Dr.Reddy’s Q:"."

CERTIFICATE OF ANALYSIS

t CEPTUDUKAT AHATIU3A
Product : Nise gel
poaykr Haii3s®, renp Ans Hapy/KHOro npuMeHeHns 1%
Batch No / : V210833 Batch Quantity / : 22,663 units /
Cepus Ne O6beM napTHl 22,663 eqMHHIL
Analytical Report No / : 890001542436 Date of Analysis / : 31.08.2021
AnanuTHYecKHuii oTueT Ne JlaTa aHanusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa mpoM3BO/ICTBA T'open 10
Analysis performed according ND / Aua;nn3 nposeJieH no HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3M. Ne 1 ot 16.09.2020)

No

Test / IToka3atenb

Result / PesynpTaThl

Specification / Hopma

1 | Description / Onucanue

Homogenous transparent light

yellow gel free from particulate
matter / OHOpoAHEIH npo3pauHblit /  OAHOPOAHBIH Opo3payHbli  renb  oT
reJib KeNToro 1[BETa, CBOOOIHBIN OT CBETJIO-KEITOrO

IIOCTOPOHHUX YaCTUL.

|Hom_ogenous light yellow to yellow
transparent gel, free from particulate matter

4O OKENTOro  IBeTa,
iCBOGO,U,Hblﬁ OT MOCTOPOHHHUX YACTHLI,

2 | Identification by HPLC /
[ToAMHHHOCTD

Complies as prescribed /
CoOOTBETCTBYET
TpeOOBaHUAM

The retention time of the major peak in the|
chromatogram of the sample preparation|
corresponds to that in the standard
preparation under assay / Bpems
YIEPXHBAHHA  OCHOBHOTO  NHKa  Ha
XpoMatorpaMMe HCIBITYEMOTO  PacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHH|
yIepKUBaHUA [MKa Ha XpoMarorpamme
CTAHApTHOTO ~ PACTBOpA  HMMeCyInja
(pazpen «KonH4eCTBEHHOE OMpe/elieHNey) |

yaKOBKH

3 | Weight of package content
Macca cofepXHMOro

S1g/slr

In according to Rus. Ph.Not less than
50.0 g/ B cooTBeTCTBHH C TpeOGOBaHUAMH
irq: P®. He menee 50,0

4 |pH

5.4

"Between 4.6 and 6.0/ 0T 4,6 10 6,0

5 | Related substances /PoAcTBeHHbIE IPUMECH

1) Impurity A / IIpumecs A

Not Detected

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

?) Impurity B / IIpumecs B

BDL (Disregards Area 4385)

2) Not more than 0.2 % / ne dosnee 0,2 %

3) Impurity C / ITpumecs C

Not Detected

Remarks : The Product conforms to ND/
IIpumevanue: ITpoyKT COOTBETCTBYET TPeOOBAHHAM HIT

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

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: Iposepeno: Ono6peno: Menemkep / PykooanTtenb
Pardeep Kumar Gﬁ—: Himesh I&W Manoj Kumar ]"

= h
Print Date / Print Date / Print Date /
JMara: 31.08.2021 Hara: 31.08.2021 Hata: 31.08.2021
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Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
IMpoaykT Haiis®, rens a5 Hapy/KHOro npumeHeHus 1%
Batch No / : V210833 Batch Quantity / : 22,663 units /
Cepus No O0beM NapTHH 22,663 enuHAL
Analytical Report No / : 890001542436 Date of Analysis / : 31.08.2021
AHaJIATHYECKHIT oTueT Nb JlaTa aHanu3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa IpOM3BOICTBA T'osen 10
Analysis performed according ND / Ananus nposegen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7) Highest individual
unknown impurity /
Envnudnas
HenJeHTHGHULUPOBaHHAS
ApUMEChH

8) Total impurities /
CymmMma npumeceit

Less than LOQ (0.1%)

0.1%

4) Impurity D / TTpumecs D Not Detected 4) Not more than 0.2 % / e bonee 0,2 %
5) Impurity E / [Tpumeck E 0.07% 5) Not more than 0.2 % / ne 6onee 0,2 %
6) Impurity F / [Tpumecs F Not Detected 6) Not more than 0.2 % / ne 6ostee 0,2 %

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

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

Microbial limits /

Mukpobuonoruyeckas
YHCTOTA

Total aerobic microbial count
/ Ob1ee YHCI0 a3pOOHBIX
MHKPOOPTaHU3MOB

Total combined yeast and
molds count / OO6I1ee 9uCno

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

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

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

Not more than 10 CFU/g/
He 6onee 10 KOE/r

IIPOMOKEBBIX ¥ IJIECHEBBIX
rpuboB

S.aureus Should absent in 1 g/ OtrcyTcTBHE B 1T

Absent in 1 g/ OtcyTcTBYET B 1T

[P.aeruginosa Absent in 1 g/ Orcytctayer B 1r  [Should absent in 1 g/ OtcyrcTsue B 1r

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Remarks : The Product conforms to ND/
ITpumeyanne: IIpoAyKT COOTBETCTBYET TpeOOBAHIAM HJ

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiieHo: i [IposepeHo: Onobpeno: Menemxep / PykoBoauTenb
Pardeep Kumar (3[_,, Himesh KU&A”/_’D Manoj Kumar M

Print Date / Print Date / Print Date /

Jara: 31.08.2021 Hara: 31.08.2021 Jata: 31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

$ CEPTU®UKAT AHATIN3A
Product : Nise gel
Mpoaykr : Haiis®, ress A HapyKHOro npumeHenns 1%
Batch No / : V210833 Batch Quantity / : 22,663 units /
Cepust Ne O0bem napTHH 22,663 eAuHMIL
Analytical Report No / : 890001542436 Date of Analysis / : 31.08.2021
AHajuTHYecKHi oT4yer Ne JaTta aHajn3a
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jlata npoH3BOJCTBA T'oneH 10

Analysis performed according ND / Anau3 nposejieH no HJ1: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay / KonmuecTBeHHOE 10.19 mg/ 10.19mr Not less than 9.0 mg and not more than
onpeneneHue 11.0 mg of C;3H12N20sS Nimesulide in
one gram of gel. /
OoT 9,0 o 11,0 MI C13H12N2058
(uumecymuza) B 1 r npenapara
8 |Package / YrnakoBka 50 g in a laminated aluminum tube 20 g, 50 gor 100 gina laminated
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. /
Mo 50 r B T1y6y wm3llo20r,50r w100 r B TyOY U3
NaMUHIPOBAHHOIO ANOMHHUS, JJAMUHIPOBAHHOIO aJIIOMHUHUS,
cHaGkennyio  MeMmOpaHoM  Jid lm-iaﬁ}KeH Hy10 MeMOpaHoH [l KOHTPOJIS
KOHTpPOJIsl IepBOro BCKpbITHA. [10 1 nepBoro BCKPHITHA. ITo 1 Ty6e B madky
TyDe B TauKy KapTOHHYIO C KapPTOHHYIO C MHCTpYKIHEH Mo
HHCTPYKIHEil 0 MPUMEHEHHIO NpHMEHEeHHIO
9 | Labeling / Mapkipogka According to ND / B coorsetcTBiH ¢ H]I '
10 |Storage conditions / /At temperature below 25 °C. Do not freeze. / IIpu TeMnepartype HE BbILIC 25 °C,
X paneHmne He 3amopa)XuBaTh.
11 |Shelflife / Cpok rogHoct 2 years / 2 rosa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanue: Ilpoaykr cootsetcTByeT TpeGosannam HJT Zaxkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepeHo: Opobpeno: Menepzep / PykosoanTesns
Pardeep Kumar Qﬁ‘ Himesh Kuim.c;_ s | Manoj Kumar )
Print Date / Print Date / Print Date /
Iara: 31.08.2021 Hara: 31.08.2021 JlaTa: 31.08.2021
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