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Product : Nise gel

Iponykr : Haii3®, renpb 415 HapyHOro mpuMeHeHus 1%

Batch No / : V220048 Batch Quantity / : 11465 SU units /
Cepusi Ne O0bem napTuu 11465 SU eauHun
Analytical Report No / : 890001570893 Date of Analysis / + 31.01.2022
Ananurnyecknii oryet Ne JlaTa aHanusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

JlaTa npou3BoJcTBa I'open no

Analysis performed according ND / Ananu3 nposexes no HI: TTN012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 o1 16.09.2020)

Ne [Test / [Toxasatens Result / PesynbTatsl ' Specification / Hopma ]
1 | Description / Onucanue Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter

OnHopoAHBIN Mpo3pauHbIi reib /  OpmHOpOAHBIA TPO3pauHBIi Trenb OT
CBETJIO-KEJITOTO L[BETA, CBOOO/IHBIN (CBETIO-XKENTOrO A0  SKENTOTO  L[BETA,

OT MOCTOPOHHUX YaCTHUII. CBOGO/HBLA OT MOCTOPOHHUX YACTHLI
2 |Identification by HPLC / Complies as prescribed / ' The retention time of the major peak in the|
[TopnuHHOCTB CoOTBETCTBYET chromatogram of the sample preparation|
TpeOoBaHUSIM corresponds to that in the standard|

preparation under assay /  Bpewms|
yIepKWBaHUS  OCHOBHOrO  TMKa  Ha
XpOMAaTorpaMMe —HMCIIBITYEMOro  pacTBOpa|
JIOJDKHO COOTBETCTBOBATh BpPEMEHHU
yAepKUBaHUsS [HMKa Ha XpOMAarorpamme
CTaHJapTHOTO  pacTBOpa  HUMECYIMAR
(paznen «KonHuecTBEHHOE ONPEJIENICHHEY) |

3 | Weight of package content 101g/ 101r In according to Rus. Ph..Not less than
Macca conep>kHMoro 100.0 g/ B cooTBeTcTBIU C TpeOOBaHHAMHU
[yTIaKOBKH [® PO. He menee 100,0 ¢

4 |pH - - 5.5 Between 4.6 and 6.0/ ot 4,6 10 6,0

5 |Related substances /PoacTBeHHBIE IPUMECH

1) Impurity A / TTpumecs A Not Detected 1) Not more than 0.2 % / ne 6onee 0,2 %
2) Impurity B / I[Tpumecs B Less than LOQ (0.04%) 2) Not more than 0.2 % / ne bonee 0,2 %
3) Imi)uritiy C/ H;DI/IMCCB C Not Detected 3) Not more than 0.2 % / e 6onee 0,2 %
1) Impurity D / Hpumecs D Not Detected 4) Not more than 0.2 % / e bonee 0,2 %
5) Impurity E / TIpumecs E Less than LOQ (0.07%) 5) Not more than 0.2 % / He bosnee 0,2 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / Onobpeno;
[Toarorospeto: Ramakant IIpoeepeno: Himesh Kumar Menemxep / PykoBogureny , Manoj Kumar
Print Date /31.01.2022 Print Date /31.01.2022 Print Date /31.01.2022
Hara: Hara: Hara:
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUD®UKAT AHATIU3A Tel : +91 98166 56001-02
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Product : Nise gel

IIpoaykr Haiis®, resp Ui HapyKHOTO NpUMeHEHHUs 1%

Batch No / 1 V220048 Batch Quantity / : 11465 SU units /
Cepus Ne O06beM napTHH 11465 SU ennnun
Analytical Report No / : 890001570893 Date of Analysis / : 31.01.2022
AHaIuTHYECKHI oTeT Nb JaTa anaiusa

Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023

JaTa npon3BoacTBa Tonen 10

from 16.09.202

0/ u3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Anamu3 nposeaen no HJI: TIN012824/02-100320 (amend Ne 1

6) Impur
7) Highe
unkno

HEUJEC

EnunuuHas
pUMech

8) Total impurities /
CymMa npumecen

ity F / Ilpumecs F

0.07%

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

st individual Less than LOQ (0.1%) 7) Not more than 0.2 % / He 6onee 0,2 %

wn impurity /

HTHQULHPOBaHHAs

0.1%

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

'l'{I/ICTOTa

6 Microbial limits /

[Mukpobronoruueckas

[Total aerobic microbial count
O6i1iee 4nucyo aspobHBIX

MHKPOOPTaHH3MOB

Total combined yeast and

Less than 10 CFU/g/ Not more than 100 CFU/g /
Megee 10 KOE/r

He 60see 100 KOE/r

OIIpEACITIEHUE

molds count / O6uiee 4yucio Less than 10 CFU/g/ Not more than 10 CFU/g/

POMOKEBBIX U MIIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r

rpuboB

S.aureus Absent / OTCyTCTBYET Should absent in 1 g/ Otcytcreue B 1r

P.aeruginosa Absent / OTCyTCTBYET Should absent in 1 g/ OTcyTcTBHE B 1
7 | Assay / KonudecTBeHHOE 10.23 mg/ 10.23 mr Not less than 9.0 mg and not more than

11.0 mg of C13H2N20sS Nimesulide in
one gram of gel. /

ot 9,0 1o 11,0 mr Ci3H12N2058
(HuMecynuaa) B 1 T npenapara

Remarks : The Product conforms to ND/
Ipumedanne: ITpoaykT cooteTcTBYeT TpeboBanusm H/I

Conclusion : APPROVED /
3axawouenue: ONOBPEHO

Prepared by /

Checked by /

“.OHFOTOB@T: Ramakant [Iporepeno: Himesh Kumar

Approved by: Manager/Executive / Ono6peHo:
Meuemxep / Py[(oaom-wezj, , Manoj Kumar

p | e Tl

JlaTa:

Print Date /31.01.2022

Jara:

Print Date /31.01.2022

Print Date /31.01.2022
Jara:
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Dr.Reddy’s ‘,’.‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTUDUKAT AHAITU3A Tel : +91 98166 56001-02
— www. drreddys.com
Product : Nise gel
IMpoaykt : Haii3®, ress A1 HapykHOro npumeHenns 1%
Batch No / : V220048 Batch Quantity / : 11465 SU units /
Cepus Ne O0bem napTHH 11465 SU eaunuu
Analytical Report No / : 890001570893 Date of Analysis / : 31.01.2022
Anajuarndeckmii otyeT No JlaTa ananu3a
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTa npon3BoacTBa I'ogen no
Analysis performed according ND / Ananus nposeaen no HJL: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 |Package / Ymakoska 100 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 100 r B TYOy U3 [To 20 1, 50 r wimu 100 r B TYOy U3
JIaMHHHPOBAHHOTO AIOMUHHA, NaMUHMPOBAHHOTO aNOMUHHA,
cHabxeHHy10 MeMOpaHOH s cHabeHHYI0 MeMOpaHO# U1 KOHTPOJIA
KOHTpOJIs TlepBoro BekpbiThst. ITo 1 nepsoro Bekpeitus. [To 1 TyGe B mauky
Tybe B mauKy KapTOHHYIO € KApTOHHYIO C HHCTPYKLHUEH MO
WHCTPYKIMEH 10 NPUMEHEHHIO TPHMEHEHUIO

9 |Labeling / MapkupoBka According to ND / B cootsetcTsuu ¢ H]J

10 |Storage conditions / /At temperature below 25 °C. Do not freeze. / ITpu Temnepatype e Bbiie 25 °C.

{Xpanenne He 3aMOpaXkUBaTh.
11 |Shelflife / Cpok rogsocts 2 years / 2 rosa

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykt cootBeTcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
Saxmouenue: OJOBPEHO

Jara:

JHara:

Prepared by / Checked by / Approved by: Manager/Executive / OnobpeHo:
[lonromsﬁe}m: Ramakant IMposepeno: Himesh Kumar Menemxep / P}JI(OBO}J,H‘I;?I: , Manoj Kumar
Print Date /31.01.2022 Print Date /31.01.2022 Print Date /31.01.2022

Jara:

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




