Dr.Reddy’s Q':’

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
www.drreddys.com

CEPTU®UKAT AHANTUSA
Product : Nise gel
Ipoaykr : Haii3®, renp 111 HapyXHOro npumMeHeHus 1%
Batch No / 1 V220154 Batch Quantity / : 56,234.000 units /
Cepus Ne O6beM napTuu 56,234.000 eqununi
Analytical Report No / : 890001582210 Date of Analysis / : 29.03.2022
AHajuTH4yecKHii oTyeT No JlaTta ananunsza
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jlata npou3BoACTBa TopeH go

Analysis performed according ND / Anann3 nposenen mo HJI: IIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Ne |Test / Tloxasatens Result / PesynbTathl Specification / Hopma
1 | Description / Onucanne Homogenous yellow transparent gel Homogenous light yellow to yellow
free from particulate matter / transparent gel, free from particulate matter
|OnHOpOAHEIH NpO3pauHbIi refb /  OnmHOpOmHBI Tpo3pauHblii reap oOT
DKEJITOrO 1IBETa, CBOOOAHBIH OT CBETJIO-XKENTOro A0 JKEJNTOro  LBETa,
[TOCTOPOHHMX HaCTHII, CBOOOHBIN OT MOCTOPOHHUX YACTHLI.
2 |Identification by HPLC/ Complies as prescribed / The retention time of the major peak in the
IHOILJIHHHOCTB COOTBETCTBYET chromatogram of the sample preparation
TpeOOBaHUAM corresponds to that in the standard
preparation under assay / BpeMﬂ,I
VAEp)KHBAaHHA  OCHOBHOTO  NIHKA  Ha
XpoMarorpaMMe HCHBITYEMOTO pacTBopa
JTOJIAKHO COOTBETCTBOBATh BpPEMEHH
YOCP)KMBAHMA TIMKA Ha XpoMaTorpamMMe
CTaHAApPTHOTO  pacTBOpa  HUMeECYIUza
(pasnen «KonM4EeCTBEHHOE ONPENEIECHUEY)
3 | Weight of package content |[20g/20r In according to Rus. Ph..Not less than
Macca conepKumoro 20.0 g / B coorBercTBHM ¢ TpeOOBaHHUAMH
yTaKOBKH I'® PO. He menee 20,0 0
|
4 |pH 5.4 | Between 4.6 and 6.0 / oT 4,6 10 6,0

Remarks : The Product conforms to ND/
ITpumeyanue: Ilpoaykt cootBercTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3axnwyenune: OJJOBPEHO

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

[ToarotoBieHo: IIposepeHo: Onobperno: Menemkep LPyKkoBoanTes

Naresh Kumar C( Himesh K  \ — | Manoj Kumar ‘@Ajﬂ/
P /

Print Date / Print Date / Print Date /

Hata: 29.03.2022 Hara: 29.03.2022 Hara: 29.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Tal: +81 10 1900 2900, Fax: 191 40 4900 2999, Cmail: moil@drreddys.com
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CEPTUOPUKAT AHAITU3A
Product : Nise gel
Ilpoaykr : Haiis®, ress 1k HapyHOTO IpUMeHenus 1%
Batch No / : V220154 Batch Quantity / : 56,234.000 units /
Cepusi Ne O0beM napTHu 56,234.000 enunuIg
Analytical Report No / : 890001582210 Date of Analysis / : 29.03.2022
AHaauTH4yecknii oTyeT Ne JaTa ana/m3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npou3BoacTBa I'open mo

Analysis performed according ND / Auann3 nposegen mo HJ{: II N012824/02-100320 (amend Ne 1

from 16.09.2020 / usm. Ne 1 ot 16.09.2020)

5  |Related substances /PoacTBEHHBIE NPUMECH

8) Highest individual
unknown impurity /
Envnuynas

TIPUMECh

HeuIeHTHGULPOBaHHAs

9) Total impurities /
Cymma npumecei

Less than LOQ (0.1%)

Less than LOQ

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

7) Not more than 0.2 % / e boiee 0,2 %

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

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusM HT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by /

IToarorosineHo: @
Naresh Kumar % _

IIposepeno:
Himesh EAH@Q,/—*‘;

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBgaureiis
Manoj Kumar %’P _

T

Print Date /
Hara: 29.03.2022

Print Date /
Jara: 29.03.2022

Print Date /
JHarta: 29.03.2022
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Tel- +91 40 4900 2900, Fax; +91 40 4200 2999, Email: mail@drreddys.com
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CEPTUDUKAT AHATTU3A

Product : Nise gel

IpogykT : Haii3®, renb Ul HAPYKHOTO NPHMEHEHHA 1%

Batch No / : V220154 Batch Quantity / : 56,234.000 units /
Cepus Ne O6meM napTHH 56,234.000 equHULL
Analytical Report No / . 890001582210 Date of Analysis / : 29.03.2022
AnanuTHUeCKHii oTyeT Ne JlaTa aHaam3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa NpoM3BOACTBA I'onen mo

Analysis performed according ND / Anag3 npoBeJeH 1o HA: 11 NO012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 o1 16.09.2020) J

]

l6 [Microbial limits / \

MitkpoGronoriyeckas | |
YHCTOTA ‘ ‘

‘Total aerobic microbial count
‘ / Obiwee 4ncio aspOOHBIX I.Lcss than 10 CFU/g/ Not more than 100 CFU/g/
MiKpaOpra3MOB IMeree 10 KOE/r He 6onee 100 KOE/r
| Total combined yeast and |
nolds count / O6mee uncio [Less than 10 CFU/g/ Not more than 10 CFU/g/
| POsKIKEBBIX ¥ MIECHEBBIX Menee 10 KOE/r He 6onee 10 KOE/r
rpndos
| iS.aureus |Absent / OTCYTCTBYET Should absent in 1 g/ OTCYTCTBUE B ir ‘
_,FPETE'”E“_ - L&@axi / OtcyTeTByeT ~ Should: absent in 1 g/ OTcyTCTBIE Bir ‘
‘7 Assay / Konu4ecTBeHHOS 10.23 mg/ 10.23 mMr Not less than 9.0 mg and not more than ‘
‘onpeﬂeneﬂne 11.0 mg of C1aH12N20sS Nimesulide in
‘ one gram of gel./
oT 9,0 no 11,0 MI' C13H12N2058
|‘ f{HHMecynuna) B 1 r mpenapaTta \
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [POJYKT COOTBETCTEYCT rpeSosanuam HI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToArOTOBNEHO: Q TIpoBepeHo: - Opobpeno: Menezkep /. PyKOBOAHTE:
Naresh Kumar < _~ Himesh Kum | Manoj Kumar @M
Print Date / Print Date / Print Date /
Jlata: 29.03.2022 Jlara: 29.03.2022 Jlara: 29.03.2022
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CEPTUDUKAT AHAJIU3A

Product : Nise gel
Hpoaykr : Haiis®, rems 11 Hapy*KHOTO NpuMeHenus 1%

Batch No / 1 V220154 Batch Quantity / : 56,234.000 units /
Cepus Ne O6bem napTHH 56,234.000 enuuumIg
Analytical Report No / : 890001582210 Date of Analysis / : 29.03.2022
AHaJIUTHYECKHH O0TYeT No JlaTa aHau3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024

JlaTa mpou3BOACTBA T"opeH no

Analysis performed according ND / Ananus nposeaen no HJI: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

8 |Package / YnakoBka 20 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 20 r B TYOY 43 ITo 201, 50 r unum 100 r B TYyOy 13
NTaMUHHPOBAHHOTO AJIFOMMHH, naMMnHIPOBAHHOTO aNIOMUHAS,
cHabKeHHYI0 MeMOpaHo# A cHab:keHHyI0 MeMOpaHOH 11 KOHTPOJIS
KOHTpOJIs 1epBoro Bekpbitus. I1o 1 nepsoro BekpbiTys. I1o 1 TyGe B mauky
TyOe B MaYKy KapTOHHYIO € KapTOHHYIO C HHCTPYKLIHEH Mo
MHCTPYKI{HEH 10 TPUMEHEHHIO [PHMEHEHHIO
9 |Labeling / MapxupoBka According to ND / B cootsetcteuu ¢ HJJ
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / ITpu Temnepatype He Bbiie 25 °C.
XpaHeHHe He 3aMOpaXuBaTh.
11 | Shelflife / Cpok ronHoctd 2 years / 2 rona B

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

IIpumeuanne: [Tpoaykt cooTBeTcTBYET Tpeboranuam HJJ 3axuouenue: OJJOGPEHO

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

[loarorosneno: IIposepeHo: Onobpeno: Meremxep / PykosoguTens

Naresh Kumar @ Himesh Kumar \ ___——Manoj Kumar \ii/
as—_ e a ;'h'n L

Print Date / Print Date / Print Date /

JlaTa: 29.03.2022 Jara: 29.03.2022 Jara: 29.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Lmait: mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com




