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Abstract

According to Cosmetics Act B.E. 2558 (2015), the authority should set the Guidelines
of Reporting on the Adverse Cosmetic Product Reaction for the notifer of cosmetics. This
study aimed to conduct on the comparative study among the guidelines on reporting
adverse cosmetic product reaction of the European Union (EU), ASEAN and Thailand. It was a
document research and qualitative research.

The ASEAN Guidelines and Forms on Reporting Adverse Cosmetic Product Reaction
for the Industry™ was used to be the prototype for a sub-group meeting among the staff of
cosmetics Section and sub-committee meeting among 22 persons, consisting of the officials
from the Food and Drug Administration, the representatives of the relevant government
agencies, and private sectors. The draft of Guidelines and the Reporting Form were revised
and asked the opinions the meeting of the manufacturers and importers of cosmetics. Then
the comments from the meeting were used to improve the draft guidelines and reporting
form for further benchmarking against the EU's'?, ASEAN's'Y and Thailand‘s @ reporting
system. The results showed that the guidelines for Thailand should include 6 sections which
were Definitions, Types of Serious Adverse Cosmetic Reaction, Data collection in a Product
Information File (PIF), Direction of reporting the Serious Adverse Cosmetic Reaction, Time to
submit the report, and Penalty for violating the Guidelines. For the Form of collecting
adverse cosmetics reaction. It was improved to be suitable for Thailand. After The guidelines
issuance, the guidelines manual should be prepared for the notifiers to 1) recognize their
duty, and responsibility for the Adverse Cosmetic Reaction 2) set up the surveillance program
for managing the Adverse Cosmetic Reaction product sampling for analysis and data
collection in a Product Information File (PIF) 3) The consumers to consult the medical

professional for their Adverse Cosmetic Reaction.

Keyword: Adverse Cosmetic Product Reaction. The Notifier
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1ut A.A.1993 European Cosmetic Directive 76/768/EEC, ladn1sunly aded 6 Tnaldidin
Article 7a () 1By “mssenuteyasinissulsifisuszasd (Undesirable Effects)” wazuouly
wheeuiiieadesfiisune (Competent authorities, CAs) annsainfisdeyadananla dn1sada
szuuiihiseiinuuaon Avesiaiesdiens (Cosmetovigitance) Amunlsiiusynaunisiaunli]
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1wl A/ 1996 @uNTnues European Society of Contact Dermatitis (ESCD) Tatinszuuns
Bz Tan1siinen1suRia3ed1e1a (European Surveillance System on Contact Allergies) 1l
funguuseimaaindnglsy dinsdeloyananisnaaey skin patch testing wAUsEINAFLNTN

Tuidounuaisius a.m. 2003 Directive 2003/15/EEC Fa18ungvansvesUseinaasin
annmylsUldfinnsfusosnisudly Cosmetic Directive afadl 7 iRBafundn fusiaiasdians 41
“Foyaniaiil1seTs (viglance data) A5z isansnsusulddie s fimunzay sauvianisde
Bidnnsedind” deun ndueiesdanglsy (Reunthilde COLIPA, the European Federation of the
Parfume, Cosmetics, and Toiletries Industry ) I§sndafiaie “Cosmetovigilance” Lﬁ@%’@ﬁﬂﬁjﬁa
NIDLUINN (guidelines) Lﬁﬂ?ﬁ’UﬂﬁU%Wﬁ@msﬂsiﬁlﬁmmamaaﬁé’ubﬁaﬂszaaﬁ “Management
of undesirable event reports” anldlul a.a. 2005 dwsuusevldlunsdnnisidielnduwuamnig
Clehi Lﬁamwﬂﬁisi’wé’qaaﬂgjmmm (postmarketing surveillance) f-jﬁaﬁmdnﬁmumﬁmﬁums
Sudeyanisiine1n1sduldfiaUseasd (Undesirable Effects) N1590n15 (handling) n1sUseiiiuna
(evaluation) N15314UNUTLLANTBIDINT (classifying) WaznN1951891U (reporting) 91158 U LN
Uszasdanmsldiaiesdrens
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1euvesfliiniesdiens wiAdsenuenssuliflsszasdviindeuss (Serious Undesirable
Effects) 91nNan15Anw1a9281% T 015w murssuuifiisyfannuvasadoveaaiesdions
(Cosmetovigitance) FsannglsUlddoasuinerfudidrinninuves “omssulifiaszasd” uaz
“gmssuliifiadsasAniindronse” uasldanuilul a.e. 2006 nSeursldiausfsinAnuveseINs
dulifleUsrasA (Undesirable Effects) waganisouliisuszasaviind1ouss (Serious Undesirable
Effects) nseliinoinissuliisUssasavindiouss (Serious Undesirable Effects) 1#in1551891u6
Whsnuiiigdesiiisiuna (Competent authorities, CAs)

Tu¥ A.1.2009 An1sdarindeminundiuiaiesdrensatulng #a European Cosmetic
Regulation, EC 1223/2009 fusilu the official journal of the European Commission dlofuil 30
wgAdn1eu U A.A.2009 1umy Cosmetics Directive 76/768/EEC sausiiufl 11 nangrau a.a. 2013

Jagdumu European Cosmetic Regulation, EC 1223/2009¢"” Tayeififenfuseuunis
Bz Tinulasnfeveansosdions (Cosmetovigilance) 11ludon1vun Article 23 Article21 wag
Article 1 augnstu fisreaziden fil
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wansallifsUszasd Tuiausemaueiing wardssmaaiawefuauduasinisdarivdninus
Serious Undesirable Effects, SUEs Reporting Guidelines (Version : August 2012) eyl Article
23 984 Cosmetic Regulation gn15UFUA suidudrunilsvesszuunisiihszdimnudasadoves
\A383d1074 (Cosmetovigilance system) wagifioad195eUUNITUINITEANITLAZN1SToan LU
Uszinaaun@nanninglsy

{5uRnweu (Responsible Persons) dLdudunuvesindniniosdiondluglsudaai
nanLna9l Serious Undesirable Effects, SUEs Reporting Guidelines (Version : August 2012) 311
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U5y mﬂamaswmwaaﬂﬂaaqﬂwamﬂm%mmafnLLavimgummmamuummﬂma nysziley
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2) Article21 Amun MideeUsenialiaisisayunsiudeyasinisduladialsase
(Undesirable Effects) wagpinisouluisuszasrviindnauss (Serious Undesirable Effects)

3) Article 1 ﬁi’fazgaﬁu’mmsuaqmmsé’uhjﬁwizam‘ (Undesirable Effects) uazani1seulsl
WeUsrasnviininouss (Serious Undesirable Effects) Tdnuiiiusauiu Cosmetic Product Safety
Report (CPSR) Tauidlifinsiinsizsidoyansadise
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(2) M3AnauNa (Follow-up report) WlalasudoyalviiAeitandanInsenunss
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INITIAL RECEIPT OF CASE REPORT IN
THE COMPANY

20 calendar days 1

INITIAL EXPEDITED REPORT

/\

Initial level of information incomplete:

Mark report as ‘initial’.

Initial level of information complete :

- Mark report as ‘initial’

- Indicate ‘no further information will
be obtained’ in comments field of
SUE reportine form

- Indicate outcome of final causality
assessment

Preferably within 20 calendar days

New, significant information

FOLLOW-IP REPORT-same SUE Report

If further information obtained,
re-looped

Level of information remains
incomplete :

- Mark report as ‘follow-up’

- If it is known then state that ‘no
further information will be obtained’
- Indicate outcome of causality
assessment

Level of information complete :

- Mark report as ‘follow-up’

- Indicate ‘no further information will
be obtained’ in comments field of
SUE reportine form

- Indicate outcome of causality
assessment
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U3zNouMIenIsiNusIuTINdayasInunasig 9 Imaqmaﬁ%’uﬂmaﬂumaﬂamﬁummm
Audindioya (centralization) oirgtuneurainisussidiu (Assessment) iilomaugniasuas
Taya (validity),daiuiieusansaly (Seriousness),a1nvaenisiinein1sduliiisussasd

(Causality) nselonseulaifisUsyasmluviindnounss (Serious) 1951897u (Reporting) Tudsmiaesnu
Aeufizthveyaiulilu Product Information File (CPSR) nsdilsiiluwiing1uss (Nom-Serious) 11

tdeyatiulily Product Information File (CPSR) ndsannuudeyannnsd whgn1snsiamdternis

[ (%
=

suliifieUszasaniintuiugUretuiiauduiusiundnduenilivield (Signal detection) a1mudn

Haadnsldriuduiusuielndifssdundnduanly agunlugnistesiu (Preventive) niaudly
(Corrective) anunsadputunouluunugild auunugin 2.2 919a19dl

Collection
( N\
Centralization

Validity
Assessment Seriousness

| Causality

Non-serious Serious

L [ Aeporting ]

[ Inclusion in PSR ] P —

¥

[ Signal detection ]

¥

Corrective/preventive

actions
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Mndunouveanisdniunisauunugiil 2.2 dureunisfivsiusiudoys (Data
Collection) WWutuneuiiddnyiigruesssuunissenuenmssulifisssasdannisliiedosdions
(vigilance system) mMnteyaiidadundsaudlifivame viedudeyanlifinefazesursenissulsl
favszasdifineldsuey asiinadensuszfiunenuonissulifisUsrasdvomnsdifingnn ddu
Wrvosmandusiviofanudsienisfiazaiisssuumsnunudeyavesfanudaes wazfazifv
munudeyadesiunmsfinevsuiiiuesnation dutuneuvesnsusuiunie Medical confirmation
windslifnsnenuemssulifisUssasddenisnuaaigiioglrnsiusesonuoinssulsl
fiavszasdmsnduyanadwiolud

- 57891UlA8 Health Care Professional (HCP)

- Budunan1ss189ulag Health Care Professional (HCP) Se%319n15@nauig (Follow-
up)

- BUUNANITII8NULALLENETITNIINITUNNE

wuunesunsseaueInssuliiieszasdainnisldiedesdiansuasanainglsy O
wenlailu 3 wuuvlesy Ae

1. SUE FORM A : NOTIFICATION OF SUE BY RESPONSIBLE PERSON OR DISTRIBUTOR
TO COMPETENT AUTHORITY (according to Article 23 of Regulation (EC) No. 1223/2009 on
cosmetic products)

2. SUE FORM B : TRANSMISSION OF SUE BY COMPETENT AUTHORITY TO OTHER
COMPETENT AUTHORITIES AND RESPONSIBLE PERSON (according to Article 23 of Regulation
(EC) No. 1223/2009 on cosmetic products)

3. SUE FORM C : TRANSMISSION BY A COMPETENY AUTHORITY OF SUE REPORTED
BY HEALTH PROFESSIONALS OR END USERS TO OTHER COMPETENT AUTHORITIES AND
RESPONSIBLE PERSON (according to Article 23 of Regulation (EC) No. 1223/2009 on cosmetic
products)

SUATLIUARIUNIANUIN

paudl 2 anuiunvesnismesueinssulsiieUszasdvasnguuszimaandou”’
unUaafAtn3asdrenurisondeu (ASEAN Cosmetic Directive) AleiuuamisufiRves

avnmglstunld wazlddnvimaninasinsnenuemssulifisuszasdainnisldinieadiens « A
Guide manual for the industry — Adverse event reporting of cosmetic products”, June 2005.
Tnafmun a1n1slifisdszasdannnisldiniesdrensesnediouss (Serious Undesirable Effects)
yanefs wgnsaifidusunseieusaistunsdlansdnis fed

(n) @839 (Death)

(2) Houns1889%30 (Life Threatening)

(A) Aeadnsunsinsnelulsaneuia (In-patient Hospitalization)



() MAanNaLds 039N 189E1901ITMT8 INANIN (persistent or significant

disability/incapacity

n571e0u ks (Industry)sgnumuwuurlesumsmenuaiimun 1agsieaueinig
guliifislszasrorseusauaraiiinisalasasonnishifiaussasd(Ufiselaiieuss / suus

d' a [y} (=1 I3 % d' o [~3 1 [
WarinansouliiaUseairannmsiaaIndd1ane N1ssneauazidy 2 919 Aedl
1. 5181UASILIN NIUNSINIANT, email seavindunilsde

£%
=]

2. vasnuuniely 8 Tudauvise neluls Juvinis duwsduiilasunsulvseanulaenis
nIONLUUNBIUNITIIENU 9 NivuanTeudeyanielanals vang ulineItesdmulgauniasy 7

PN v < aa
bNYIVDY ﬁqﬂqiﬂLLa@QLﬂUﬂWWLLNUQNW 2.3

sUnuumMIneuaIn1ssuliiisseasdanmsldiniasdansaunsandnadunnunugiinn 2.3

nauUsHINARLTEY

INITIAL RECEIPT OF CASE REPORT IN
THE COMPANY

7 calendar days 1

INITIAL EXPEDITED REPORT
Taan19Insdn i email n3ovi11du
VDSED

/

Initial level of information incomplete :
Mark report as ‘initial’.

New, significant information

If further information obtained,
re-looped

Preferably within 15 calendar days

|

\

Initial level of information complete :

- Mark report as ‘initial’

- Indicate ‘no further information will
be obtained’ in comments field of
SUE reportine form

- Indicate outcome of final causality
assessment

REPORT-same SUE Report

Level of information remains
incomplete :

- Mark report as ‘follow-up’

- If it is known then state that ‘no
further information will be obtained’
- Indicate outcome of causality
assessment

Level of information complete :

- Mark report as ‘follow-up’

- Indicate ‘no further information will
be obtained’ in comments field of
SUE reportine form

- Indicate outcome of causality
assessment




UazBEnToYaNABITIeIIY Aall
1. Ualdun Yo NRIUTEN VoK 18U
2. sazdeandndnnfildsiuiiasiiludiudsenou 84 Fodndn Ussimaninga Jun
NUADNEY VIBTUNNGR ATINHER
3. sngazduno N sdulliiaUsyas
= Y o ) s [ a
10 JUIW 97Y WA LAUNURTUILYITU NI0WIdUDIN dys
Fuiiinenseulaifielseasd
JwasdeneInssuldieUssasd
A a v 1 =2 (3
szgzaiine N sduliisUsyasn
nslandndasindulymuvesiiieedisls
Aurelanudisunsinwilulsmeuiansely
NAN153NY

H31897U

v v J
E‘\Jlﬂ'izﬂa‘llﬂ'ﬁﬂ 2951897UsBlAS

U3EnmIegsuinveulun1sI9mann (Responsible Person) Wugsieausieninsgvengy
Useimnaondeudaineinisduldiisszasd lnelasiusiudeyaainsieauveduilaa Health Care
Professional (HCP)

Hoyaiidasseey

1. o1nsouluisusyasAriindnause (Serious Adverse Event)

2. oxsdulsifisszasdnilgAnisaialiings (High incidence of Adverse Event) 1unsdl
laflvornsoulansusyasavininouss

v = '
Aassne9uialng

1. n3qiiin1s @eTin NIeldunsefiiInliidiniasgriuinigly 7 Jutuusiunnsiu wae
MaeaNTudn 8 Jusesdiloyanioneu

2. onsouliisuszasrvilndonse (Serious Adverse Event) Ts1aanunielu 15 Yutuws
JuUNnsU

wuunasun1sTIBnueINsubinaseasdnnmsidinsasdraisuainguuszmaandgey
T8 BEANIUNIAKLIN

Aaull 3 N139189UINTTIUlINIUsEAsAvaINguUszWAlNY

“wign1sallaiieUseasa (adverse event : AE) nunedis arnsnseraiiiiniiludunsiesosnanie

uywd Wneinduseninamslndndue sludndusdesdiauduiusiunsldndndueitu audiiseds

AUUaBnfemUNEninagunIN (Health Product Vigilance Center: HPVC) 909811n91uAenIIUNIg
amsuare Jagtulugudnssuudaneanueinisdulifiavszasdannislindndusiavnmdssiuda

nansuaassdeeedLluwuvatiasla (Voluntary)
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1551894 MUl IU ST aIRINNISIEAS 9981919 TohuunasunssIeu®

o

foyaiidesmeaudivedl
1. Adifamenm
e i asease (dverse event : AB) Ainmnmsldn@nsiasiaunm loun
(D oWs WU oOWNINIMISWWE  WEAS AR LENS WRALUA SWSUMIN . eNSYSnUaRLAE RS
sadlodmsumsnissingn ownsedudmumsnuasindndusi
Qe sadsemraulne Beytuanihinlide 31ing uw feiu
(3) Toquemiin lsiun Tonfioenqviriednuasusam  uavenavelsilimg
@) wRowdey wu rdas asideussrdnsnaivraih Josiuwauan frewle fdu nevemadu edity
Hudu
(5) wediowme wu aleenminauwe  nsvUendne Unennie NTEUBNARENBLAN WayRT
rrshnie HY s
6) Trdwmesmuens g Y KANAWEY  AWAEAUARTY un ndasasilays Keesiamiay
Afin AR destasivhen s hmiSoy Wiy
2. {31891
UARINININANUASITUAVTINERUTENBUNT  WIvemdnduiguam wazyuslnea/gUae
3. A9IIBIU
Mlaranedd laun dmnsluseald demnelnsans e-mail ¥3elag AE Online Reporting
System
4. $292198IN155989U
delafpuinuvieuszaunmaiiammnsallifisUszasd-linonilutisnaiunndei
uaLsingel
(1) nanduseazIngianse
(1.1) nsdhdeTinlaglinsuaivg aendsmsldiatuniosln (NO) AfesAnae
Uaeass TWudslaenalnsdnd nsans wie e-mail viuft anelu 24 Falus uazdsssamununiglu
7 Suufiiu fudunsdlau q Wsnseruaglu 7 Sudfiu
(1.2) ensieusaarlifinisuandiluaannvierenasiduen Wseaungly 15
TuufAu
(1.3) o1n157Eeussarldinsuanslslunanuazienansiiuen saustenntsil
$1aus9du 9 Wansaunegly 2 ey
(1.4) nanfusiguamdu 9
(1) n3dideTin Tnesmuiuiivionelu 24 Halus egslsfinnn madumnnisal
LiflsUszasdanmssulsemuomsuielfindesdons udlideTiawivinlideadrsunissnunedilu
Tswmewna  Avenungludeunaniduuiu
(2) o1nsdulsisenungly 2 Weou
5. dnuildesneau
meluswdld  ddluds gudiihselsmnudasndesuninduaaunin  dninnu
ANZNITUNITOIMNTWAZET NITNTNAETITUEY UUNY3 11000
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Insens (Fax) a@slufi 02-5907253 %15002-5918457
e-mail : adr@fda.moph.go.th

AaUN 4 9INSHINAINNISLULATDIE1D19

¥ ¥ 2

AIdefnudeyaeinisuiainnisldiniasdionsannenaiseing q agliduideldned

1. msneliAnensuiainnsldiaiesdians

2. YadeiineliAnonisuiainmsldiadesdions
3. gsfinelinensuRluAiesdrens

4. onmssulifisUsvasiannnisldedesdons

1. N15AR IAAABINSHNAINAS LA 9d1919®

a a ¢ v [ | ° 9 1 ] Y PN A
nsUsElukarMTInsIgieInsuiainnsldiesesdrenaildisesie lnemiluguslaad
Andgvnainniasdreanldagdesdsnwunnduintui ifamainfnnnaiesdieniliviedie
Jumsuduitennisuiviimdainainaiessdionsild winfiduduslaedunuldunidinunie

'
aaa !

dhsnuaiuumdRamils Selunirtuliseiiatuannisliieiesdensenalsioglugunianadn

(unusual clinical forms) Fao1avilsin1sitadeRnnataldidrsnustuwnmeRms
Tnevhlunansenu (adverse effects) fionalduannisléiaiasdrensarldlisuseaunin

AUTENaUNNS ﬁaummﬂﬁ%’mﬁsmumﬂLLWV]éﬂ’mﬂw‘%aQ’U%Imﬁlsi’ﬁﬂ%aé’]mqLLé’aLﬁmﬂmwﬁaﬁ

PNUIULBENILIILNU

mﬂ%’m%‘aqﬁﬂmaawﬂ'@ﬂﬁtﬁm‘ﬂaymsiaﬂmﬁﬂéf 917 M33TATELBY (irrtant) Huniduia
(contact alLergic),ﬁULLﬁLLm (Photocontact allergic reactions)ﬁuuﬁlm@gﬂLLUUW‘jQ (phototoxic) LA
aufi (contact urticarial) MsUszdiuuaziinszionnisuianmsldiesesonsdenisinezansias
Aedelneunmdimaideavey
2. adeiidelifnonisuiainnsldiadosdians

HadefineliiAnennisuiannnsldiniosdions sl

1. amudlunsldipesdiens

drunanluiuduiadesdions
- Usunaumesansiildnasluniosdions
- Arwiuiavsvesansilinanluieiosdians
_dninwilsidudatuniesdiens
_nafiresdrensduiatuin

N U AW DN

v v W

wIesdIeedulaiuRInlslavaten1e W Aaeisn1Imn awsd wasielilvidudany
Amdadunaiuiy vieessiaduiaenagnnssiulaguasunniinliiaiuuiiuan (photoallergens)

'
A v @

ASAIMLANNITLNLINBIAAARNURINUIDNLEU (eczematous lesions) NSEINBAINTINIYLALLRNINN
USnaidulanuiasasdanale
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USRI 8 L AANISHNINNNS AT B9E109IAYASTI WARIAIUAISIEN 2.1 919879

P v o & ! a o val ! Yva d o o o < ° Uy
A19199N 2.1 LLa@Nﬂ’J']@Ja@JWUﬁig‘VDW\T‘Uinﬁuvrlﬂjwaq"ﬂﬂEﬂWLﬂ@NuaNNﬁﬂULﬂi@qaq@qﬂtﬂiﬁﬁ

Area of Dermatitis

Cosmetics that may Contain Allergens

Face in general

Facial skin-care products (creams, lotions, masks); sunscreen
products; makeup (foundations, blushes, powders); cleansers
(lotions, emulsions); cosmetic appliances (sponges); perfumed

products (aftershave lotion)

Forehead

Hair-care products (dyes, shampoos)

Eyebrows

Eyebrow pencil; depilatory tweezers

Upper eyelids

Eye makeup (eye shadow, eye pencils, mascara); eyelash curlers

Lower eyelids

Eye makeup

Nostrils

Perfumed handkerchiefs

Lips, mouth, and perioral

Lipstick; lip pencils; dental products (toothpaste, mouthwash);

area depilatories

Head Hair-care products (hair dyes, permanent-wave solutions,
bleaches, shampoo ingredients), cosmetic appliances (metal
combs, hairpins)

Ears Hair-care products; perfume

Trunk/upper chest, arms,

wrists

Body-care products, sunscreens and self-tanning products;

cleansers; depilatories

Axillae

Deodorants; antiperspirants; depilatories

Anogenital areas

Deodorants; moist toilet paper (wipes); perfumed pads;

depilatories

Hands Hand-care products; barrier creams; all cosmetic products that
come in contact with the hands
Feet Foot-care products; antiperspirants

3. @159NN 2 IANABINITHA LULAS 9819719

9

1. Fragrance Components

Tundnsuaesesdransussinninreuldn1evasanuin(toilet waters) WU Fau de toilette

laguldnaslnunuan (aftershave lotions) wazNanA g sesunaunie (deodorants) sAUDIUUBDY

waulundnineiungeiy delinensuilaves q ddeyatuduitiiveunidiunauvesas amyl

cinnamal, cinnamal, cinnamyl alcohol, hydroxycitronellal, eugenol, isoeugunol, geraniol, and

Evernia prunastri [oakmoss] extract, all diluted 1% in petrolatum and emulsified with sorbitan
sesquioleate) Sowaz 70 - 80 noliAne AT (1)
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Indermunves EU Regulation 7 2017/1410 as¥udl 2 Faman 2017 T
fragrance allergens Wuarsiulddrunanlumdasdrons (Annex Il Tu Regulation (EC) No.
1223/2009) Liesainanznssumsiitennuvasadsdmiuguilaa (The Scientific Committee on
Consumer Safety: SCCS) Twaanuiiuin fragrance allergens W 3 siensiEnsineliAn contact
allergies finunnTuiloUiing (31NN5UTTYUVRIAUENTIUAT SCCS dloTuil 26 - 27 fgueu
2012)

anviulldasui 1380 3- and 4-(4-Hydroxy-4-methylpentyl)cyclohex-3-ene-1-
carbaldehgyde (HICC)

ansildiEeuTl 1381 2,6 Dihydroxy-d-methyl-benzaidehyde (atranol)

ansvaldigsuil 1382 3-Chloro-2,6-Dihydroxy-4-methyl-benzaldehyde (chloroatranol)
wRpsdheifidumauvesansiullive 3 semstneiul senengluiemaeesmninnguszne
elsU (EU)¢RaTud 23 Fovnau 2021 (2)

2. Jogiude

va o w

Togiudelsnane duasiegiiuifiddasnniu Tnaanznissdronsdiuwater-based cosmetic

product MI (Methylisothiazolinone) 18 u s wdenunInlukyuy ASUNIAD LIARIUVLY TIUN

q

]
il
w3sde19iauazemd mSuin Wiewaunaufu MC (Methylchloroisothiazolinone) 323U
Methylisothiazolinone lugms1diu 3 fe 1 Wuan Methylchloroisothiazolinone vl tAno1n15WH
(Epidermic of contact allergics JinanU19T18 9 UG MI (Methylisothiazolinone) Lileaa5i5e7 R
AeliAnmsuivitosnin(weaker sensitizer) (1)
nderimunves EU Regulation 71 2017/1224 asiuil 6 fiquisu 2017 sin1suily Annex v
vestarmun EU Regulation 71 1223/2009 fwuau3unainsidvasans Methylchloroisothiazolinone T

3038184 rinse-off cosmetic products tJ10.01% w/w (100 ppm) (3)

Methyldibromo glutaronitrile § 18 uansfuideluiadesdrorafiiidiunauaas
phenoxyethanol w‘%aiﬁﬂﬁﬂu%a’j’l Euxyl K400 figliAnnisuii European Union daiuldluiiiou
fiunay 2007 Wlesanmuiitiesuuanansinuanensiavisdniaudeundy Tumihasutuung
LWINBINITNBY

v o

Formaldehyde, Parabens, formaldehyde releasers Wudn NULE gluLAIo9d19199
naliAnOINISUNLA WUy

3. asueUyadasy(antioxidant)

miéfma%aﬁaizLﬁuLﬁaaﬂduéaamaanidaqﬁLLﬁm'%'mﬁ’mehﬁ?u $981918U propyl
callates uaz octyl gallate s?fqafml,ﬁmﬂﬁﬁ%wﬁ’m (cross-reaction) fugallatesdudsldifuanmsiady
asrodusyyadaszuriagninulilneianizeedslund afaeituuanuazlundndusiiliau
ﬁzjm??mﬁaﬁnzaaﬂmﬁm%’naﬂ uignniiazneliAn allergic contact dermatitis luusiag preparation

4. ansiineliAnnsszmeiios (Specific Ingredients)
as7neliAANITIZABADY LU oxidative hair dyes (para-phenylenediamine,PPD Laza15i
Jue Y WUS) 1M AU tosylamide/formaldehyde (toluenesulfonamide formaldehyde) resin,epoxy
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resin kagcopolymersu1fia 913n8 AR ”ectopic” dermatitis UanaNHansTUasiulalnnIanelLAn
allergic Waz photoallergic reactions Wag@1aLAn contact urticarial
[ 6 ¥

n13UseifiumnuUasndgvad hair dyes SNTUADIMAADUNARS U ToUNUADNITLAA
genotoxicity %39 carcinogenicity 778 (4)

5. ansivimiiidu Excipients, Emulsifiers uWagHumectants

arswmanivinliifinensuild Anusieauia cosmetic allergens 191 sodium stearyl
lactate, polyglycceryl laurate,ascorbyl tetraisopalmitate Judu

6. Natural Ingredients

ansannnessIunAvseayulns o1aneliiincontact dermatitisla

4. pnsoulinausrasnannisidiasasdanans®

Contact Dermatitis A9 nsiAniuduiaveaimils MRnnmsdudatuasiaiiuisie 6
ysuamReIsSnEUvedmuaglitunsvuasdestuiigndes snidulstivi willdtaeuee
fifesodunmsdnusy Ruarmansialagasiden samﬁy’a%’agaaﬁw NupAn wazaduey UNTe
faudruamguduiginegliannsovindsmnmsdudaasiuld vilfldmean

Contact Dermatitis ©19wusdu 4 %ila Ao

1. Irritant Contact Dermatitis

2. Allergic Contact Dermatitis

3. Contact Urticaria

4. Phototoxic and Photoallergic Dermatitis
n15\An Contact Dermatitis viansiinduduiavesiovils dnungiivmngliifiuvesnisifaudazsiia
LARIANANTI9T 2.2 Treensil

1. Irritant Contact Dermatitis

Imitant Contact Dermatitis \Jut§Ase1lifisd szasdinuiniigaiuiadesdionsuas
nandTauans dnwazilu erythematous waufou fAu (pruritic) Suilosnaniinnissnauves
fwils Wefimsdudanuansiineliinnsseaaifosmeimislaenss Inehlusinduanseiifnaly

iP3esd0ns LU &y HAnAnsit3e wandusiearemdunduiy msszaeiAeadntes
(mild Initation) AAraNN1sIHATead 1879 dnwaeuTIng ReRULAS (redness) Audnies wauts,
(mild itching or stinging) Tneldiinenisuay dndumneraieSauwinliiuiaduaniin Auan
SnwasRavnlomndniios n1siniuuns (redness) Wasniinnsinadieulaimfiuudiumaduiden
deg Sivnadindeaunsimnntuludiede nmadnauinuazioutmunun Wurauiainns
4UFY94 Aacomeal corneal squame 7AW N3 B19LAAIN leucocytes Wagserum Fuaad
Hu derrmis uiin1gly 2 dUai Amilsgndugdaniniy usiin Ssasdl histologic evidence va4 Irritant
Contact Dermatitis finny dm§unisasuudasvesianiladuuen (Epidermal) wasfianfaduly
Dermal fiduiusAun1siin Iritant Contact Dermatitis WAAIRNAANSIT 2.3
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A3199 2.2 UAnRudLRaveHMs (Contact Dermatitis) JUMUUATY 9 dnuwaeNUsINgNIaRmeds way

mmﬁﬁﬁﬂﬁlﬁm (Cutaneous Reaction Patterns)

Reaction Pattern Immune System Dermatologic Appearance Possible Causes
Activated
Irritant contact dermatitis No Erythema, desquamation, Soaps, detergents, strong
erosions, inflammatory acids, strong alkalis, solvents
papules
Allergic contact dermatitis Yes Erythema, edema, vesicles, Poison ivy, methacrylate,
serum crusting formaldehyde, nickel
Nonimmunologic contact No Erythema, welt Alcohol, acetic acid, balsam
urticaria of Peru, sorbic acid
Immunologic contact Yes Erythema, welt Benzoic acid formaldehyde,
uricaria menthol
Phototoxic contact No Erythema Sun, psoralens
dermatitis
Photoallergic contact Yes Erythema, inflammatory Methylcoumarin, musk
dermatitis papules, vesicles ambrette, PABA esters
Sensory irritation No No cutaneous findings Lactic acid, propylene
glycol, benzoyl peroxide

v 6

M13299 2.3 Lansn1sildsunUasuesiantstuuen (Epidermal) waziantstulu(Dermal) Ndunusiy

AN5LAA Irritant Contact Dermatitis

Epidermal Findings

Decreased Surface lipids (sebum)

Decreased intercellular lipids

Protein denaturation
Vacuolation (cell damage)

Desquamation (skin scale)

Hyperkeratosis (skin thickening)

Dermal Findings

Erythema (redness)

Edema (swelling)

Leukocyte, polymorphonuclear leukocyte, and mononuclear cell
Migration (white blood cells)

Fibrin deposition (framewoek for healing)

Granuloma formation (tissue reaction to damage)

Capillary proliferation (new blood vessels to heal skin)

Fibrosis and scar
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2. Allergic Contact Dermatitis

Allergic contact dermatitis Wuiintiogudiiloiinud19gunsannitvila intant contact
dermatitis Los1ndinmsasandiduiuasiineliiinnfiud (antigens) wiefi3undn antigens uansi
nszdullsiiAn antibody vieUsuasuUfiSoveaadgfifuiuumia (mmune cells) ansunswin
WulumémﬁmsﬁﬂﬁgqﬁaLLazﬁaiﬁLﬁ@QﬁL@W%ﬁﬁaﬂdﬂ antigens §1Juansiifl molecular weight f1ay
TWsandafulusiiu 1y hapten neufinznateilu antisenic qmauﬂ’ﬁﬁﬁwﬁzymm antigens N&1IAD
antibody %38 sensitized lymphocytes %ﬁﬂﬂﬁﬂ%mﬁ’uantigenﬁ wnglzauimdunsruIunis
sensitization W@ AAUGATE" cross-reaction U antigen Bulddlassadwwosasinfidund iy
Fadu Auquisenautt antigen flenavhufisenfuasiadiduiiilassadendeiuld wihnufinsen cross-
reaction Huazgoun

JuBesenitazuenannuuansianisnainvednisiin Allergic contact dermatitis 8n37n
Irfitant Contact Dermatitis WA § nwaIzn13LAA Initant Contact DermatitisyinlfAanifady stratum
comeum Winmsidemelnglsifiusingnsaigfidudy (mmunologic phenomena) Wintu wsivhs 2 wuurh
TWn1siinfuuas (redness) %ai n131fin Allergic contact dermatitis gilUsingnisalgdduiu
(immunologic phenomena) 3ainnszurunisairsgiiguiuansinelfiAngfiu (antigens) Tnelsidl
anmznsuntesiaduuen (stratum comeum) nszRatuuendenddlianunsatestuldliian
Allergic contact dermatitis Tuaufiineanisuild 337l 1Ae Allergic contact dermatitis AB AT
wandesansfineliinn1sul (Allergen)

3. Contact Urticaria

Contact Urticaria wioasiis unszuiunmsiindinidonunsiansnlufomisduly (dermis) i
MU (edema) insauseluudnaiiinens msuiduraunaninmsUanUaesvesanshistamine
97 mast cellwdrluunsnanunasmdensi (cutaneous vessels) 81n1svnenddnfiwandliidiu Suain
A (itchingluawinnstvil (buming) wseanMuinaufivsssun lUaufnniiwi (anaphylaxis)

N3N AaNNE5IIUA1 (Nonimmunologic Contact Urticaria) Aaanansidudaduld dnin
(induced) 1% mast cell Yanddosanshistamine ¥rlsAnfuuAs (redness) wazuan (swellingt) Tu d@au
ﬂ’]iLﬁ@‘ﬁﬂizU’JuﬂﬁﬁlLﬁIU%%’@ﬂﬁUQﬁﬁmﬁu (Immunologic Contact Urticaria ) v antigens (allergen) 9
AnUARTE1RU antibody AAendesiumsUasUdesans histamine Uswagmsaﬁiﬁwﬁumwwqﬂﬂaﬁ \in
nsuiivindy ansinauluaiosdrensiionavinliiia Contact Urticaria neaufis uanslumsnsd 2.4
Fraanall
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A15199 2.4 hansasnkadluesasdaaionavinlmia Contact Urticaria ¥i5oauiy

Nonimmunologic Immunologic Uncertain
Acetic Acid Alcohols Persulfate
Alcohols Benzoic acid p-phenylenediamine
Balsam Peru Benzophenone
Benzoic acid Diethyltoluamide
Cinnamic acid Formaldehyde
Cinnamal Henna
Formaldehyde Menthol
Sodium benzoate Parabens
Sorbic acid Polysorbate 60
Salicylic acid

4. Phototoxic and Photoallergic Dermatitis

Phototoxic and Photoallergic Dermatitis a3 uf U3 IuTignuasanity n1siia
hototoxic Reaction finszuiun1siAnuLAeiu Nonimmunologic Mechanisms Lﬁagmmumm UVA
Arazgnnsvduliiinseslug (sunburn) sevniuaraesasuludug (hyperpigmentation)uaz#gn
aonsiean (desquamation) dm§unsiin Photoallergic reaction azilszuunfifufiusmdiey dnvaed
ARl fluung (erythema) U3l (edema), nsames (vesiculation) i dunseniazuenauuaneng
483119437 Phototoxic reaction way Photoallergic reaction wuinanswavluesosdrormatewiin 9n
1nl9An Phototoxicity 38 Photoallergy 1y Eosin WU Phototoxic substance wneiinisidludvadn
7117 1AA Phototoxic reaction @19 p-aminobenzoic acid derivativestiaz @15 digalloyl trioleate Tu
nanAuidesiuuasunn  Perfumes compounded Tu  essential oils 14 Bergamot §m 1l u
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P 36 AU | - - - 28 8 - - }

25560 N 24 AY q 8 - q q - - a
Y18 4 AU - - - - - . - q




-19 -

A58 2.5 Tutas 5 T enusngiineinssuliifisUszasdannisliiaiesdrenadunds (269 aw)
Anlusoway 71.35 Duvie (108 Au) Anlusosay 28.65
agunanmsusziduanunmdinvannsenugiisiiinenssulifisuszasdainnisld
CERRGAREY
w.el. 2556 laSusiea1u 101 578 wuanssulifisuszasdannisldiadesdionsudindouss
¥n518059 WU 4 519 AnduSesay 3.96

w.el. 2557 1¢5usieau 16 98 TdnvernssulifisUszasdarnnisldindesdronsuingionss
SR ERITEN

w.d. 2558 l35us1e91u 92 518 wuenssuldfisUszasdainnisldiedosdronssdngounss
518159 U 28 518 Anduseuay 30.44

w.el. 2559 T5Use9u 124 518 wuanssulifisuszasdarnnisldiadesdionseindrouss
518159 91U 40 518 AnduSenay 32.26

Wi, 2560 lasusieau 32 51o linvennssulifisuszasdarnnisldiedosdonssingeouss

YRR

Aaufl 6 wulAALNEINUNSANYIUSEUWIEU (Benchmarking)'21?

6.1 Robert C. Camp
MIUKWIARYBY Robert C. Camp udunsa Wunagnsuasnszuiun1sinszidmiunis
Wisuiisuegnedelileswemdndng UIn1g uagnsUfiRUedesinig euiuniisnuilesy
mwam%’udwLﬁuﬁﬁﬂmqmsﬁ?u q aiiiethwamaUisuifevanuiuuseiuneumehnuesndu
wnmsiazadndulesdnsvessuimunfanssumdnsins qlugnafufimsnunmuanilvousuiu
msviduduniaduianssuiidesiodeidoufieasfunidmnglvddmiunsiauiesdnis
aeasewiies (Continuous Improvement) wagdnisitududadulvegsfiusesdnsnmuds az
Prwatfuayunsiauiuiuaseiaaufafuduifiernindulunsdadulafifauddyi
n13ha
6.2 Paul James Robere
Paul James Robere (2543 : 23-30) l#nandsussinmuaztuneumsvindudunsadeiolud
(6.2.1) Usziam
Uszinnvosmsidudanse wisesnloilu 4 Yssiavmén fe
1) msvindudunsauuuiauifisuniglu (Intemal Benchmarking) unisieuiisu
NSEUIUNINNTININUNTEUILNMSTRARTuNeluaeAns
2) nsrindudunsanuuiuTeuiisugua (Competitive Benchmarking) tdun1s
Wisuileuaud uins duneu e TEnsufTRfuAuTdlaenss
3) mMsudunsanuuUSeuisulanigianssy (Functional Benchmarking) 1unns
Wisuisuuunuitanmieutiludniifunsujinuatutendsfunsusngnamnssy
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SUE FORM A: NOTIFICATION OF SUE BY RESPONSIBLE PERSON OR DISTRIBUTOR
TO COMPETENT AUTHORITY
(according to Article 23 of Regulation (EC) No 1223/2009 on cosmetic products)

wuunasuseuansauliniUszasdvasannnweglsy

1) Case report

2) Company

Company report number:

Competent Authority code number:

Type of the report:

] Initial ] Final

Date received by company: dd/mm/yyyy

] Follow-up

Sending date to Competent Authority: dd/mm/yyyy

[ pistributor [] Responsible person
Company name:

Address and local contact details:

3) Seriousness criteria

[0 Temporary or permanent functional incapacity
[ Disability

[J Congenital anomalies
[J Immediate vital risk

[ Hospitalization [ Death
4) Primary reporter 5) End user
[] Consumer Code:

[] Health professional
[] Other (specify):

Has the reported information been confirmed by a medical
professional : []Yes [ 1No

Age (at time of SUE):
[1 Female

Date of birth: yyyy

Sex: ] male ] Unknown

Country of residence:

6) Suspected product

7) Description of serious undesirable effect (SUE)

a) Full name of suspected product

Company:
Category of product:
Batch number:

Notification number:

b) Use of product
Date of first ever use: dd/mm/yyyy

Frequency of use: times per (day/week/month/year)
Professional use: [ Yes [ No
Application site(s):

Product use stopped :

] Yes [ No LIN/A ] Unknown

Date of stopping the product use: dd/mm/yyyy

c) Re-exposure to the suspected product

[] Positive [] Negative [] Not performed [] Unknown

d) Other suspected cosmetic products used concomitantly:

Complementary information can be attached to the document /related in
the narrative

a) Type of effect

-Country of occurrence:
-Date of onset: dd/mm/yyyy

-Time from the beginning of use to onset of first symptoms:

(minutes/ hours/days/months)
-Time from last use to onset of first symptoms:

(minutes/ hours/days/months)

-Reported signs/ symptoms:

-Reported diagnosis (if any):

b) Location of SUE

[ Skin, area(s) concerned :
[1Scalp [1Harr []Eyes
[ Lips

[1 Mucosae, specify:

[] Others, specify:

[0 Teeth [ Nails

[] SUE in area of product application

[] SUE out of area of product application




8) Outcome of SUE(s)

[] Recovered If recovered, specify the time for recovering:
] Improving [ Aftereffects (sequalae) [] Ongoing [J Unknown
[ other:

9) Relevant underlying conditions

[ Yes ] No ] Unknown If yes, specify :
[] Relevant treatment(s):
[] Additional concurrent use of other products (drugs, food supplements, ...):

10) Relevant medical information / history

] Allergic diseases, specify: If tests previously performed, specify the type and results:

[] Cutaneous diseases, specify:

[] Other relevant underlying disease(s):
[] Skin specificities including phototype:

[] Others (example: specific climatic conditions or specific exposure):

11) Case management

a) Treatment(s) of SUE

Drug prescription: Name of product (INN) Dose Duration

b) Other measure(s):

Duration / complementary details:

¢) Seriousness of undesirable effect

c-1) Functional incapacity (if applicable)
Description:

[] If temporary, specify the duration:
[] Expert evaluation available [ ] Medical certificate available

] Corrective treatment of the functional incapacity:

c-2) Disability (if applicable), specify the %:
Description:

] Expert evaluation available ] Medical certificate available

c-3) Hospitalization (if applicable):
Duration of hospitalization: Hospital name and address:
Corrective treatment received during the hospitalization:

Drug prescription: Name of product (INN) Dose Duration

Treatment /measure taken after hospitalization:




c-4) Congenital anomalies (if applicable) :

[] Detected during pregnancy
[] Detected after delivery

c-5) Immediate vital risk (if applicable):
Treatment and specific measures:

c-6) Death (if applicable):
Date: dd/mm/yyyy Diagnosis:

[] Expert evaluation available

] Medical certificate available




SUE FORM B: TRANSMISSION OF SUE BY COMPETENT AUTHORITY
TO OTHER COMPETENT AUTHORITIES AND RESPONSIBLE PERSON
(according to Article 23 of Regulation (EC) No 1223/2009 on cosmetic products)

wuunasuseuensauliniUszasAvesannnglsy

1) Case report

Competent Authority Case Identification Number:

Report type: Initial [] Follow-up [] Final []
Date received by Competent Authority: / /
Sending date to the other Competent Authorities/Responsible Person: / /

2) Competent Authority

Member State:
Competent Authority name:
Address and local contact details:

3) Suspected product

Full name:
Company:

Notification number:

4) Competent Authority summary

a) Narrative
b) Follow-up

c) Responsible Person causality assessment

] Verylikely [ Likely [ Not clearly attributable [ ] Unlikely [] Excluded []
Unassessable

d) Competent Authority causality assessment (if appropriate)
[ Verylikely []Likely [] Not clearly attributable [ ] Unlikely []Excluded [] Unassessable

e) Corrective actions

[]Yes []No If yes , specify :

f) Comments

5) Attachments

[1form A [] other:



SUE FORM C: TRANSMISSION BY A COMPETENT AUTHORITY OF SUE
REPORTED BY HEALTH PROFESSIONALS OR END USERS
TO OTHER COMPETENT AUTHORITIES AND RESPONSIBLE PERSON
(according to Article 23 of Regulation (EC) No 1223/2009 on cosmetic products)

wuunasuseuaInsauliniUszasrvasannnglsy

1) Case report

2) Competent Authority

Competent Authority Case Identification Number:

Type of the report:
] Initial [ Final

Date received by Competent Authority: dd/mm/yyyy

] Follow-up

Sending date to responsible person and other Competent
Authorities: dd/mm/yyyy

Member State:
Competent Authority name:

Address and local contact details:

3) Seriousness criteria

[0 Temporary or permanent functional incapacity
[ Disability

[J Congenital anomalies
[J Immediate vital risk

[] Hospitalization [J Death
4) Primary reporter 5) End user
[] consumer Code:

[] Health professional
[ Other (specify):

Has the reported information been confirmed by a medical
professional: [] Ye [1No

Age (at time of SUE):
] Female

Date of birth: yyyy

Sex: 1 male ] Unknown

Country of residence:

6) Suspected product

7) Description of serious undesirable effect (SUE)

a) Full name of suspected product

Company:
Category of Product:
Batch number:

Notification number:

b) Use of product

Date of first ever use: dd/mm/yyyy

Frequency of use: times per (day/week/month/year)
Professional use: ] Yes I No

Application site(s):

Product use stopped :

] Yes 1 No ] Unknown  [J N/A

Date of stopping the product use: dd/mm/yyyy

¢) Re-exposure to the suspected product

[ positive  [] Negative []Unknown [] Not performed

d) Other suspected cosmetic products used concomitantly:

Complementary information can be attached to the document /related in
the narrative

a) Type of effect

-Country of occurrence:
-Date of onset: dd/mm/yyyy

-Time from the beginning of use to onset of first symptoms:
(minutes/ hours/days/months)
-Time from last use to onset of first symptoms:

(minutes/ hours/days/months)

-Reported signs/ symptoms:

-Reported diagnosis (if any):

b) Location of the SUE

[ Skin, area(s) concerned :
[1Scalp [1Harr []Eyes
O Lips

[1 Mucosae, specify:

[ Others, specify:

[0 Teeth [ Nails

[] SUE in area of product application

[1 SUE out of area of product application




8) Outcome of SUE(S)

[] Recovered If recovered, specify the time for recovering:
] Improving [ Aftereffects (sequalae) [] Ongoing [J Unknown
[ other:

9) Relevant underlying conditions

[1]Yes [1No ] Unknown If yes, specify :
[] Relevant treatment(s):
[] Additional concurrent use of other products (drugs, food supplements, ...):

10) Relevant medical information / history

] Allergic diseases, specify: If tests previously performed, specify the type and results:

[] Cutaneous diseases, specify:
[] Other relevant underlying disease(s):
[] Skin specificities including phototype:

[] Others (example: specific climatic conditions or specific exposure):

11) Case management

a) Treatment(s) of the SUE

Drug prescription: Name of product (INN) Dose

Duration

b) Other measure(s):

Duration / complementary details:

¢) Seriousness of undesirable effect

c-1) Functional incapacity (if applicable)
Description:

] If temporary, specify the duration:
[] Expert evaluation available [] Medical certificate available

[] Corrective treatment of the functional incapacity:

c-2) Disability (if applicable), specify the %:
Description:

] Expert evaluation available [] Medical certificate available

c-3) Hospitalization (if applicable):
Duration of hospitalization:
Corrective treatment received during the hospitalization:

Drug prescription: Name of product (INN) Dose

Duration

Treatment /measure taken after hospitalization:




c-4) Congenital anomalies (if applicable) :

[] Detected during pregnancy
[] Detected after delivery

c-5) Immediate vital risk (if applicable):
Treatment and specific measures:

c-6) Death (if applicable):
Date: dd/mm/yyyy

Diagnosis:

[] Expert evaluation available

] Medical certificate available

12) Complementary investigations

[ Yes [1No

[] Allergic testing :

If yes , specify :

[] Skin test(s) performed with the suspected cosmetic product(s) :

Product(s) tested Method(s) used

Readings on Results

[] Skin test(s) performed with the substances (if available, attach the complete results to this form)

[] Other results of allergic testing: .................c.cceeeeeen...

[] Other additional investigation(s) (specify, including results):

13) Competent Authority summary

a) Narrative

b) Follow-up

c) Responsible Person causality assessment:

[]Verylikely  [JLikely [ Not clearly attributable

d) Competent Authority causality assessment
[JVerylikely  []Likely  [] Not clearly attributable

e) Management

Has this case already been sent by the Responsible Person?:

Sending date:

[J Unlikely  []Excluded [] Unassessable
[ ] Unlikely  []Excluded []Unassessable
[1yes [INo [ Unknown




f) Corrective actions

[]Yes 1 No If yes , specify :

g) Comments (please state number of attachments, if any):




wuunasuseueInsauliniUszasrvasnguUssinaLdeu
REPORT FORM FOR ADVERSE COSMETIC EVENT

I. Company Particulars

Name and address of
Company

Name & designation of person
reporting

Tel No.: Fax No.: Email:

Il. Product Particulars

Product Name (as in product
notification)

Ingredient listing & pack size (Please attach a separate list)

Product Type/Intended use

Name of Manufacturer &
country of manufacture

Expiry or manufacturing date

Batch No.

I1l. Details of Adverse Event

Name/ Initials of person

Identification or Passport no.

Age Sex

Ethnic group /
Nationality

Date of onset of adverse event |

Description of adverse event (please use and attach a separate report if necessary)

Delay between last application of the product and onset of symptoms:

min(s) ___hour(s) day(s) How was the product used:
Is the person hospitalised due to the adverse reaction? O Yes o No
Did person seek medical attention? o Yes o No
Outcome O Recovered (Date: ) O Death (Date: )
o Not yet recovered o Unknown
Source of report O Healthcare professional o Consumer o Others (specify)

[Signature of person making report & date of report]
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