Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANTU3A
Product : Nise gel T
Ilpoaykt Haiiz®, renb Ajst HapyxHoro npumeHeHins 1%
Batch No / : V210834 Batch Quantity / : 22,635 units /
Cepus Ne O0beM napTHH 22,635 enunuly
Analytical Report No / : 890001542633 Date of Analysis / : 02.09.2021
AHanuTH4YecKHii oTyer Ne JlaTta ananu3za 5
Date of Manufacture / : Aug-2021 Date of Expiry/ + July-2023
JlaTta npou3BOACTBA T'onen 10

Analysis performed according ND / Ananns nposesnen no HJI: TIN012824/02-100320 (amend Ne 1

from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

Ne [Test / Ilokazarens

Result / Pe3ynbratsl

| Specification / Hopma

1 |Description / Onucanue

Homogenous transparent light
yellow gel free from particulate
matter / OMHOPOAHBIA NPO3pAUHbIH
refb XKeJNTOro 1[BeTa, CBOOOAHBIN OT
HOCTOPOHHHUX HaCTULL.

Homogenous light yellow to yellow ’
transparent gel, free from particulate matter
/ OpHOpoAHBIH NpPO3padHblA rejip  OT
CBETJIO-KEITOrO A0 JKENTOro  liBETa,
cBOGOHEIM OT NOCTOPOHHUX YACTHLL.

2 |Identification by HPLC/
([TomnnaHOCTD

Complies as prescribed /
CoOOTBETCTBYET
TpeOoBaHUSM

The retention time of the major peak in the|
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
yIepKUBaHHss ~ OCHOBHOTO  MHKa  Ha
XpOMAaTOrpaMMe HCIIBITYEMOIO  pacTBOpa
[IOJKHO COOTBETCTBOBATh BpEMEHH
yHepXnBaHHs DMKa Ha XpoMarorpamme
CTAaHJapTHOTO  PacTBOpa  HUMECYNIMJA
(pasnen «Kony4yecTBEHHOE ONpPEAEIEHUE)

3 | Weight of package content
Macca conepxumoro
[YTTaKOBKH

51g/S1lr

In according to Rus. Ph.Not less than
50.0 g / B cooTBeTCTBHU C TpeOOBaHHAMH
D PD. He menee 50,0 r

4 pH

5.5

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

5 |Related substances /PoncTBEHHBIE IPUMECH

1) Impurity A / TIpumecs A

Not Detected

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

2) Impurity B / TIpumecs B

BDL (Disregards Area 4385)

2) Not more than 0.2 % / He dosiee 0,2 %

3) Impurity C / ITpumecs C
¢ 4 @ 0-
Remarks : The Product conforms to ND/

Not Detected

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

===

Ipumeuanue: [IpoxykT cooTBeTCTBYET TpeboBanusm HI

Conclusion : APPROVED /
Zakmwouenue: OJJOBPEHO

28

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [TposepeHo: | Onobpeno: Menemxep [ PykoBoanrennb
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CEPTU®UKAT AHANMU3A
Product : Nise gel
Ipoaykr Haiiz®, rens aj1s HapyxxHoro npumenenus 1%
Batch No / : V210834 Batch Quantity / : 22,635 units /
Cepust Ne O6beM napTHH 22,635 ennHuL
Analytical Report No / : 890001542633 Date of Analysis / : 02.09.2021
AganuTHyecKuil oTueT Ne JaTa anasmnsa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npou3BoAcCTBA I'ogen oo

Analysis performed according ND / Ananu3 nposeaen no HJI: [TN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7) Highest individual
unknown impurity /
Envnnunas
HeNACHTUPHLIUPOBAHHAS
IpUMech

8) Total impurities /
Cymma npumecei

4) Impurity D / ITpumece D Not Detected
5) Impurity E / [Ipumecs E Less than LOQ (0.07%)
6) Impurity F / [Ipumecs F Not Detected

Less than LOQ (0.1%)

BDL

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

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

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

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

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

6 Microbial limits /

Mukpobuonoruueckas

4HCTOTA

Total aerobic microbial count
O611ee grcio adpobHbIX

MHKPOOPTaHU3MOB

Total combined yeast and

molds count / Obiee yucno

[POXOKEBDIX U TIJIECHEBBIX

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

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

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Not more than 10 CFU/g/
He 6osee 10 KOE/T

rpubos
S.aureus Absent in 1 g/ Otcyretayer B 1r  [Should absent in 1 g/ OrcytcTBue B 1r
P.aeruginosa Absent in 1 g/ Otcytctyer B 1Ir  [Should absent in 1 g/ OrcyTctBue B 1r

Remarks : The Product conforms to ND/

Ipumeuanue: [IpoaykT cooTBeTCTBYET TpedoBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Product : Nise gel
Ipoayxr Haiiz®, reab ans HapyxHoro npumeHenus 1%
Batch No / : V210834 |Batch Quantity / : 22,635 units /
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=
7 | Assay / KonnuectBeHHOE

onpeneneHue

10.19 mg/ 10.19mr

Not less than 9.0 mg and not more than
11.0 mg of C;3H2N>OsS Nimesulide in
one gram of gel. /

o1 9,0 10 11,0 mr C;3H12N2OsS
(ummMecyiuaa) B 1 r npenapaTa

3 |Package / YnaxoBka

50 g in a laminated aluminum tube
equipped  with  tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /

Ilo 50 r B Tyby U3
TAMUHUPOBAaHHOTO ANIOMHUHUS,
cHabkeHHYI0O ~ MeMOpaHOH  Ajd

KOHTpOJIs nepBoro BekphiTHs. 1o 1
Tybe B MayKy KapTOHHYI ¢
HHCTPYKLMEH [0 IPUMEHEHHIO

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 20T, 50 r unu 100 r B TYOY M3
TTaMUHHPOBAHHOTO aJIFOMUHMUS,
cHaOMEeHHY0 MeMOpaHOH ISl KOHTPOJIS
nepsoro BCKphITHs. T1o 1 Ty6e B nauky
KapTOHHYIO C HHCTPYKLHEH 110
NPUMEHEHH IO

9 -|Labe1ing / MapkupoBka According to ND / B coorBerctBus ¢ HJJ

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temnepatype He Bpiwe 25 °C. !
XpaHeHue He 3amopaxuBaThb.

11 | ShelfTife / Cpok rogHocTH {2 years / 2 roaa -

Remarks : The Product conforms to ND/

IIpumedanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
Zakmouenue: OJIOBPEHO

Approved by: Manager/Executive /
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