Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHUDUEAT AHANKWIA
Product ; Nise gel
Mpoaykr @ Haiiz®, reak naa wapysnoro npumenenns 1%
Batch No/ : V210078 'Batch Quantity / : 22 844 units / o
Cepun N Obnem napTan 22,844 enunmn
Analytical Report No / < 890001504660 Date of Analysis / : 08.02.2021
AHANHTHYECKHE oTueT Ne JlaTa aganmnsa
Date of Manufacture / + Jan.2021 Date of Expiry / : Dec.2022
Jdara npowisogcTea ojgen no

rom 16.09.2020 / uam. Ne 1 oT 16.09.2020)

Iina]ysis performed according ND / Anajus npoeeaes no HJT: [1N012824/02-100320 (amend N |
fi

(3]

[MorIHHHOCTE

Ne I'l'cst ! lloxazarens
1 | Description / OnHcanue

[dentification by IIPLC /

Result / Pesyastarht

Specification / Hopma

free from particulate matter /

AENTOTo UBeTa, cBoBoaNLIE oT
NOCTOPOIITHY HYACTHL,

Homogenous ycllmﬁ?ra.nsparent gel

OnHOPOARE Npo3payHbli relib

Homogenous light yellow to  yellow
transparent gel, free from particulate matter
OpHOpOOHWIE  npospaddbi  rens  oT
CBETNO-MENTOr: il WEATOMD LUBCTA,
cBODOIHLI OT MOCTOPOHHHX YACTHLL.

Curplics as pesuibed / Tlhe telentivn e of (e wajor peak O
CooTeeTcTRYET chromatogram of the sample preparation
TPERnRAHHAM rorreaponds o that in the  standard

preparatinn nnder nasmy ! Npens

NIepH¥HMBAHHA OCHOBHOTD NMHEA HAa
poMaTorpaMMe  HCNEBITYEMOrQ p&CTH-OpH
O HO COOTBETCTEORBATL BpEMEHH
OepAHBAHHA MHEA Ha XpOMaTorpammc
CTAHOAPTHODD PacTBORAa HHMECYIHa
pazaen ((KG.‘IH\-ICC'['HCE[IE ONpeaenennen)

3 |Weight of package content Slg/5lr In according to Rus. Ph.Not less than
Macca cofepsumMoro 0.0 g/ B cooteeTcTBiH ¢ TpeGoBaHHAMH
NTTAKOBKH b P, He menee 50,0 r

4 |pH 5.4 Between 4.6 and 6.0/ o1 4,6 a0 6,0

5 |Related substances /Poicteenseie npuMech

1) Impurity A/ TlpumMect A

Not detected

I} Not more than 0.2 % / 1e bonee 0,2 %

2) Tonpurity B/ TTpumeoe B

BDL (Disregurd Aren 4072)

1) Not more than 0.2 ™ 7 we Gonee 1,274

3) Impurity C / TTpumecs C

Remarks : The Product conforms to ND/

I puveyanne: [TpoaykT cooTseTcTBYET Tpeboanuam HIT

Mot detected

3) Not more than 0.2 % / He bonee 1,2 7%

Conclusion : APPROVED /
Jarmwaenue: OJJOBPEHO

—————

Prepared by / Checked by / Approved by: Manager/Executive /
[MogroToenemo: [IpoBepeno: Opobpeno: Menepre BOAHTEND
Suman Kumar ";”;/J ”jmeﬂw Amit Kumar ((E’fﬁ‘“

Print Date / Print Date / Frint Date /

HaTa: 08.02.2021 Hara: 08.02.2021 HNara: 08.02.2021

Registered Office: 8-2-337, Road No. 3. Banjara Hills, Hyderabad - 500034, A P, India
Tl WL U YU LS00, Lan, 01 AU R ZPF, Linall: alllariiaayy.com

CTH: LEXMDIAP1934PLCO04507
ww drreddys.com
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Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

CEPTU®WKAT AHAIIU3A
Product : Nise gel
Mpogyxr : Halis®, renb ans Hapy®RHOTO npuMeneHus 1%
Batch No / : V210078 Batch Quantity / ¢ 22,844 units /
Cepun Ne Obbem naprum 22 844 equnny
Analytical Report No / : 890001504660 Date of Analysis / : 08.02.2021
AHATHTHYCCKHA 0TyeT N Jara anannza
Date of Manufacture / : Jan.2021 Date of Expiry/ : Dec.2022
JaTa npouzsoacTRa Togen oo
Analysis performed according ND/ Anams nposenen mo H/T: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

|4) Impurity D / Tlpumece D

G) lmpurity E/ [ lpnmcen B

6) Impurity F / IIplimece F

7) Highest individual
unknown nnpurly f
Enunnynan
HEHACHTHHHIMpORAHHAR
THMPT kR

B} Total impurities /
ICysMMa npuMecei

0.10%

BDL (Disrcgard Arca 4072)

Mot detected

BDL (Disregard Area 4072)

0.1%

41 Mot more than 0.2 % 7 ne Gonee 0,2 %

) Mot more than 0.2 %4 / e Gonee 0,2 %

6) Mol more than 0.2 % / me donee 0,2 %

[7) Not more than 0.2 % / ue Bonee 0,2 %

#) Not more than 1.5 % / He Gonee 1,5 %

6 Microbial himits /

Mukpobuonoriyeckas

MHCTOTA

Total aerobic microbial count
Obige yucno aspobHeIX

MIKPOOPTAHHEMOR

I'otal combined veast and

molds count / Obmee yncno

INpOXOKEBEIX M TLIECHEBRIX

Less than 10 CFUig/
Menee 10 KOE/T

Less than 10 CFU/g/
Menee 10 KOE/r

Mot more than 100 CFU/g /
e Bonee 100 KOE/r

ot more than 10 CFU/g /
e bonee 10 KOE/r

rpHGoR
S.aureus Absentin | g/ Orcyrereyer B Ir Should absent in 1 g/ Oreyrersue B 1r
| |P.aeruginosa Absent in 1 g/ Otcytctayer e Ir  Should absent in 1 g/ Orcyteteme B Ir

Remarks : The Product conforms to NI/ Conelusion : APPROVED /
[pamedanne: [ponykr coorserctayeT TpeGopantsm H]T Jaknwaenne: OJIOEPFEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NogroToeneHo: [Npoeepeno: Onobpeno: Mesemxep / Pygosoiueib
Suman Kumar { IIimcM—____—-—-r_lﬁ“ Amit Kumar l/\-/_:),.:i
Print Date / Print Date / Print Date /
Mara: 08.02.2021 Hara: 08.02.2021 Hara: 08.02.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A F, India
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUTMKAT AHANMU3A
Product : Nise gel
Mpomyrr Haiia®, renb ang Hapysioro npumenenis 1%
Batch No / : V210078 Bateh Quantity / : 22,844 units /
|Cepnn N Ofsem naprun 22,844 egnunu
Analytical Report No / : 890001504660 Date of Analysis / : 08.02.2021
AHaNHTHYCCKHIT 0TueT No JlaTa amanmia
Date of Manufacture / : Jan.2021 Date of Expiry / : Dec2022
MarTa nponisogeTea Togen go
Analysis performed according ND / Ananus nposenen mo HIT: ITTN012824/02-100320 (amend Mo 1
from 16.09.2070 / n3m. N 1 ot 16.09.2020)

7 Lr’\ s5ay / KonuvecTeeHHOE
| [peneneHHe
|

[ 10,06 mg / 10,06 Mr

Mot leas than 9.0 mg and not morc than

1 1.0 mg of CaHipM0:5 Mimesulide in
one gram of gel. /

oT 91{] Ao 1 110 M CHH :EN'}DjS

(Humecynnna) 8 1 r npenapara

% | Package/ ¥nakoska
equipped  with

membrane. |

TYDE B TA4KY

50 gn a laminated aluminum tube
tamper-evident
tube and patient
information leailet in a carton. /

Mo S50 r 8 71yly H3
NAMHHH FOBAHHUI U AAHIMHH AN,
ciafikennylo  memOpanoii  ana

[ KONTPONA NEPBOTS BEKblma, [Tu |
KAPTOHHYK)  C
HHCTPYRLUHEH [0 IPHMEHEHH IO

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 201, 50 r waw 100 r s ydy v3

JIAM HHHPUBAHHOIO SHOMHHKEY,
cHab#cHHYI MeMOpanoll ona KoHTpOns
nepse v sLhkpeiiia, Lo 1ayie 8 naury
Kﬁr}'l'ﬂ]li[‘y’l[l [ IIr{'IiI:T'FIj'K]J,]-[Cﬁ no
[IPHMEHEHHID

Y |Labeling / Mapkupoeka

According to ND / B COOTBETCTENH ¢ HT

10 |Storage conditions /
M paHeHHe

He 3aMopa#HBaTh.

At temperature below 25 °C. Do naot freeze. / [Mpu Temnepatype He peime 25 °C.

Shelf life / Cpox rognocTi 2 years / 2 rona

Suman Kumar Himesh Kumar

“a

Remarks : The Product conforms o NI/ Conclusion : APPROVED /
Npuseuanwe: [poaykt coorsetcTveT Tpebosannam Hl Jarkmoyenne: OJOBPFEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneno: ITpoBepeHo:

Onobpero: Menensep / Pygoponirens
QJ’/,Q Amit Kumar /\j__,..gi’

Print Date /
Jara; 08.02.2021

Print Date /
Hara: 08,02,2021

Print

Hara:

Date /
08.02.2021
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