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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIN3A
Praduct : Nise pel
TTpoaykr Haiis®, rene una Hapy)kHoro npuMenenus 1%
Batch No/ : V210604 Batch Quantity / : 11446 SU units /
Cepus Ne O6nem napTau 11446 SU ennnuiy
Analytical Report No / : 890001533005 Date of Analysis / : 09.07.2021
AHaJuTH4ecKHi oTueT Ne JaTa ananuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npounzBoacTBa I'ogen no
Analysls performed according ND / Anaauz mporenen mo HJl: 11 NU2R240072- 1004201 {amend No |
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / IToxazarens

Result / PeaynbraTst

Specification / Hopma

1 |Description / Onucanue

Homogenous transparent light
yellow gel free from particulate

rejilb CBETJIO-KENTOrO LBETA,
CBOOOIHBIH OT MOCTOPOHHMX

matter / OTHOPOAHBIH MPO3pauHEI

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/  OOHOPOAHBIH TNpO3payHblii Trejb OT
CBETJIO-KENTOTO N0  JKEATOrO  LIBETa,
[CBODOMHBIH OT MOCTOPOHHHUX YACTHII.

qacTHu.

2 |Identification by HPLC /
[loAMHHHOCTE

Complies as prescribed /
CooTBETCTBYET
TpeGoBaHUAM

| The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YASPXKHUBAHUA  OCHUBHOIO  HHKd  HA
XPOMATOTPAMME HCIIBITYEMOrO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpeMEeHH
YOEPKUBAHHA IHKA Ha XpOMAaTorpaMmme
ICTAaHOApTHOTO  pacTBOpa = HUMECYIHAA
(pa3nen «Konu4ecTBEHHOE OIpeAeieHHE)

3 Weight of package content
Macca coepxuMoro
[YITaKOBKHM

102g /102r

'In according to Rus. Ph..Not less than
100.0 g/ B cooTBeTcTBUM C TpeOOBaHHAMY
['® P®. He menee 100,01

|

4 pH

53

Between 4.6 and 6.0/ o1 4,6 10 6,0

5  |Related substances /PoacTBeHHbIe MpHUMecH

1) Not more than 0.2 % / me 601ee 0,2 %

BDL (Disregard Area 4293) [2) Not more than 0.2 % / ne 6onee 0,2 %

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

4) Not more than 0.2 % / ue 6oxee 0,2 %

1) Impurity A / [Ipumecs A Not Detected
2) Impurity B / [Ipumecs B

3) Impurity C / ITpumecs C Not Detected
4) Impurity D / Ilpumecy D Not Detected
5) Impurity E / Tlpumecs E Not Detected

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

Remarks : The Product conforms to ND/
Hpumeuanne: ITponykT coorBeTcTBYeT TpeboBaHmsM H]

Conclusion : APPROVED /
3aknouenue: OJIOGPEHO

Prepared by / Naresh Kumar

IToarorosneHo: @g/

Checked by / Pardeep Kumar

HpOBepeHo:Qi"

Approved by: Manager/Executive / Pawan
Kumar %,

Onobpeno: Menemxkep / Pykosonurens

Print Date /09.07.2021
Jara:

Print Date /09.07.2021
Hara:

Print Date /09.07.2021
Jara:
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ERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3A
Product : Nise gel
IIpoaykT Haii3®, renp ans HapyxHoro npumenenus 1%
Batch No / : V210604 Batch Quantity / : 11446 SU units /
Cepus Ne O6beM napruu 11446 SU egunuLl
Analytical Report No / : 890001533005 Date of Analysis / : 09.07.2021
AHaquTHYecKHii oTyer No Jara apanusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JaTta npousBoacTsa I"open 1o

Analysis performed according ND / Ananaus npoeenen no IIJ[: TTN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6) Impurity F / Ilpumecs F

7) Highest individual
unknown impurity /
Ennnuunast
HeuIeHTU(DUIMPOBaHHAS
LPUMECL

8) Total impurities /
CymMMa npumMmecei

Not detected

Less than LOQ (0.1%)

Less than LOQ

8) Not more than

6) Not more than 0.2 % / He 6onee 0,2 %
7) Not more than 0.2 % / ne 60iee 0,2 %

1.5 % / ne 6onee 1,5 %

ONpCaciICHUE

6 | Microbial limits /
MUKPOOHOIOTHYECKASA |
YUCTOTA
Total aerobic microbial count
O61ee urcno aspobGHLIX Less than 10 CFU/g/ Not more than 100 CFU/g/
MUKPOOPTAHHAMOR Mcuee 10 KOL/T He Gonee 100 KOE/M
Total combined yeast amd
molds count / O61wee uncio Less than 10 CFU/g/ Not more than 10 CFU/g /
NPOOKEBBIX M MIECHEBBIX Meree 10 KOE/r He 60nee 10 KOE/r
rpuboB
S.aureus Absent in 1 g/ OtcyrctByeT B Ir  Should absent in 1 g/ OtcyTcTBHe B 1T
P.aeruginosa Absent in 1 g/ OrcyTctByer B Ir !Should absent in 1 g/ OrcyTtcTBue B Ir
7 Assay / KonnuecTBeHHOE 10.32 mg/ 10.32 Mr | Not less than 9.0 mg and not more than

11.0 mg of C13H13N>05S Nimesulide in

one gram of gel. /
‘ o1 9,0 no 11,0 mr C;3H1pN»OsS
‘(Humecynm{a) B | r npenapata

Remarks : The Product conforms to ND/

ITpameuannme: IponyxT cootBeTcTBYET TpeGoBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Naresh Kumar

[ToaroToBneHo: @8/

Checked by / Pardeep Kumar

ITposepeno Oﬁ/_’

—

Approved by: Manager/E

xecutive / Pawan
Kumar %/
Onobpeno: Menekep / PykoBoanTens

Print Date
Hara:

Print Date /09.07.2021
Jara:

/09.07.2021

Print Date /09.07.2021
Jara:
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAITU3A
Product : Nise gel
Ilpoaykr Haii3®, resb as1s Hapy)XHOTo npuMeHeHus 1%
Batch No / : V210604 Batch Quantity / : 11446 SU units /
Cepusa Ne O0bem maptun 11446 SU eaunui
Analytical Report No / : 890001533005 Date of Analysis / : 09.07.2021
AHaJiMTHYeCKHUid oTueT No JaTta aHanuza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara npousBoacTBa T'ogen o

Analysis performed according ND / Anasms nposegen mo H: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

9 | Labeling / Mupkuposicy

8 Package / Ynaxoeka 100 g in a laminated aluminum 120 g, 50 g or 100 g in a laminated
tube 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 100 r B TYOY M3 ITo 20 r, 50 r unu 100 r B TYOY U3
NaMHHHPOBAHHOTO AJIFOMHHHSL, |naMmmponz111nor0 QJIIOMHIIHS,
cnafeaInyIo MoM6parnoil gs icna631cc1111y10 MCMOpAaIOli A KOHTPOIN
KOHTPONs epBoro BekphiThs. o | EPBOro BCKPHITHS. Llo I Tybe B mauxy
TyGeC D NAMIKY KAPTOIIIYIO € KAPTOMHYRO ¢ uauLpysupcii nu
MHCTPYKLHEH 110 NpHUMEeHEHHIO [IpHMEeHEHHIO

According ro ND / B coorereTsu ¢ 11/]

10 | Storage conditions /
XpaHeHue He 3aMopaxuBarts.

11 |SLelflife / Cpow ropgnoer 2 veara / 2 romn
I 3

At temperature below 25 °C. Do not freeze. / ITpu Temnepatype se Bbiite 25 °C.

Remarks : The Product conforms to ND/
IIpnmedanne: [IpogyxT cooTBeTcTBYET TpebGoBanusm HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Manager/Executive / Pawan
IIposepeno: : Kumar

Hoarotornexo: é’,g qu" OnobpeHo: Menemkep / PyKOBOAUTEND

Print Date /09.07.2021 Print Date /09.07.2021 Print Date /09.07.2021

Jlara: Hara: Hara; -
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