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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTU®UKAT AHAJTU3A
Product : Nise gel
IMpoaykTt Halis®, renp n1s1 Hapy»Horo npumenenus 1%
Batch No / + V211375 Batch Quantity / : 56,439.000 units /
Cepug Ne Ob6bem mapTiu 56,439.000 eainnu
Analytical Report No / : 890001563414 Date of Analysis / : 23.12.2021
AHaauTHYeckHii ordeT Ne JaTta ananuza
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
HJata npousBogcTBa Tonen xo

Analysis performed according ND / Anasus nposegen mo HJI: [1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

| Specification / Hopma

Ne | Test / Iokazatens Result / Pe3ynbTath! 7 ] ]
1 | Description / Onucanne Homogenous yellow transparent gel Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter
OxHopozuel npo3paunblii renb  /  OpHOPOAHBIH NPO3payHbl reib  OT
MKEJITOro L{BETa, CBOOOAHKIH OT CBETJIO-XENTOrO JO IJKENTOrO  I(BETA,
[TOCTOPOHHHX YACTHII. CBOOOMHBIH OT NOCTOPOHHUX YACTHII.
2 |Identification by HPLC/  |Complies as prescribed / ' The retention time of the major peak in the
[TonnuuuoCTS fCoo*rBeTCTByeT ichromatogram of the sample preparation
TpeGoBaHuAM corresponds to that in the standard
' preparation under assay / Bpems
;! YOEpKMBAHHS ~ OCHOBHOrO  TMKAa  Ha
XpOMaTorpaMMe MCIBITYEMOTO ~PacTBOpa
[MOJIKHO COOTBETCTBOBATH BpEMEHH
yNePKHUBAHMA @HMKA Ha XpoMaTorpaMmme
CTaHOAPTHOrO  pacTBOpa  HHUMECYNHAa
. o ) (pazzen «Konu4ecTBEHHOE OMpeieIeHHEY)
3 | Weight of package content |21 g/21r In according to Rus. Ph..Not less than
Macca conepxumoro 20.0 g/ B cooTBETCTBHH C TPe6OBAHUAMU
lyIIaKOBKU I'® Pd. He menee 20,0 r
4 [pH 54 Between 4.6 and 6.0 / ot 4,6 10 6,0

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT coorBetcTByeT TpeGosannsm HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Prepared by / Checked by / Approved by: Manager/Executive /
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Print Date /
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CEPTUD®UKAT AHANU3A
Product : Nise gel
ITpoayxr : Hak3®, reab 1Jis Hapy>xHOro npuMeHeHus 1%
Batch No / : V211375 Batch Quantity / : 56,439.000 units /
Cepus Ne O0bem napTHH 56,439.000 enuHmLy
Analytical Report No / : 890001563414 Date of Analysis / : 23.12.2021
AHaJuTHYecKHii oTyeT No Jarta ananuza
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
Jata npousBoncTsa T'ogen mo
Analysis performed according ND / Anasns nposexen no HJI: T N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5 [Related substances /PoacTBeHHblE TpUMeCH

8) Highest individual
unknown impurity /
Enunnunas
HEUAEHTUPULPOBAHHAS
TIpUMeCh

9) Total impurities /
| [Cymma npumeceii

1) Impurity A / TTpumecs A Not Detected 1) Not more than 0.2 % / He 6onee 0,2 %
2) Impurity B / TIpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C / Ilpumecs C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %
4) Impurity D / TTpumecs D Not Detected 5) Not more than 0.2 % / e 6onee 0,2 %
6) Impurity E / IIpumecs E Not Detected 5) Not more than 0.2 % / He 6onee 0,2 %
7) Impurity F / [Tpumecs F Not Detected 6) Not more than 0.2 % / He 6onee 0,2 %

Less than LOQ (0.1%)

Less than LOQ

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

8) Not more than 1.5 % / ue Gonee 1,5 %

Remarks : The Product conforms to ND/

Ipumeyanue: [TpogykT cootBeTCTBYET TpeGopanmsam HJ

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Hara: 23.12.2021

Hara: 23.12.2021
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CEPTU®UKAT AHAJTUSA
[Product : Nise gel
Hpoayxkr : Haii3®, renb ans Hapys#Horo npuMeserus 1%
Batch No / : V211375 Batch Quantity / : 56,439.000 units /
Cepua Ne O6bem mapTin 56.439.000 exrinun
Analytical Report No / : 890001563414 Date of Analysis / : 23.12.2021
Ananuruyeckuii oruer Ne JlaTa ananusza
Date of Manufacture / : Dec.2021 Date of Expiry / : Nov.2023
JAata npou3BojcTBa I'onen o
Analysis performed according ND / Ananus nposenen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

16 [Microbial limits /
l Mukpobuonoruyeckas
! 4UCTOTa
Total aerobic microbial count |
v O6wuee unucio aspobuplx  |Less than 10 CFU/g / ‘,Nol more than 100 CFU/g /
MHKPOOPraHM3MOB Menee 10 KOE/r He 6osee 100 KOE/r
Total combined yeast and j
molds count / O6uiee uucno [Less than 10 CFU/g/ Not more than 10 CFU/g /
NpOAOKEBBIX U MnecHeBrx  [Menee 10 KOE/r ;I—Ie Oonee 10 KOE/r
rpu6os |
S.aureus Absent / OtcyTtcTByeT ‘Should absent in 1 g/ OreyTeTpie B 1r
 |P.aeruginosa Absent / Orcyrerayer Should absent in 1 g/ OrcyTeTBHE B I
7 | Assay / KonuuecTBeHHOE 10.19mg/ 10.19 mr Not less than 9.0 mg and not more than
ornpeneneHue 11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /
i oT 9,0 pi (o] 11,0 Mmr C13H|2N2055
(uumecynuza) B 1 r npenapara

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: [TponykT cooTseTcTBYeT Tpeboranuam H]I
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IToarorosneHo: ) IIpoBepeno: | Onobpeno: Menemxep / Pyxosoguesb
Pardeep Kumar C;L,,.q Himesh Kginar\ . | Amit Kumar ,\,_/;’

Print Date / Print Date / Print Date /

Hara: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s @S¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AHaauTHdecknii oTueT Ne

CEPTUDPUKAT AHAJTU3A
[Product : Nise gel
Hpoaykr : Hailis®, ress ans HapyxHoro npumerenss 1%
Batch No / : V211375 Batch Quantity / : 56,439.000 units /
Cepust Ne O0bem maprTuu 56,439.000 enunuuLl
Analytical Report No / : 890001563414 Date of Analysis / 1 23.12.2021

Harta ananusa

Date of Manufacture /
JaTa npoussoacrra

: Dec.2021

Date of Expiry /
Tonen mo

: Nov.2023

'Analysis performed according ND / Anaaus npoBexeH no
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

HJL: ITN012824/02-100320 (amend Ne 1

8 | Package / Vnakoska

120 g in a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

lequipped with tamper-evident
‘membrane. 1 tube and patient
information leaflet in a carton. /
|TIo 20 r B Y6y U3
TaMMHMPOBAHHOTO AJIIOMHHHS,
(CHaGXKeHHYI0 MeMOpaHoii mis

Ty6e B nauky KapTOHHYIO C
MHCTPYKUHEHN 10 NPUMEHEHHIO

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
Mo 20, 50 r uan 100 r B TYSY 13
MAMHUHNPOBAHHOTO AJIOM HH 1A,
?cnaﬁn\'euﬂym MeMGpanoii 115 KoHTpOJIS

[KOHTpPOJIS epBoro BekpaiTust. [To 1 nepsoro BCkpbiTHL. Tlo 1 TyOe B mauky

KAPTOHHYIO ¢ HHCTPYKIWeii no
PUMEHEHIIIO

9 | Labeling / Mapiuposka

According to ND / B cooTBeTcTBUM

cHI

|

[10 | Storage conditions /
[XpaneHue

He 3amopaxxusaTs.

Aﬁtﬁtfemperature below 25 °C. Do not freeze. / HpﬁN_TeMnepaType He Bple 25 °C,

11 | Shelflife / Cpox TONHOCTH

_ years/2rona

Remarks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTseTcTByeET TpeboBanusiM HJJ

Conclusion : APPROVED /
3akauenune: OJJOBPEHO

Hara: 23.12.2021

Hata: 23.12.2021
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