Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTU®MKAT AHANTW3A
Product  : Nise gel
Mpoogyer : Haiiz®, rens ans wapyicHoro npuvedenna 1%
Batch No/ : V210084 Batch Quantity / 1 56683.000 units /
Cepust Ne ObseM napTun 56683.000 eanHuL
Analytical Report No / : BO0001503568 Date of Analysis / : 04.02.2021
AHAMHTHYECKHI oTveT Ni Jara anannza
Drate of Manufacture / : Jan 2021 Date of Expiry / 3 Dec 2022
[aTa npomisoacTea Toneun ao -
Analysis performed according ND / Auanus nposenen mo HJ: 11 NO12824/02-100320

! Ne | Test / IlokazaTens

[Result / Pesynuratsi

: E-}pociﬁcation { Hopma

1 Description / Onucanne

Identification by HPLC/
[MopnuHHOCTE

o]

3 | Weight of package content
Maceca conepsumMoro
YTAKOBKEH

[Homogenous light yellow

reflk CBETNO-MENTON) LBETE,
CEODCIILIN OT MOCTORMIIN
YACTHIL

transparent gel, free from particulate transparent gel, free from particulate matter
matter / Onnoponwetit npoapauneli | Onxopoakeii  npospaunwii ress or

Homogenous light yellow to  yellow

CEETNO-HCATOMD 00 HEeITOrnD LBETA,
cnnhnn,rn.:i‘r OT TOCTOROITIHY YacTHIL.

Complies as prescribed /
CooTBETCTBYET
TpeboBaHHAM

The retention time of the major peak in the|
chromatogram of the sample preparation]
corresponds  to  that in’ -the standard
preparation under assay' /" Bpemsa
YACPHHBAHHA  OCHOBHOMO — MHKA  Ha
XPOMATOTPEMME  HCIBITYEMOTO  PACTBOpA)

JLOIHHO COOTBETCTBOBATE BpEMEHRH
VIEPHKHBIHHA TNHEA HA  XPOMATOMPAMME
CTAHOAPTHOrO  PacTBOpPa  HHMEecyluja

{pasjen «KonuyecTBeHHOS ONpedeNeHHEN)

20/ 20r

In according to Rus. Ph.Mot less than |
%{}.G g/ B cooteetcTaun ¢ tpebopannamp
I"d Pd. He menee 20,0 1

4 pH

3.5

Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Mpusmeuanue: [ponvir cooteetcreyer tpebosannam HJl

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
lNogroToeneHo:
Naveen Kumar

(=

Checked by /
Mposepeno:

Santosh Kuma@{qq

Approved by: Manager/Executive /

OnoBpeno: Me ep / PykoBoguTE b
MAjay Sharma ‘@

Print Date /
Hara:04.02.2021

Print Date /
Jata: 04.02.2021

Print Date /
HMata: 04.02.2021

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Telk: 91 40 4000 2900, Fax: 91 40 4900 2009, Email: mail@drreddys.com
CIN: LESI95AP]1984PLCOO4507
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Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDWKAT AHANU3A
Product : Nise gel
IMpoaykr Haia®, rens An8 HApY#KHOFO npuMenenda 1%
Batch No / : V210084 Batch Quantity / : 56683.000 units /
Cepua Ne OdnLem napTum 36633.000 enuHHLL
Analytical Report No / : 830001503568 Date of Analysis / : 04.02.2021
AHAIHTHYECKHE 0T4yeT No Jara anannia
Date of Manufacture / + Jan 2021 Date of Expiry / : Dec 2022
Jara nponssojacTia I'onen no
Analysis performed according ND / Ananus nposenes no HI: [1NO12824/02-100320

5 |Related substances /PogcTeennble pUMecH
1) Impurity A/ [prmece A 1) Not Detected 1) Not more than 0.2 % / ne bonee 0,2 %
) Tipurity B { Tlpumecs B ) IIDT. (Misrepand Area 1) Mot more than 0.2 % /e Gonce 0,2 %
4350)
3y Impurity C / Tpumecs C 3) Not Detected ) Not more than 0.2 % / ne Goaee 0,2 %
4} Impurity D/ [Tpumecs D 4)0.06% ) Not more than 0.2 % / ne Gonee 0,2 %
5} Impurity E !/ [Tpumeck E o Area } Not more than 0.2 % / ne bonee 0,2 %
y Impurity : 51:;:;;1 (Disregard 6) Not more than 0.2 % / He Gonee 0,2 %
A) Tmpurity F/ Tpusmeck F
f) Not Detected 7} Mot more than 0.2 % / ne Sonee 0,2 %
7) Highest individual
}.””m"w“ impurity / 7) BDL (Disregard Area
LIHHWYHAS
HEeHJEHTH{HIHPORAHHAS 4330)
NPHMECE
?Z}y:flelim{i:ggcl;s ! 8) Not more than 1.5 % / He Bosiee 1,5 %
8)0.1%
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumevanne: [TponyxT cooreetcreyeT Tpebosanuam HIT Jakmwuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoeneno: [Ipoeepeno: Onobpeno: Menegxep / Pykorogutels
Naveen Kumar Santosh Kumar M ) Ajay Sharma @V
Print Date / Print Date / Print Date /
JaTa:04.02.2021 HMara: 04.02,.2021 Jara: 04.02.2021

Registered Office: -2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2000, Fax: 91 40 4900 2999, Email: mal@drreddys.com

CIN: L85195AP1984PLCO04507
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Dr.Reddy’s ‘g’.

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAITUIA

Produet : Nise gel

Hpogykr  : Hais®, rens Ans HapymwHoro npumenesss 1%

Batch No / . V210084 Butch Quantity / : 56683.000 wiits [
Cepus Ne Ofbem mapTuH 56683.000 eanHuL
Analytical Report No / : BOO001503568 Drate of Analysis / + 04.02,2021
AHANHTAYECKAEH 0THeT N Hara anannsa

Date of Manufacture / : Jan 2021 Date of Expiry / : Dec 2022

Jara npoHzBOACTRA I"ojien o

[Analysis performed acmrdij;g NI / AnaJns nposened no H/: TTNO [2824/02- 100320

A Microbial limits /

|
Mukpednonarnuecran
HHCTOTA
Total aerobic microbial count
O6mee yucno azpobueix  Less than 10 CFU/g/
MHKPOOPraHH3MOB Menee 10 KOE/T
Teral combined veast and
molds count / Ubiee uucno Less than 10 CFU/g /
POCKERBIX H NICCHEREIX Menee 10 KOE/T

Mot more than 100 CFU/g /
He Gones 100 KOE/T

ot more than 10 CFU/g /
He Gonee 10 KOE/r

rpudon

|S.aureus Absent in | g/ Otcyrereyer 8 Ir Should absent in 1 g/ Oteyrersue B I

P.aeruginosa Absent in 1 g/ Orcyrcteyer B Ir  Should absent in 1 g/ OteyTerene B 1r
7 | Assay / KonwuecTsennoe 10.04 mg / 10.04 mr Mot less than 9.0 mg and not more than

oTIpeeneHHe 11.0 mg of CisHpNaUss Mimesubde m

one gram of gel. /
oT g,ﬂ File] 1 ].,0 M CsHN2OsS
(HAmecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipogykr cooteetcTeyet Tpebosannam HIT Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneno: [Nporepero: Opobpeno: Meungpxep | PykoBoiuTent
Naveen Kumar Santosh Kumar _@M Ajay Sharma @f

Print Date / Print Date / Print Date /

Hara:04.02.2021 Hara: 04.02.2021 Jlara: 04.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A F, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2900, Email: mail@drreddys.com
CIMN: LES195AP1934PLCO04 507
www,.dreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDWNKAT AHANW3A
Product ; Nise gel
Mpoayer : Haiiz®, rene ans HapyxHOro npusenetns 1%
Batch No / : V210084 Batch Quantity / 1 56683000 umts /
Cepna Ni Ofdbem napTun 56683.000 eauHHu
Analytical Report No / : 890001503568 Date of Analysis/ 04.02.2021
Amanuraaeckuii oTaer Ne MarTa ananusa
Date of Manufacture / : Jan 2021 Date of Expiry / : Dec 2022
Jara npoHIBOACTEA Toaen oo

Analysis performed according ND / Ananus nposeted mo HJT: T1 NO12824/02-100320

'Package / Ynakosxa

o Labeling / Mapxupoexa

equipped with tamper-evident
mnembrane. 1 tube and patient
information leaflet in a earton. /
ITo 20 r B YDy K3

nA Ml’lHH]’T“HHHHﬁ['ﬂ A |1If"I'M'|'|‘HT"|ﬂ.,
cHabweHHYHO MemBpaHoi ans

Ty(ie B na4ky KapTOHHYIO ©
HHCTPYKLMEH 10 NDHMEHEHHIO

10 | Storage condilivns
XpaHeHue

He zamopaxHBaTk.

KOHTPOJIA NepBoro BekpeiTia. [lo ]

|20 gin a laminated aluminum tube 20 g, 50 g or 100 g in a laminated

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
Mo 20 r, 50 ruan 100 1 B TyDY M3

NAM K H HPORAHHOND A THIMPHWA,
cHalHeHHYH0 MeMOpanodl 1ns KoHTpOIs
nepeoro sekpeiTHA. [Mo 1 TyDe B nauxy
KapPTOHHYHO © HHCTpYKUHeH o
MPHMEHEHHR)

According to ND / B coorsercrsun ¢ HJl

/At temperature below 25 °C. Do not frecze. / TIpu temueparype se ssuue 25 °C,

|
11 |Shelflife / Cpox rogHoctH

2 vears / 2 roda

Remarks : The Product con

forms to NIV

Conclusion : APPROVED /

Ilpumeuanue: [poaykr cooTeercTByeT Tpebopanusam HY

Jakmouenue: OJOLPEHO

Prepared by /
IoarorosneHo:
Maveen Kumar

rq"l..,._,

Checked by /
Iposepeno:
Santosh Kumar

@firegs

Approved by: Manager/Executive /
Onobpeno: Mengmacep / PyrosoauTens
Ajay Sharma

Print Date /
Hara:04.02.2021

Print Date /
Harta: 04.02.2021

Print Date /
Jara: 04.02.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2969, Email: mail{@drreddys.com
CIM: LES195AP1984PLCO04507
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