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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANIN3A
Product Nise gel ]
Hpoaykr Haiiz®, renb ang Hapy:KHOro npuMeHeHnsa 1%
Batch No / 1 V220725 Batch Quantity / : 22608.00units /
Cepust Ne OObem napruu 22608.00 enuHun
Analytical Report No / : 040001640717 Date of Analysis / : 19.09.2022
AHanuTHYecKUH oTyer No JaTta a”Haau3a
Date of Manufacture / : Sep.2022 Date of Expiry / 1 Aug.2024
JlaTta npou3BoCcTBA T"omen go
Analysis performed according ND / Ananus nposeaen no HJL: JT1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / i3m. Ne 1 o1 16.09.2020, uzm. Ne 2 ot 13.01.2022)
No | Test/ Ilokazatens Result/ PesynbTatel Specification / Hopma |
1 ;Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
| yellow gel free from particulate  transparent gel, free from particulate matter
matter / OgHopoaHbii npo3paunblii /  ORHOPOAHBIA Mpo3padHblii  relb  OT
reib CBCTJO-XKENTOrO LBETa,  CBETJIO-XENTOrO0 A0  OSKEATOro  LBETa,
CBOOOIHBINA OT NOCTOPOHHMX CcBOOOAHBIN OT MOCTOPOHHUX HACTHLI.
I - vactan. - !
2 Identification by HPLC / Complies as prescribed / The retention time of the major peak in the|
[TonaHHHOCTE CoorsercTByeT TpeOOBAHMSM chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YIEPXKUBAHHS  OCHOBHOrO  MHKA  Ha
XpOMaTOrpaMMe MCITBITYEMOro  pacTBopa
JIOJIXHO COOTBETCTBOBATh BPEMEHH
yNepXKUBaHUS THKA Ha XpoMaTorpamme
CTAaHJAPTHOTO  pPacTBOpa  HHUMeECYIHaa
(pasaen «Konu4ecTBEHHOE ONPEAENEHHEY)
3 Weight of package content 51g/51r In according to Rus. Ph.Not less than
Macca cogepKHMOoro 50.0 g/ B coorBeTcTBIN ¢ TpeGOBaHISIMH
YNaKOBKH ['® PD. He menee 50,0 r
4 pH 5.6 Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
ITpumeuanmne: [TponykT cooTBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axkawuenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneHo: Ankit /- [Iporepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykopoaurenb
A f Manoj Kumar i
/ i ALy
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.09.2022 Jara: 19.09.2022 Jara: 19.09.2022
imtered Orfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tei: +91 410 £900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product Nise gel
IIpoaykr Haiiz®, renb ans Hapy:kHoro npuMeHeHns 1%
Batch No / 1 V220725 Batch Quantity / : 22608.00units /
Cepns Ne O0bem napruu 22608.00 eanHny
Analytical Report No / : 040001640717 Date of Analysis / : 19.09.2022
Anajguryueckuii otyer Neo JlaTa aHanu3a
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JlaTta npou3BoacTBa Topen oo

Analysis performed according ND / Ananu3s nposegen no HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / i3am. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

5 Related substances /PoacTBeHHbIe MpHMECH

1) Impurity A / Ilpumecs A

Not detected / He obHapyxeHa

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

2) Impurity B / [Ipumecs B

Less Than LOQ (LOQ = 0.04 %) /
Hike npenena KoauueCTBEHHOTO
onpeaeneHus (IIKO = 0.04 %)

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

3) Impurity C / [Ipumecs C

Not detected / He oOHapyxeHa

3) Not more than 0.2 % / He Oonee 0,2 %

4) Impurity D / [Ipumecs D

Not detected / He oOHapyxeHa

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

5) Impurity E / I[lpumecs E
6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Ennununas
HeuJIeH THOHLMPOBaHHAs!
IPHMECh

8) Total impurities /

CyMMa npHMeceii

Not detected / He oOHapyskeHa

Not detected / He oGHapyxena

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

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

Less Than LOQ (LOQ =0.1 %) /
Huxe npenena koJTUUYECCTBCHHOrO
onpenenenns (ITKO = 0.1 %)

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

Less Than LOQ / Huxe npenena
KONHUECTBEHHOTO ONpPeseIeHIIs

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

Remarks : The Product conforms to ND/
Nprmeuanne: [IpogykT cooTBeTCTBYET TpeOoBaHuAmM HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IMoarotoeneHo: Ankit N

/H

Checked by /
[IpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauresb
Manoj Kumar =

Reprint Date / Reprint Date / Reprint Date /
Harta: 19.09.2022 Jarta: 19.09.2022 Hara: 19.09.2022
dsteccd Office: 3-2-337, Road No. 3, Banjara Hilis, Hydeiahad - 500034, Telangana, india

Jei +01 40 4900 2900, Fax: +91 40 4900 29399, Ermaii. mailwdireddys.com
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Dr.Reddy’s €%¢

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A
Product  : Nise gel
Mpoaykr : Haiis®, renp ans Hapy:kHoro npumenenns 1%
Batch No / : V220725 Batch Quantity / : 22608.00units /
Cepus Ne Oo6bem napThu 22608.00 ennHnL
Analytical Report No / : 040001640717 'Date of Analysis / : 19.09.2022
AHamuTn4yeckuii oTyer Ne |laTa ananu3za
Date of Manufacture / : Sep.2022 Date of Expiry / . Aug.2024
JlaTa npon3BoAcTBa I'ogen po

Analysis performed according ND / Ananus nposeaer no HJ/I: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3M. Ne 1 o1 16.09.2020, usm. Ne 2 ot 13.01.2022)

6  |Microbial limits /
Mukpobuosoruieckas
4MCTOTA
Total acrobic microbial count
/ Ob1uee uncno aspobHbIX Less than 10 CFU/g/
[MHKpPOOPraHn3MoB Menee 10 KOE/r
Total combined yeast and
molds count/ O6uiee 4ucno Less than 10 CFU/g /
IIPOAOKEBBIX U MIJIECHEBBIX Menee 10 KOE/r
rpuboB
S.aureus Absent / OTCyTCTBYET
P.aeruginosa Absent / OTcyTcTBYET
7 Assay / KonuuecTBeHHOE 10.07 mg / 10.07 mr
oTpefeneHme

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

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

iShould absent in 1 g/ OtcyTcTBHE B IT

‘Should absent in 1 g/ OtcyTcTBuUE B 1T
" Not less than 9.0 mg and not more than
1.0 mg of C13H 2N20sS Nimesulide in
'one gram of gel. /

ioT 9,0 no 11,0 mr C;3H2N>0sS
(mumecynnna) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ipumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJL 3axmouyenne: OJJOGPEHO

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

[Toarorosnexo: Anl(i'r/,I ITpoBepeno: Pardeep Kumar Opobpeno: Menenxep / P)_'_g;UBOﬂ;&Teﬂb
7 Manoj Kumar i N

Reprint Date / Reprint Date / Reprint Date /

Jarta: 19.09.2022 Jata: 19.09.2022 Hara: 19.09.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 -10 4900 2999, Email. inaill@drreddys com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTNSA
Product : Nise gel |
Mpoaykt : Haii3®, renp A5 HapyKHOTO npuMeHeHiis 1% |
Batch No / 1 V220725 Batch Quantity / : 22608.00units /
Cepus No |O6Bbem mapTHu 22608.00 eanHuLL
Analytical Report No / : 040001640717 |Date of Analysis / : 19.09.2022
AHaJluTH4YeCKH# oTdeT Ne JlaTa ananuza
Date of Manufacture / : Sep.2022 Date of Expiry / : Aug.2024
JaTa npou3sBoICTBA T'onen go i
Analysis performed according ND / Auanu3 nposeges no HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

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 patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
ITo 50 r B TYOY U3 [To 20 r, 50 r unm 100 r B TYOY U3
NaMHHIPOBAHHOTO JIFOMUHHS, JIAMHHUPOBAHHOTO ANIOMHUHUS,
cHaOxeHHY0 MeMOpanoil ans cHabEeHHYIO MeMOpaHOoll 1U1st KOHTPOJIA
KoHTpos nepsoro Bckpoitus. [1o 1 nepeoro Bekpeitus. ITo 1 tybe B mayky

| TyGe B NaYKy KapTOHHY!O C KapTOHHYIO C HHCTPYKLHEH 110
| HHCTPYKLHEH 0 NPUMEHEHHIO IPUMEHEHUIO

9 Labeling / MapknpoBka According to ND / B cootsetcteuu ¢ HJJ

10 Storage conditions / IAt temperature below 25 °C. Do not freeze. / Ilpn Temneparype He Bbile 25 °C.
XpaHeHue He 3aMopaxuBaTh.

11| Shelf life / Cpok rogHocTH 2 years / 2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoaykT cootercTByeT TpebGoBanusam H/L 3akawouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ankit - IposepeHo: Pardeep Kumar Onobpeno: Menemxep / Pyxosogurens
/K C Manoj Kumar U C
L B - o ey
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.09.2022 Hara: 19.09.2022 Hata: 19.09.2022

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