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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
Product Nise gel
Hpoaykr Haiis®, renb aj1s HapyskHOro npuMenenus 1%
Batch No / : V210602 Batch Quantity / : 11448 SU units /
Cepnsa Ne O0bemM napTun 11448 SU eannni
Analytical Report No / : 890001532758 Date of Analysis / : 06.07.2021
AHaJHTHYECKMIT oTueT Ne Jarta ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npousBoacrea T'open o

Analysis performed according ND / Ananus npoeeaen no HI: IT N012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 o1 16.09.2020)

Ne |Test / IToxasarens

Result / PezynpraTsl

Specification / Hopma

1 Description / Onucanue

Homogenous transparent light
yellow gel free from particulate

reJib CBETJIO-XKENITOrO IIBETA,
CBU0UUHBIA OT HOCTOPOHHUX
TIOCTHL.

matter / OIHOPOAHBIH NPO3paUuHbIit

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/ OpHopomHBI Mpo3pauHblif Tejb  OT
CBETJIO-XKENTOr0  JI0  KENTOro  I[BeTa,
CBOOOJIHBIA U1 HOCTOPOHHWUX YACTIIL,

2 |ldentification by HPLC /
[ToanuHHOCTE

Complies as prescribed /
CooTBeTCTBYyET
TpcOOBaHIAM

The retention time of the major peak in the
chromatogram of the sample preparation
fcurtesponds W that  in the  standard
preparation  under assay /  Bpems
YAEpXHBaHMs  OCHOBHOIO  MNHKa  Ha
XpOMATOrpaMMe HCIIBITYEMOrO  pacTBOpa
OMMHKHO COOTBETCTBOBATh BPEMEHHM
YIEPKUBAHHA [IMKA Ha XpPOMAaTorpamme
CTaHJapTHOro  pacTBopa  HHMeCyJija
(pasnen «KonuuecTBEHHOE ONPENENIEHHE)

Macca comepxumoro

3 | Weight of package content

101g/101r

In according to Rus. Ph.Not less than
100.0 g/ B coorBeTcTBHH C TpeOOBaHUAMH

YTIaKOBKH

['® P®. He menee 100,0r

4 pH

5.7

Between 4.6 and 6.0 / oT 4,6 10 6,0

Related substances /PoxcTBenHblie npuMecH

1) Impurity A / [Tpumecs A Not detected

2) Impurity B / I1pumecs B
3) Impurity C / [Tpumecs C
4) Impurity D / Ilpumecs D
5) Impurity E / Tlpumecs E

Not Detected
Not Detected

BDL (Disregard Area 4293)
BDL (Disregard Area 4293)

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

2) Not more than 0.2 % / ne 6o1nee 0,2 %

3) Not more than 0.2 % / He 601ee 0,2 %

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: IponykT cooTBeTCTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3aknmoyenune: OJOBPEHO

Prepared by / Ramakant Checked by / Himesh Kuinar

w [IpoepeHo: .
[ToaroToBneHo: . Cll—/'/

Approved by: Manager/Executive / Manoj
Kumar

Onobpeno: Menemxep / PyKOBOAMTenb@%é

Print Date /06.07.2021 Print Date /06.07.2021
Hara: Hara:

Print Date /06.07.2021
Hara:
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JlaTa npousBoacTBa

T'onen go

CEPTUD®UKAT AHAJIU3A
Product : Nise gel
Hpogykr Haliz®, resp Ajist Hapy>xHOro npumMeHesus 1%
Batch No/ : V210602 Batch Quantity / : 11448 SU units /
Cepust Ne O0BeM naprun 11448 SU enqnHuIg
Analytical Report No / : 890001532758 Date of Analysis / : 06.07.2021
AHanuTHYecknii oTueT Ne JlaTa ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

Analysis performed according ND / Anamus nposeaen no H/I: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7} Highest individual
unknown impurity /
Enunuunas

MpUMECH

8) Total impurities /
Cymma npumeceii

6) Impurity F / I[Tpumecs F

HEeUAeHTUULMPOBaHHAS

Not detected

Less than LOQ (0.1%)

Less than LOQ

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

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

6 Microbial limits /

Mukpobuonornyeckas
yHolula

Total aerobic microbial count
O61uee yncno aspoOHBIX

MHKPOOPTaHU3MOB

Total combined yeast and

molds count / Ob1ee yncio

UPUAIKEBBIX U HIIECHEBbIX

Less than 10 CFU/g/
Menee (U KOE/T

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

Not more than 100 CFU/g/
He bonee 100 KOE/T

Not more than 10 CFU/g /
He Gonee 10 KOE/r

rpuboB
S.aureus

P.aeruginosa

Absent in 1 g/ OtcyrcTBYeET B 11

Absent in 1 g/ OrcytcTBYET B IT

Should absent in 1 g/ OtcyTtcTBHe B 1T

Should absent in 1 g/ OTcyTcTBHE B IT

ONpENEICHUE

7 | Assay/ KonnuectBeHHOE

10.11 mg/10.11 mr

Not less than 9.0 mg and not more than
11.0 mg of C13H12N2058 Nimesulide in
one gram of gel. /

oT 9,0 10 11,0 mr C;3H2N>05S
(HuMmecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: Ilpoaykr cooTBeTcTBYET TpeboBarusm HI 3akawuenue: OJOBPEHO
Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj
\A HpoB@;&J//ﬂ; Kumar
IToarotoBneHo: Y - Opnobpeno: Menemxep / PyKOBOﬂHTCH@
Print Date /06.07.2021 Print Date /06.07.2021 Print Date /06.07.2021
JlaTa: Hara: Hara:
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CEPTUPUKAT AHAITU3A
Product : Nise gel
Ipoaykr : Haiis®, rens as HapyxHOro npumerenus 1%
Batch No / : V210602 Batch Quantity / : 11448 SU units /
Cepus Ne O6bem napTuu 11448 SU eauHuig
Analytical Report No / : 890001532758 Date of Analysis / : 06.07.2021
AHasmmTHYecKHi oTueT No JlaTa anajn3za
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npou3BoOACTBA Topen no
Analysis performed according ND / Anasnu3 nposegen no HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

8 |Package / YmakoBxa 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
tube equipped with tamper-evident  [aluminum tube equipped with
memhrane 1 tuhe and patient tamper-evident memhrane 1 tubhe and
intormation loatlot i a carton. / pationt intormation loatlot 1n a carton. /
ITo 100 r B TyOy u3 [To 20 1, 50 r wim 100 r B TyOy U3
TaMUHUPOBAHHOTO AJIFOMHHUSL, NaMHHUPOBAHHOTO AMFOMUHMUS,
olradurcorny1o Momdparoll ang onadcoiiry1o MomGpalloil Ans woTpoIs
KONTPOIA TCPBOL O Behpsiiua. ITo 1 jucppoio senpsiina. ITo 1 1y0C s nauny
Tybe B MaukKy KapTOHHYIO ¢ KAPTOHHYIO € MHCTPYKLMEH 1o
| MHCTPYKLHEH 0 NpUMEHEHHIO PUMEHEHUIO
9 | Labeling / MapkupoBka According to ND / B coorsercTBuu ¢ H/J
10 |Storage conditions / At temperature below 25 °C. Do not freeze. / Ipu Temmneparype He Bbiitie 25 °C.
XpaHeHue He 3amopakuBath.
11 |Shelllife / Cpuk rvpnocin 2 years / 2 ropa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Ramakant Checked by / Himesh Kumar Approved by: Manager/Execulive / Manoj
@ )LS‘QU'Q | IIposepeHo: —~, | Kumar
[Moarorosierio: N - Qj—/_ . | Onobpeiro; Meremxep / PyropoanTens @ﬂf;{ -
I'nint Date /U6.U /7. 2021 I'rint Datc /U6.U /. 2U21 I'rint Datc /U6.0 /. LU21
Hara: Hara: Hara:
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