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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIUSA
Product Nise gel
IIpoaykT Haits®, renn pst HapyxHoro npumeHenus 1%
Batch No / : V211199 Batch Quantity / : 56,283.000 units /
Cepus Ne O6bem maprun 56,283.000 eqrHUL
Analytical Report No / : 890001552860 Date of Analysis / : 31.10.2021
AHaJuTHYeckuii oTuer Ne JlaTa aHanu3a
Date of Manufacture / : Oct.2021 Date of Expiry / 1 Sep.2023
JlaTa npou3BOACTBA T"onen no
Analysis performed according ND / Ananu3 nposegen mo HJI: TI1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

(Ne | Test / ITokazatenb Result / Pesynbrathl Specification / Hopma
1 | Description / Onucanue Homogenous light yellow Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
imatter / OnHopoaHbI Mpo3paunbiit / OAHOPOAHBIA MNPO3pPavHbIA Trenb OT
[FeJIb MXKENITOro 1iBETa, CBOOOMHBII OT CBETJIO-KENTOre A0  JKEITOr0  LBETA,
[mocTopoHHMX YacTuL, CBOOOMHBIH OT TOCTOPOHHHUX YACTHIL.
2 | Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[ToanMHHOCTB COOTBETCTBYET chromatogram of the sample preparation
TpeboBaHUIM icorresponds to that in the standard
preparation  under assay / Bpewms
yIepXHMBaHHs  OCHOBHOTO  IIMKa  Ha
XpOMaTOrpaMMe HCIBITYEMOrO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpPEMEHH
yAepKuBaHUS MHKa Ha XpOMaTorpaMmme
CTaHAApPTHOTO  pPAacTBOpa  HHUMECYJIH[A
(pasnen «KonuyecTBEHHOE ONPEAETIEHHEN)
3 | Weight of package content |20 g/20r In according to Rus. Ph.Not less than
:IMacca COAEPXKHMMOTO 20.0 g / B cootBeTcTBHU ¢ TpeOOBaHUAMHU
[yIIaKOBKH [® PD. He menee 20,0
4 |pH 51 Between 4.6 and 6.0 / ot 4,6 no 6,0 |

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zaxmwouyenue: OJOBPEHO

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

INoarorosneHo: [IpoBepeHo: Ono6peno: Menemxkep / PykoBoanTellb

Ankit W e Himesh W Pawan Kumar /;\)\/
(E \

Print Date / Print Date / Print Date /

Hara: 31.10.2021 JHara: 31.10.2021 Hata: 31.10.2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A
Product : Nise gel
I poaykr Haiiz®, renb Al Hapy»)HOro npumeHenus 1%
Batch No / : V211199 Batch Quantity / : 56,283.000 units /
Cepust Ne O0bemM mapTuHn 56,283.000 exnrul
Analytical Report No / : 890001552860 Date of Analysis / : 31.10.2021
AHajnTH4yeckuii oTuet Ne JlaTa aHanU3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JlaTa npou3BOACTBA Tonen oo

Analysis performed according ND / Auanu3 npoeeaes no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 Related substances /PoicTBEHHBIE IPUMECH

1) Impurity A / IIpumecs A

?) Impurity B / [Ipumecs B

3) Impurity C/ Ilpumece C

4} Impurity D / ITpumecs D

6) Impurity E / Ilpumecs E

7) Impurity F / Ilpumecs F

8) Highest individual
unknown impurity /
Enunuunas

pUMECH

HenJeHTHHLIUMPOBaHHAS

9) Total impurities /
CymMMa npuMeceit

Not Detected

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

BDL (Disregard Area 4377)

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

Not Detected

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

Not Detected

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

Less than LOQ (0.07%)
Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

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

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

Remarks : The Product conforms to ND/
Hpumeuannue: [TponykT coorsercTyeT TpebosanusaM HJT

Conclusion : APPROVED /
Zaxmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [Tposepeno: Ono6peno: Menemxep / Pykoojntenb
Ankit / N _~ Himesh KL[M’Pawan Kumar /

L A
Print Date / Print Date / Print Date / !
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
Mpoaykr : Haiis®, rens ans HapyxkHoro npuMeHenns 1%
Batch No / : V211199 Batch Quantity / : 56,283.000 units /
Cepusi Ne O0beM napTun 56,283.000 eqrHAL
Analytical Report No / : 890001552860 Date of Analysis / : 31.10.2021
AHanuTH4decKHi oTueT Ne JlaTa aHaau3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JlaTa npou3BoJcTBa T'ogen go
Analysis performed according ND / AnaJu3 nposegen o HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

6  [Microbial limits /

| Mukpobuonorudeckas

YUCTOTA

Total aerobic microbial count
O61ee uncno aspobupix  |Less than 10 CFU/g/

MHKPOOPraHH3MOB Menee 10 KOE/r

Total combined yeast and |

molds count / O6mee uncno Less than 10 CFU/g/

npoxokeBbiX U mecHepx  [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/ OtcyTcTBHE B 1T

Should absent in 1 g/ OTcyTcTBUE B 1T

rpu6oB
S.aureus |Absent / OTCyTCTBYET
r
P.aeruginosa - éAbsent/ OTtcyTCcTBYET
7 | Assay/ KonuuecTBeHHOE 10.26 mg / 10.26 mMr
oTpeneieHHe

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

oT 9,0 pife] 11,0 Mmr C3HjaN.OsS
(numecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeyanue: [IpoaykT coorBeTcTBYeT TpeboBanusM H]I Zaxmouenne: O JJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeieHo: IIposepeno: = Onobpeno: Menemxep / PykoBonutens
Ankit ( N oo Himesh KI&EA,/'-’(‘_" Pawan Kumar j(_‘/
Print Date / Print Date / Print Date / !
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product : Nise gel
IMpoayxr : Haiiz®, resb ajisi HApY)KHOro NpuMeHeHns 1%
Batch No / : V211199 Batch Quantity / 1 56,283.000 units /
Cepus Ne O0pem napTum 56,283.000 egruuy
Analytical Report No / : 890001552860 Date of Analysis / : 31.10.2021
AHaJauTHYeCKHI oTyeT No JlaTa anajmu3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sep.2023
JlaTa mpou3BoACTBA Fomen no
Analysis performed according ND / Anaau3 nposenen no HJI[: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzM. Ne 1 ot 16.09.2020)

8 | Package / Ynakorka

equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
[To 20 r B TyOY M3
AaMUHHPOBAHHOTO AMIOMHHHNS,
cHabxeHHyo MeMOpaHoil gns

TyOEe B NaYKy KApTOHHYIO C
HHCTPYKUHE 10 NpUMEHEHHHD

KOHTPONA nepBoro BekpbiThs. 1o 1

20 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
[To 20 1, 50 r unu 100 r B TYOY M3
NamMIHIPOBAHHOTO AIIOMUHUS,
cHabxeHHyo MeMOpaHo# 111 KOHTPOJIS
nepsoro BekpbITHsL. 1o 1 Tybe B mauky

KAPTOHHYIO C HHCTpYKLMeE 1o

JMPHMEHCHHED

9 |Labeling / MapkupoBka

10 |Storage conditions /
XpaHeHHe

According to ND / B cooTBeTCTBHH c HI

At temperature below 25 °C. Do not freeze. / Ilpu Temnepatype He Bbiuie 25 °C.
He 3amopaxxuBaTh.

11 | Shelflife / Cpok rogHocTH

2 years / 2 roga

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ilpumeuanue: IIpoaykr cootseTcTBYET TpebopanusaM HJI 3axmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneo: [TposepeHo: Onobpeno: Menemxep / PykoBoautens
Ankit / L 3 Himesh &Eag&'//:) Pawan Kumar 4}/
Print Date / Print Date / Print Date / !
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