO

Prepared by /
MoarotoBrneHo: Ankit

A

=

Checked by /
Iposepero: Ramak;knrt

g

Approved by: Manager/Executive /
Onobpeno: Mernemkep / Pykopoautes
Pavan Kumar Sharma

A
Ljhr———

—

Reprint Date /
Hata: 09.04.2022

Reprint Date /
Hata: 09.04.2022

Reprint Date /
Iara: 09.04.2022
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
Mpoayxr Haiiz®, ress A1 HApYKHOTO NpHUMEHeHHs 1%
Batch No / 1 V220233 Batch Quantity / : 22678 units /
Cepus Ne O0beM NapTHH 22678 enuHHIL
Analytical Report No / : 890001584077 Date of Analysis / : 09.04.2022
AxaysuTuyeckuii oTyer Ne Jlata aHaau3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JaTta npou3BoOACTBA Topen oo

Analysis performed according ND / Ananus nposexen mo H/I: I1N012824/02-100320 (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 /

Muxpo6uonorudeckas
YHCTOTA

/ Ob1ee Ynciio a3poOHBIX
MHKpPOOPIraHM3MOB
Total combined yeast and

JIPOMOKEBBIX M IJIECHEBBIX
rpuboB
S.aureus

P.aeruginosa

Total aerobic microbial count

molds count / Ob1inee 9yucio

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

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

Absent in 1 g/ OtcyrcTByer B Ir
Absent in 1 g/ OtcyTcTBYeT B 11

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/ OrcyTtcTuE B 1T

Assay / KonudecTBeHHOE
fonnpenenenue

10.14 mg/10.14 mr

"Not less than 9.0 mg and not more than
11.0 mg of C,3H12N;OsS Nimesulide in

one gram of gel. /
ot 9,0 g0 11,0 Mr C13H12N>OsS
(nmmecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cootercTByeT Tpedosanusm HIL

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by /
MogrotoBneHo: Ankit

Checked by /
[TpoeepeHo: Ramakaig

Approved by: Manager/Executive /
Onobpero: Menemkep / Pykosoaures

(A) Q%& y Pavan Kumar Sharma ., ——
= s ="

Reprint Date /
Jata: 09.04.2022

Reprint Date /
Hara: 09.04.2022

Reprint Date /
Jara: 09.04.2022
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nise gel
IIpoaykTr Haiiz®, renb 15 Hapy>xHoro npuMeHeHus 1%
Batch No / : V220233 Batch Quantity / : 22678 units /
Cepust Ne O0bem napTuu 22678 enunuly
Analytical Report No / : 890001584077 Date of Analysis / : 09.04.2022
AHaJTUTHYECKHIT oTUeT Ne JaTa aHau3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BoacTBa I'open no

Analysis performed according ND / Ananu3 nposegen no H: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, u3m. Ne 2 o1 13.01.2022)

8  [Package/ Yuaxoska 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. /
ITo 50 r B TYOY U3 [To 20 r, 50 r uan 100 r 8 YOy 13
JIaMHHHPOBAHHOIO ATIOMHHHS, JaMHHHPOBAHHOI'O ATIOMHHMS,
cHabxeHHYyI0 MeMOpaHOU IS cHaOKeHHY0 MeMOpaHoii 11 KOHTPOs
KoHTpOsA mepBoro BekpbiTHsl. [To 1 nepBoro BekpeiTus. Io 1 TyOe B mauky
TyGe B auKy KapTOHHYIO C KapTOHHYIO ¢ MHCTPYKUMeil rno

. . - HHCTpYKLUMEll 10 IPHMEHEHHIO MPUMEHEHHIO

9 Labeling / MapkupoBka According to ND / B coorBetcreun ¢ HJ{

10 Storage conditions / At temperature below 25 °C. Do not freeze. / I1pu Temneparype ue Bblie 25 °C.

XpaHenue He 3amopaxuBats.
11 Shelf life / Cpok rogHocTd 2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogyxT coorBercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
MoprotoBneHo: Ankit

(A

Checked by /
IIpoepeHo: Ramaka%

Qi

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma C'{.’;Wﬁ- —
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Reprint Date /
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Reprint Date /
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