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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A

Product : Nise gel

IMpoaykr : Haiis®, renp ans HapykHoro npumenenus 1%

Batch No / : V210605 Batch Quantity / ¢ 11446 SU units /
Cepusi Ne O0bem napruu 11446 SU equauig
Analytical Report No / : 890001533006 Date of Analysis / : 09.07.2021
AHaJuTHYecKHuii oryer No Jata ananusa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023

Jata npousBogcrTea T'ogen g0

Analysis performed according ND / Anamuz npoeexer mo HII: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne | Test / ITokasaTenb

Result / PeayabTartel

| Specification / Hopma

1 |Description / Onucanue

Homogenous transparent light
yellow gel free from particulate
matter / OHOPOHRIN MPO3paUHBIH
refh GRETNN-KETTOTO TTRATA,
CBOOOJHBIH OT MOCTOPOHHHX
EEIGVITIN

'Homogenous light yellow to yellow
transparent gel, free from particulate matter
/  QmHOPOIHBIH TNpOIPAYHRI  remk ot
CRETIOWEATOIO  JI0  JKEJATOrQ  IINeTa,
CROOOMITRIH OT TOCTONOHHIY YACTHL],

2 |Identification by HPLC /
[TopmMHHOCTE

Complies as prescribed /
CooteercTeyer
TRERANNTI A

| The retention time of the major peak in the|
chromatogram of the sample preparation
corteepunde. o Qwt o e swndard
lprcparntien under  assay  /  Dpemn
VAepXKHBAHMS  OCHOBHOTO  MHKa  Ha
XpPOMaTorpaMmMe HCHbITYEMOrO  pacTBOpa
JIHN CONTRETCTRORATL DpeMeIIT
YIAEPXKUBAHWA THKA Ha XpOMAaTOrpamme
CTaHJAPTHOTO  pacTBOpa  HUMECYIUAA
(paznen «KonuuecTBeHHOE ONpEEieHIE)

3 | Weight of package content 101g/101r In according to Rus. Ph.Not less than
Macca copepxumMoro 100.0 g / B cootBercTBhM C TpeboBaHUAMHU
YNaKOBKU I'd PD. He menee 100,0 r

4 |pH 5.5 Between 4.6 and 6.0/ o1 4,6 10 6,0

5 |Related substances /PoncteeHnsie npumecu

1) Impurity A / Tlpumecs A Not Detected
2) Impurity B / TIpumecs B Less than LOQ (0.04%))
3) Impurity C / Ilpumecs C Not Detected
4) Impurity D / Ilpumecs D Not Detected

5) Impurity E / IIpumecs E

Not Detected

1) Not more than V.2 % / e bonee 0,2 %
2) Not more than 0.2 % / ue 6onee 0.2 %

3) Not more than 0.2 % / 1e 6onee 0,2 %
4) Not more than 0.2 % / ue 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product conforms to ND/
Ilpumeuanue: ITponykT cootBeTcTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3aknuenue: OJJOBPEHO

Prepared by / Naresh Kumar

IToarorosneHo: @e/

Checked by / Pardeep Kumar Approved by: Manager/Executive / Pawan

Ilposepeno: Kumar % ==
Ci—;‘ OnobpeHo: Menemkep / Pyxosoanrens

Print Date /09.07.2021
JHara:

Print Date /09.07.2021 Print Date /09.07.2021
JHara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
Ipoaykr Haii3®, renp njist HapysHoro npumenenus 1%
Batch No / : V210605 Batch Quantity / : 11446 SU units /
Cepus Ne Ob6bem napruu 11446 SU egunum
Analytical Report No / : 890001533006 Date of Analysis / : 09.07.2021
AHaJUTHYEeCKHii oTyeT No Jarta ananusza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jara nponsroacrea T'ogen 1o

Analysis performed according ND / Anaaus nposeaen mo HJI: ITN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

6) Impurity F / [Ipumecs F
7) Highest individual
unknown impurity /
Enunnynas
HenJeHTH(PULHpOBaHHASL
IpHMeCK

8) Total impurities /
CyMMa npumeceit

Not detected

Less than LOQ (0.1%)

Tonn than LOQ

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

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

6 | Microbial limits / |
MukpannaTArIIecKn g i
HYHCTOTA
Total aerobic microbial count
Ob1ee uncno aspobHBIX Less than 10 CFU/g/ Not more than 100 CFU/g /
MUKPOOPLAHUEMOB MeHse 10 KOE/T He bonee 11 KOE/MT
Total combined yeast and
molds count / O61wee uncio Less than 10 CFU/g/ Not more than 10 CFU/g /
JIPOAOKEBBIX U INIECHEBBIX Menee 10 KOE/r He 6ontee 10 KOE/r
rpuboB |
S.aureus Absent in 1 g/ OtcyrcTyet B Ir  Should absent in 1 g/ OtcyTcTBHe B 1T
P.aeruginosa Absent in 1 g/ OrcyrcrByer B Ir  Should absent in 1 g/ Otcyrersme B 1r
7 | Assay/ KomiuecTBeHHOE 10.26 mg/ 10.26 Mr Not less than 9.0 mg and not more than
OnpeeNieHHe il 1.0 mg of Ci3H2N20sS Nimesulide in

lone gram of gel. /
107 9,0 10 11,0 Mr Ci3HpNoOsS
(mamecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/

ITpameyanue: IIpoaykr coorBeTcTBYeT TpeboBaHMaM H]I

Conclusion : APPROVED /
3aknouenne: OJJOGPEHO

Prepared by / Naresh Kumar

[Moarorosneno: @

Checked by / Pardeep Kumar

ITposepeno: fJ

Approved by: Manager/Executive / Pawan
Kumar
Onobpeno: Menemxep / Pykosoaurens

Print Date /09.07.2021
Jara:

Hara:

Print Date /09.07.2021

Print Date /09.07.2021
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANTU3A
Product : Nise gel
IMpopykr : Haiis®, renp ans HapyKHOro npumenenns 1%
Batch No / : V210605 Batch Quantity / : 11446 SU units /
Cepus Ne O6bem napruu 11446 SU enunuig
Analytical Report No / : 890001533006 Date of Analysis / : 09.07.2021
AHaanTuyeckuii oruer No Jdata ananusa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JaTa npon3BogcTea T'ogen o
Analysis performed according ND / Anaym3 npoeeaen no HJI: IT N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8  |Package / Ynakoska 100 g in a laminated aluminum
tube equipped with tamper-cvid
membrane. 1 tube and patient
information leatlet in a carton. /
Mo 100 T R TYAY 13
MaMIHAPOBAH OO WHOMHLI,
CHAMKEHHYIO MeMOpaHOH A

yO€ B auKy KapTOHHYIO C
UHCTPYKLMEH TI0 IPUMEHEHHIO

20 g, 50 g or 100 g in a laminated
cnt aluminum tube equipped with
tamper-evident memhrane. 1 tnhe and
patient information leaflet in a carton. /
il‘Io 20, 50 r vy 100 1 B TYOY 13
JIUMHIIHPODAIIIOTO ANIOMHIIKA,
CHaDKEHHYIO MEMDPaHO# 1T KOHTPOJIS

Eomponx nepBoro BCKpeiTUs. 110 1 nepsoro Bekpsitus. [To 1 ty6e B mauky

IKAPTOHHYIO C HHCTPYKIIME# Mo
MPpUMEHEHHIO

9  |Labeling / MapkupoBka According to NI / B cootBetcTBHu ¢ HJT
10 |Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu TemnepaType He Bbiiue 25 °C.
XpaHenue He 3amMmopaxuBars.

(11 |Shelflife / Cpok ronsoctH 2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumevanne: IIpoaykT cooTBeTCTBYeT TpebGoBanusM HJT

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar

IIposepeHo:
ITogrorosneno: @ﬁ/ Qf_/

Approved by: Manager/Executive / Pawan
Kumar S
Onobpeno: Menemxep / Pykosonutens

Print Date /09.07.2021 Print Date /09.07.2021
Hara: Hara:

Print Date /09.07.2021
Jara:
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