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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTTU3A
Product : Nise gel B
IMpoaykr Haiiz®, renb asist HapyKHOro npuMeHerns 1%
Batch No / : V220110 Batch Quantity / : 22,592 units /
Cepns Ne OobeM napTHl 22.592enMHHALL
Analytical Report No / : 890001577407 Date of Analysis / : 09.03.2022
AdaanTnyeckuii oruer Ne JlaTa anaansa
Date of Manufacture / : Feb-2022 Date of Expiry/ : Jan-2024
JlaTa mpou3BOACTBa I'ogen 1o
Analysis performed according ND / Ananm3 nposegen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / Ilokasarens Result / PesynbraTht Specification / Hopma
1  |Description / Onucanue Homogenous transparent Light | Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter / Oanopoanbii pospaunbiil /  OJHOPOAHBI  NPO3pauHbli  rejib  OT
renb JKEeNToro LUBeTa, CBOOOAHBIN OT CBETI0-KEATOr0 A0  OJKCJITOrO  1BETa,
IOCTOPOHHHUX YaCTHLL. CBOGOAHBIN OT MOCTOPOHHUX HACTHL,
2 | Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
[TonIMHHOCTD COOTBETCTBYET chromatogram of the sample preparation
TpeboBaHUAM corresponds to that in the standard
preparation under assay /  Bpewms
YAEpKUBaHHsS  OCHOBHOIO  IMKa  Ha|
! XpOMaTorpaMMe  HCTBITYEMOrO  PacTsBopa
JIOT>KHO COOTBETCTBOBATh BpeMeHU
yIepKHBaHHs [HKA Ha XpOMAarorpamme;
CTaHNApPTHOrO  pacTBOpa  HUMeECYyJnja
- (paspen «KoJH4eCTBEHHOE ONpeeneHiiey)
3 | Weight of package content 51g/5lr In according to Rus. Ph.Not less than
Macca coepXuMoro 50.0 g / B cooTBeTcTBUI ¢ TPEOOBAHHAMH
lyMaKoBKH ['d PO. He menee 50,01
4 |[pH - 5.3 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Ipameuanue: [TposyKT cootBeTcTBYyeT TpedoBanusaM HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

Checked by /
INposepeno: Himesh Kumar

Appr

Onobpeno: Menemkep / Pykosomirens: Pawan

oved by: Manager/Executive /

HO,III“OTOBJ'IE‘?_%I Rixakam

RoulS—~ W Komar B
Print Date / Print Date / Print Date / I
Jara: 09.03.2022 Hara: 09.03.2022 Hara: 09.03.2022
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CEPTUPUKAT AHAJIN3A
Product : Nise gel
Hpoaykr : Haii3s®, rens ans HapyXxHOro npuMeHeHust 1%
Batch No / : V220110 Batch Quantity / : 22,592 units /
Cepusa Ne O6bem mapTHH 22,592enuHuL
Analytical Report No / :+ 890001577407 Date of Analysis / : 09.03.2022
AHaauTHYECKHI oTyeT No JlaTa aHau3a
Date of Manufacture / : Feb-2022 Date of Expiry/ : Jan-2024
JlaTa npon3BoacTBa I'onen o
Analysis performed according ND / Anasu3 npoeenet mo HJI: IIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 | Related substances /PoacTBeHHBIE TPUMECH

1) Impurity A / IIpumecs A

Below Limit of Detection
(LOD 0.02%)

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

2) Impurity B / Ilpumecs B

Less than LOQ (LOQ: 0.04%) [2) Not more than 0.2 % / He boliee 0,2 %

3) Impurity C/ Ilpumecs C

Not Detected

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

4) Impurity D / ITpumecs D

5) Impurity E / IIpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunnunas
HeWIeHTHGULIKPOBaHHAS
puMech

8) Total impurities /
Cymma IpuMeceit

Below Limit of Detection
(LOD: 0.02%)

Not Detected

4) Not more than 0.2 % / He Oonee (1,2 %

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

0.12% 6) Not more than 0.2 % / He 60nee 0,2 %

Less than LOQ (0.1%)

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

0.1% 8) Not more than 1.5 % / ve 6onee 1,5 %

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykr coorsercrayer Tpebopanuam HJI

Conclusion : APPROVED /
3akiouenue: OJJOGPEHO

Jata: 09.03.2022

Jara: 09.03.2022

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

[oarorogjeno: Ramakant [Tposepeno; Himesh Kumar Onobpeno: Menemikep / Pykosoauresp: Pawan
&w Kumar

Print Date / Print Date / Print Date /

Jara: 09.03.2022
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITUSA
Product : Nise gel
Hpoaykr : Haiis®, renp 15 HapyxkHOro nmpuMeHeHus 1%
Batch No/ : V220110 Batch Quantity / : 22,592 units /
Cepus Ne O0bem napTu 22,592enuHuLl
Analytical Report No / : 890001577407 Date of Analysis / : 09.03.2022
AnanurHyecknii oTuer Ne JlaTta anaausa
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JlaTa npou3BoACTBA T'ogen o
Analysis performed according ND / Anaaus npoeeaen no HJ[: ITTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6 | Microbial limits /
Mukpobuonornieckas
YICTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g /
Ob61ee yucio aspobHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHMKPOOPTraHU3MOB
Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g/
molds count / Obmee 4ncio Menee 10 KOE/r He 601ee 10 KOE/r
IIPOMOKEBBIX U TIJIECHEBBIX
rpu6oB
S.aureus \ Absent / OTcyTCTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OTCYTCTBYET Should absent in 1 g/ OrcyTcTBHE B 1T
7 | Assay/ KonuuecTBeHHOE 10.14 mg/ 10.14 mr Not less than 9.0 mg and not more than
oTIpesieNIeHHE 1 11.0 mg of C13H;2N205S Nimesulide in
| one gram of gel. /
1 OoT 9,0 J0 11,0 mr C13H;2N20sS
| (uuMecynupa) B 1 r npenapata
|
|
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [TpogykT cooTBeTCTBYET Tpebosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotorneHo: Ramakant Iposepeno: Himesh Kumar OnobpeHo: Mel-leﬂ}l{ﬁp / PykoBoaurens: Pawan
Print Date / ' Print Date / Print Date / '
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Hpoayxr : Haii3®, rens A4 Hapy»HOrO npumeHeHus 1%
Batch No / : V220110 Batch Quantity / : 22,592 units /
Cepus Ne O6bem naprTun 22,592ennHiLL
Analytical Report No / : 890001577407 Date of Analysis / : 09.03.2022
AHauTHYeCKHil oT4yeT No Jata anayinza
Date of Manufacture / : Feb-2022 Date of Expiry / : Jan-2024
JaTa npou3BoACTBA Topen go
Analysis performed according ND / Ananus nposeaes mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

8

Package / YnaxoBka

fmembrane. 1

50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with

tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
[lo 50 r B T1y6y w3lo20r,50r umm 100 r B TYOY U3
JIaMHHIPOBAHHOrO ATIOMHHHUS, NaMHHIPOBAHHOIO aJFOMHHHUS,
cHabkeHHyl0 ~ MeMOpaHO#  JUis cHaOKeHHYI0 MeMOpPaHOH 1Sl KOHTPOJIs
KOHTpONs TepBoro BekpbiTst. [1o 1 nepsoro Bekphitua. Ilo 1 Ty6e B mauky
TyGe B IMadyKy KapTOHHYK C|KapTOHHYIO C HHCTPYKLKEH 10
HHCTPYKLel 10 NPIMEHEHHTIO MPIMEHEHHIO

Labeling / MapkupoBka

According to ND / B cooreercteun ¢ HJ
|

Storage conditions /
Xpanenue

At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He Bbiwie 25 °C. "
He 3aMopa>kuBath.

Shelf life / Cpok rogHocT

2 years / 2 rona

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykt cooTBeTcTByeT TpeboBanusm H/I

Conclusion : APPROVED /
3axmouenue: OJJIOBPEHO

Prepared by /
I—Ioz{roms,uqno: Rarj(akant
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