Dr.Reddy’s

@

CERTIFICATE OF ANALYSIS

AHaauTndeckuii oruet No

JlaTa ananu3a

CEPTUD®UKAT AHATTU3A
Product : Nise gel 1
Mpoaykr @ Haiis®, resb Ans HapYKHOTO NPUMEHEHHS 1%
Batch No / : V210835 Batch Quantity / : 22,631 units /
Cepus Ne O6bem naprin 22.631 enuvHuL,
Analytical Report No / : 890001542885 Date of Analysis / : 02.09.2021

JlaTa npoH3BOACTBA

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
T'ogen 1o

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne |Test/ [lokazateinb | Result / Pe3ynbTath!

| Specification / Hopma —

1  |Description / Onucanue Homogenous transparent light

yellow gel free from particulate
matter / OMHOPOIHBIH NPO3paYHEIi
reJb JKENTOro 1BeTa, CBOOOAHEIN OT
HOCTOPOHHUX YacTHLL.

Homogenous light yellow to yellow
transparent gel, free from particulate matter
/  OnHOpOAHBIA NPO3pauHbli Tenb OT
CBETIIO-KENTOr0  JI0  JKENTOro  LIBETA,
¢BOOOIHLIN OT NOCTOPOHHHX YACTHIL.

[ToaMMHHOCTD

2 |Identification by HPLC / | Complies as prescribed /

COOTBETCTBYET
TpeboBaHHIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay /  Bpems
yIepXUBaHUS  OCHOBHOIO  IMMKa  Ha
XpOMATOrpaMMe  HMCIIBITYEMOrO  pacTBopa
NOJKHO COOTBETCTBOBATH BpEMEHH
yIepXHBaHUs TNUKa Ha XpOMarorpamme
CTaHJApPTHOTO  pacTBOpa  HHUMeCyIHJa
(paznen «KoMUUeCTBEHHOE OMpEJIENeHHe)

YIIaKOBKH

3 | Weight of package content 51g/51lr
Macca conep>KumMoro

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

4 |pH

54

Between 4.6 and 6.0 / oT 4,6 1o 6,0

5 |Related substances /PoacTBEHHbIE IPUMECH

1) Impurity A

/ Ilpumecs A Not Detected

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

CIN: L85195AP1984PLCO04507
www.drreddys.com

?) Impurity B / IIpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / e bonee 0,2 %

3) Impurity C / ITpumecs C Not Detected 3) Not more than 0.2 % / He 6o1ee 0,2 % _J
Remarks : The Product conforms to ND/ Conclusion : APPROVED / =‘1
IIpumeuanue: [TponykT coorercTByeT Tpebosanisam HJL 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBNEHO: ITpoBepeHo: | Onobpeno: Menemxep /,PykoBoanTteib
Pardeep Kumar ‘ Himesh @// Abhishek Chauhan M
Print Date / Print Date / Print Date /

Jara: 02.09.2021 Hara: 02.09.2021 Jata: 02.09.2021
Regiseied OIIICT, 6-2-323/, K000 M0, 2, BAanpia biis, Tiyderabial = ST, AL, Thdla
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, limail: mail@dmreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTN3A
Product : Nise gel
poayxr Haii3®, resb aast HapyKHOro npumMeHeHus 1%
Batch No / : V210835 Batch Quantity / : 22,631 units /
Cepnsa Ne O0BeM mapTHu 22,631 enquHuL
Analytical Report No / : 890001542885 Date of Analysis / : 02.09.2021
AHanuTuyeckuii oTuer Ne Jarta apaan3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jlara npou3BoACTBA Ionen no

Analysis performed according ND / Ananu3 nposenen no HJL: I1 N012824/02-100320 (amend Ne 1

from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

4) Impurity D / [Ipumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Epunununas
HeUJIeHTHPULIHPOBAHHAS
IpUMECh

8) Total impurities /
CyMMa npuMeceit

Not Detected

0.09%

Not Detected

Less than LOQ (0.1%)

0.1%

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

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

6 Microbial limits /

Mukpobuonornyeckas

HUCTOTA

Total aerobic microbial count
OO01iee HCIO a3pOOHBIX

MHKPOOPTraHN3MOB

Total combined yeast and

molds count / Ob1ee uyncno

IMPOMOKEBBIX U TUIECHEBBIX

rpu6oB

S.aureus

P.aeruginosa

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

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

Absent in 1 g/ OrcyTcTBYeT B 1r

Absent in 1 g/ OtcyTcTBYET B I

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

Not more than 10 CFU/g/
He G6onee 10 KOE/r

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OrcyrcTBue B 11

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

[ToarotoBneno: C IIpoBepeno: | Ono6peno: Menemxep / Fykosquuresib

Pardeep Kumar = Himesh KW Abhishek Chauhan } s
7

Print Date / Print Date / Print Date /

Hara: 02.09.2021 Jata: 02.09.2021 JHata: 02.09.2021

HCaisiered OTioe: ¢

=2-33/, Road NO, 3, Banjara Hills, Hyderabad - 2TN033, AT, Tadia
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CERTIFICATE OF ANALYSIS

AHanuTHuyecKkuii oryeT No

CEPTUDUKAT AHATTUSA
Product : Nise gel
Hpoaykr  : Haiis®, renpb anst Hapy#HOTo NpUMEHEH A 1%
Batch No / : V210835 Batch Quantity / : 22,631 units /
Cepua Ne O6BeM napTnu 22.631 eqruun
Analytical Report No / : 890001542885 Date of Analysis / : 02.09.2021

Jara ananun3a

Jara npou3BoACcTBA

Date of Manufacture / : Aug-2021 Date of Expiry/ : July-2023

T'onen 10

Analysis performed according ND / Anann3 nposeaes no HJI: 11 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3am. Ne 1 ot 16.09.2020)

7 | Assay / KonuuecTBeHHOe
onpeeieHue

| 10.09 mg/ 10.09mr | Not less than 9.0 mg and not more than
11.0 mg of C13H12N2058 Nimesulide in
one gram of gel. /

ot 9,0 g0 11,0 mr Ci3H12N2058
(nuMecynuaa) B 1 r npenapata

8 |Package/ YnakoBka

50 g in a laminated aluminum tube|20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
membrane, 1 tube and patienttamper-evident membrane. 1 tube and

information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B T1y6y W3|[lo20r, 50 r umm 100 r B Ty6y u3
TAMHUPOBAHHOTO ATFOMUHHA, [TAMHHITPOBAHHOIO aIOMHHH,

cHaOXeHHyl0  MeMmOpaHOM  1yst|CHabKeHHYI0 MeMOpaHOR I KOHTPOJIA
KOHTpOIISi IepBOro BCKpbITHs. [10 1|mepBOro BCKPBITHA. ITo 1 Tybe B mauky
TyGe B TayKy KapTOHHYIO CKapTOHHYIO C HHCTPYKIHEH Mo
HHCTPYKILEH MO TPUMEHEHHTO MPAMEHEHHIO

9 |Labeling / MapkupoBka

According to ND / B cootBercTBuy ¢ HJJ

10 |Storage conditions /
XpaHeHue

At temperature below 25 °C. Do not freeze. / Ilpu TeMnepatype He BbILIE 25 °C.
He 3aMOpa)XMBaTh.

11 | Shelf life / Cpox rogHocTH

2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IponykT cootBeTcTByeT Tpebosanusm HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executiye /
Iloarorosneno: ITpoBepeHo: —+Onobpetro: Menemxep / yrm:s_{mrrenh
Pardeep Kumar - Himesh KW Abhishek Chauhan ¥ =
Print Date / Print Date / Print Date /
Hara: 02.09.2021 Jata: 02.09.2021 JlaTa: 02.09.2021
Tcgistered OTIce: B-2-337, Road No. 3, Banjara Hills, Hyderabad - 300054, AT, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@@drreddys.com

CIN: L85195AP1984PLCO04507
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