SUE form C
General Instructions for competing
transmission by a Competent Authority
of SUE reported by Health Professionals
or end users to other Competent
Authorities ad Responsible Person

Form C is designed to be filled in by a
Competent Authority in order to transmit to the
Competent Authorities of other Member States
and to the Responsible Person, the serious
undesirable effect (SUE) which has been reported
by health professionals and/or end users with the
purpose of complying with the article 23.4 of
Regulation (EC) N° 1223/2009 on cosmetic
products (‘Cosmetics Regulation).

Any additional information on the SUE provided
on separate documents must be attached to this
form.

If the fields do not provide adequate space, attach
additional information as needed. Identify all
attached pages as "page X of Y" of "Competent
Authority case identification number: XXXXxxXx".

Form C should preferably be completed in
English in order to facilitate the exchange of
information among Competent Authorities.

Field 1: Case report

Competent Authority case identification
number: is the Competent Authority- specific
ID, which allows the Competent Authority to
identify its report (OECD coding for the country
of origin, the year of reporting and the serial
number of the concerned case).

This Competent Authority case identification
number must be completed each time a SUE form
is sent to the Responsible Person and to other
Competent Authorities.

Type of report:

- Initial: select this box if the information on
an SUE is submitted to the Responsible
Person and to other Competent Authorities
for the first time.

®opmyasip C
3a cepuo3eH Hexke1aH edekt (CHE).
OO0mm yka3zanusi 3a U3roTBsiHe HA
CHOOIIEHUsI OT KOMIIETEHTEH OPraH
0 IPYTr¥ KOMIIETEHTHH OPraHu U
OTrOBOPHU JIMLIA HA UH(opManus 3a
CHE, nokjaaBaHa oT 31paBHH
CIEeNUATMCTH WIN KPaiiHu
norpeduTeu

®opmyasip C cnensa ja ObAe MOMBIHEH OT
KOMIICTCHTEH OpraH ¢ Ll CbhoOIllaBaHe Ha
KOMIICTEHTHU OpPraHd Ha JpYrd JIbprKaBU
YICHKA W Ha OTIOBOPHOTO JIMIIE 33 CEPHO3EH
Hexenad edexkr (CHE), noxiagsan ot 31paBHU
CHCLHUAUCTH W/UIH KPaHU TOTPEOUTEIH C 1IN
crasBaHe Ha M3WCKBAaHMATA Ha wWwieH 23,
naparpad 4 or Pernmament (EO) Ne 1223/2009 na
EBponeiickust mapmament u Ha CbBeTa OTHOCHO
KO3METHYHHUTE MPOAYKTH (,,PermamMeHT oTHOCHO
KO3METHYHUTE TTPOAYKTH ).

Istmata gomsiaauTenHa MHbopMamms 3a CHE,
MpeoCcTaBeHa B OT/ICNHH JOKYMEHTH, TpsiOBa /a
ObJIe IPUJIOKEHA KbM HACTOSIIUS POPMYIISP.
Axo B Tmorjerata Ha (QopMmynsipa HiIMa
JIOCTATHYHO MSCTO, JOITBTHUTEHATA
uHdopMmaius TpsOBa ga Obae mo0aBeHAa B
CTpaHHIM, 0003HAYeHH KaTo ,,cTp. X OoT Y" Ha
"UnenTndukarmoHeH HOMep Ha  CIydvad,
3a/1aJieH OT KOMIIETEHTHHS OpPraH: XXXXXxX'".

3a mpeanountane ¢ Mopmyasip C nma Obxe
MOITBJIHEH Ha aHTJIMICKH €3MK, 3a J1a Ce YJICCHHU

00OMEHBT Ha nHpOpMaITus MEXTY
KOMITETEHTHUTE OpPTaHH.

IMone 1: loxnan 3a ciayuasi
HNpenTudukanmoneH HOMep Ha cJaydas,
3aaajeH oT KOMIIETeHTHHUSA oprau:
UACHTU(UKAIIMOHEH HOMED, KOWTO e

cnenupUUeH 3a KOMIIETCHTHHS OpraH H My
MO3BOJISIBA J]a MICHTU(HUIMpAa CBOSI JIOKJIAk
(xompT Ha OUCP 3a crpaHata Ha MPOU3XO,
roAvHaTa Ha JOKJIaJa U CEpUIHMAT HOMEp Ha
CHOTBETHHSI CITydail).

Uznon3BaHUsAT OT  KOMIIETGHTHHS  OpraH
uAeHTH(MKALMOHEH HOMEp Ha clity4asi TpsiOBa 1a
Obae mocouyBaH npH Besko u3npamaHe Ha CHE
JIO OTTOBOPHOTO JIMIIE WIM JO0 JpYyrd
KOMIIETEHTHH OpTaHH.

Bua Ha gjokaaga:



- Follow up: select this box if new, relevant
information is provided to the Responsible
Person and to other Competent Authorities
on an SUE after initial submission.

- Final: select this box if you think you will
not receive any more information on this
SUE.

Date received by the Competent Authority: the
date on which any employee of the competent
authority, whatever her/his role and function,
becomes aware of an SUE. This is not necessarily
the date of receipt of the SUE by the person in
charge of expediting the SUE form.

Sending date to the Responsible Person and to

other Competent Authorities:

corresponds to the date of submission to the

Responsible Person and to other Competent

Authorities.

Field 2: Competent Authority

Member State: enter the country where the
Competent Authority is located

Competent Authority name: enter the full name
of the Competent Authority

Address and local contact details: enter the
name of the local contact within the Competent
Authority considered as responsible for the
national management of the SUE.

Field 3: Seriousness criteria

Select one or several options corresponding to the
seriousness criteria as defined in Article 2 1. (p)
of the Cosmetics Regulation.

In case of doubts, the seriousness of the
undesirable effects should be confirmed by a
medical doctor.

Field 4: Primary reporter

Select the box corresponding to the primary
reporter

Has the reported information been confirmed
by a medical professional?: select this box when
a practitioner (i.e. physician, dermatologist,
dentist etc.) confirms directly to the company the
information initially reported.

- I[InbpBonauaseH: nzbepere Ta3u KIeTKa, aKo
unpopmanusta B CHE ce mpenocraBs Ha
OTTOBOPHOTO  JILIE WM HA  JPYrd
KOMIICTCHTHH OpTraHU 3a IIbPBU IIBT.

- IlocnexBam: n3bepere Ta3u KieTKa, ako Ha
OTTOBOPHOTO  JILIE WM HA  JIPYru
KOMIIETEHTHU OpraHu Ce€ IPENOCTaBsi HOBA
ornocuMma wuHbpopmauus B CHE caen
MbPBOHAYATHOTO MogaBaHe Ha CHE.

- OxoHuateneH: n3bdepere Ta3u KIETKA, aKO
cuhTaTe, 4e HsAMA Ja TOJydaBaTe IOBEUE
uHpopmanus o ceoreetHust CHE.

Jlata Ha mnojgy4yaBaHe OT KOMNETEHTHUST

OpraH: Jarata, Ha KOSATO CIYKHTElT Ha

KOMIICTCHTHUAT opras, HE3aBUCHUMO oT

HeropaTa/HeliHaTa pojis M (PYHKIIMS, y3HaBa 3a

CHE. He e 3agpmKuTEITHO TOBA Jla € JaTaTa Ha

nony4yaBane Ha CHE ot nunero, otroapsimio 3a

usnpainanero Ha gpopmyisipa 3a CHE.

JlaTa Ha u3npaiiade 10 OTTOBOPHO JIHIlE HJIH

JPYr KOMIETeHTeH OPraH. OTroBaps Ha JaTaTta

Ha TMojaBaHe Ha Qopmymsipa 10 OTTOBOPHOTO

JIUIIE WITH IPYTA KOMIIETEHTHH OpTaHH.

IoJe 2: KomnerenTen opran

JbpkaBa wieHKa: I0COYECTE CTPAHATA, B KOSTO
c€ HaMupa KOMIIETEHTHHST OpraH.
HNMe Ha KOMIETEHTHHMSI OPTraH:
II'BJIHOTO M€ Ha KOMITETCHTHHUS OPIaH.
AJIpec ¥ JaHHM 32 KOHTAKT: BbBEIETC UMETO Ha
KOHTaKTa Ha MSCTO C KOMIIETEHTHHS OpTaH,
KOWTO Ce€ CYMTa 33 OTTOBOPEH 3a YIPABICHHETO
na CHE na HarnmoHajJIHO HHBO.

BBBEIETE

IMose 3: Kputepum 3a cepuo3HOCT

Wzbepere eqHa mny HAKOJIKO ONLUH, CHIIIACHO
KPUTEPUUTE 32 CEPHO3HOCT, ONPEIETICHN B WICH
2, maparpad 1, OykBa ,n“ Ha Permamenta
OTHOCHO KO3METHYHHUTE IPOSYKTH.

B cnywaili Ha CbMHEHHE, CEPHO3HOCTTAa Ha
HexenaHuTe eekTH TpsOBa Ja ce TMOTBBPIN OT
JeKap.

IMone 4: Jlume, koero e
MMHbPBOHAYAIHO 32 cJIy4asi
U3bepere kierkara, CbOTBETCTBAIIA HA JIUIETO,
KOETO € JOKJIa[Bajio IbPBOHAYAIIHO 3a CITyJasl.
HoTBBLpAEHA JIH e JOKJIaIBAHATA
uHpopManus 0T MEAUIUHCKHA CHEHHATUCT?:
N3bepere Tazu KieTka, ako MPAKTUKYBAII] JIEKap
(Hamp. yekap, AepMarTolior, CTOMATOJIOr W JIp.)
MOTBBPKJAABA JUPEKTHO Mped APYKECTBOTO
I'bPBOHAYAJIHO JIOKJIaJ[BAaHATA HH(OpMAITHS.

JIOKJIAABAJI0



Field 5: End user

This refers to persons who experienced the SUE.
The end user is defined in Article 2, point 1 (f) of
the Cosmetics Regulation as a consumer or
professional using the cosmetic product.

First name: enter a code or reference which
would not enable users of the form the
identification of the person
("pseudonanimisation").

Age: enter the end user's age in years at the time
the clinical event occurred. For children less than
3 years old, enter age in months.

Sex: select the corresponding field.

Country of residence: corresponds to the
country where the end user lives. This is not
necessarily the country where the SUE occurred.

Field 6: Suspected product

a) Full name of the suspected product
Use the free text field to enter the corresponding
information.

For the section "Category of product”, refer to the
corresponding Annex of the SUE Reporting
Guidelines for guidance, which reflects the
categorisation of products for the purpose of the
notification of cosmetic products®.

Notification number: is the European reference
number of the notification of the suspected
product attributed by Cosmetic Product
Notification Portal (CPNP).

b) Use of the product

Date of first ever use: is the date of first ever use
of the product by the end user affected by the
SUE.

Frequency of use: enter the corresponding
information

Professional use: select the corresponding box
Application site(s): free text field, enter the
corresponding information

Product use stopped:

- Select Yes if the use of the product was
stopped following the occurrence of
undesirable effects

- Select No if the end user continued to use the
product after the undesirable effect occurred.

- Select N/A (Not applicable) if the product
was only applied once

ITose 5: Kpaen nmotpeduTesn

OTHacs ce 3a junarta, kouto ca nsnutana CHE.
Kpaitausat non3saten e nepuHHpaH B WieH 2,
naparpad 1, Oyksa ,,e“ Ha PerjaMeHTa OTHOCHO
KO3MCTUYHHUTC IMPOAYKTHU, KATO HOTpC6I/ITCH N1
CTHEUAINCT, KOHTO M3MON3BAa KO3METHYHHS
MIPOIYKT.

CobOcTBeno ume: Breenere koa nin pedepeHTHa

uHpOpMaIKs, KOSITO HsIMa Jla TO3BONM Ha
NoTpeduTeNuTe Ha bopmynsapa na
uaeHTudumpat JIULIETO

(,,[ICEeBIOAHOHUMHOCT”).

Bb3pacT: BbBenere Bb3pacTTa B TOJMHM Ha
KpaﬁHHH I10JI3BATECII KbM MOMCHTAa Ha
BB3HMKBAaHE Ha KIMHWYHOTO ChOMTHE. 3a jmera
1moa 3 TOAWHY BHBEIETE BH3PACTTa B MECEIIH.
IMTon: 130epere cHLOTBETHOTO IIOJIE.

JbpkaBa Ha npeouBaBaHe: CTpaHaTta, B KOATO
KpaWHUAT MOJI3BaTeN KuBee. He € 3aIbIKuTeHO
TOBa J1a € CTpaHata, B KosiTo € Bh3HuKkHa1 CHE.

Ilose 6: IIpoaykT, 32 KOWTO MMa CbMHEHUS

a) II'baHo HaMMeHOBaHUWe HA MPOAYKTA,
3a KOWTO MMa CbMHEHUS

BbBenere choTBeTHaTa HH(OpMAIIUS B TTONETO 32
CBOOOJIEH TEKCT.

3a pazmen “Karteropusi Ha MpomyKTa” MOCOYETE
CBOTBETHHSI aHEKC Ha “YKazaHus 3a JOKJIAJBaHE
3a CHE”, B x0#TO ca oTpa3eHH KaTerOpHUUTE HA
MPOAYKTUTE 3a LENWTe Ha HOTH(HUKAUATA Ha
KO3METHYHU MTPOIYKTH .

Homep Ha HoTU(UKALMSA: TOBA € EBPONEHCKUAT
pedbepeHTeH HOMEp Ha HOTH(PHUKANHATa Ha
MpoAyKTa, 3a KOHTO WMa  CHhbMHEHUS,
npengoctaBed ot [loprama 3a HOTH(UIIMpaHE HA
ko3metnaHu npoxykTt (ITHKIT).

0) HN3noa3BaHe Ha NPOAYKTA

Jdara Ha Hall-bpBO M3M0JI3BaHE. JaTaTta Ha
Hal-ITbPBOTO H3MON3BAaHE Ha TMPOAYKTa OT
KpaiHus mmojsBarel, 3acermat or CHE.

YecroTa Ha U3M0JI3BaHe: BBBEIETE
ChOTBETHaTa HH(pOPMALIHSL
IIpodecuonanna ynorpeoda: n3bepere

CHOTBETHATA KJIETKA.
Oobaact(u) HA MpuUJaraHe: moie 3a CBOOOJEH
TEKCT, BbBEJIETe ChOTBETHATA HH(OpMAITHSI.
HN3noa3Banero Ha NPOAYKTA e
NMpeyCcTaHOBEHO:

- UWsbepere ,Jla”, ako WU3MON3BaHETO Ha
MpOAyKTa €  MPEYyCTaHOBEHO  Cliel
BB3HUKBAHE HA HEXENAHU €PEKTH.



- Select Unknown if no information is
available on the use of the suspected product
after the undesirable effect occurred.

Q) Re-exposure to the suspected product

This field refers to a further exposure of the end
user to the suspected product under the same
conditions of use, following the disappearance of
the clinical signs/symptoms.

- Enter Positive if the clinical event recurred or
similar sign/symptoms reappeared following
the re-exposure to the suspected product

- Enter Negative if the clinical event did not
recur or if no similar sign/symptoms
appeared following the re-exposure to the
suspected product.

- Enter Not performed if the product was not
re-used.

- Enter Unknown if no information on re-
exposure is available.

d) Other suspected cosmetic products
used concomitantly

When there are two or several cosmetic products
reported as suspected, their full name should be
listed in this field.

The information corresponding to the fields 6a),
6b) and 6c¢) for the other suspected products, if
available, should be attached to this form or
described in the Competent Authority narrative
section in field 13.

Field 7: Description of the SUE
a) Type of effect

- Usbepere ,,He”, ako KpaifHUAT MOJ3BATEN €
MPOABDKUAI JIa W3MON3Ba MPOAYKTA CIICH
BB3HUKBAHETO HA HEKEIIAHUS SEKT.

- Uzbepere » HenpHuI0:KkumMo”, aKo
IPOIYKTHT € OWJI M3MOI3BAH CaMO BETHBK.

- Usbepere ,,HemsBecTHO”, ako HsIMa
HaJMYHA MHQOPMAIIMS 3a M3MO0JI3BaHETO Ha
MPOYKTa, 32 KOWTO MMa CHMHEHHS, CIIEH
BB3HUKBAHETO Ha HEXKEIAHUS SPEKT.

B) IToBTOPHO H3JIaraHe Ha

Bb3/IelicCTBHETO HA MPOAYKTA, 32 KOWTO MMa

CbMHEHUS

ToBa mome ce oTHacsd 3a MO-HATATBIIHOTO

u3llaraHe Ha  KpallHuMsS  Toi3BaTeNl  Ha

BB3JIEMICTBUETO Ha MOPOAYKTa, 3a KOUTO HMa

CbMHEHHUs, CJIe[ H3uUe3BaHe Ha KIMHUYHHUTE
MPU3HAI/CUMITOMH.
- BoBenere »110JI0KHTETHO”, aKo

KIIMHUYHOTO C'B6I/ITI/IC OTHOBO C€ € HpOSIBI/IJ'IO
150705 SN § (01 (0]0)8 05 ¢ HpI/ISHaHI/I/CI/IMHTOMI/I ca
BB3HUKHAIM  OTHOBO CIIe] ITOBTOPHO
M3JIarafe Ha BB3JCHCTBUETO HA MPOMYKTA, 3a
KONTO MMa ChMHEHUS.

- Bwubenere »OTpHIIATETHO”, aKo
KJIMHUYHOTO CHOUTHE HE CE€ € MPOSBHIIO
OTHOBO WA aKo MOJI00HHU

NPU3HALN/CUMIITOMH HE Ca BB3HUKHAIN
OTHOBO Cllel] IIOBTOPHO M3JIaraHe Ha
BB3/ICHCTBUETO HA MPOJAYKTA, 32 KOMTO UMa

CHbMHEHHSL.

- BeBemere ,He e wu3BBpPHIEHO”, akKo
MPOAYKTHT HE € U3MOI3BaH TOBTOPHO.

- BwoBenere ,Heum3BecTtHo”, axko HiIMa
HaInyHa  WHpOpMANHUA 32  TOBTOPHO
H3JIaraHe Ha Bb3ICHCTBHUETO HAa IIPOJIYKTA.

r) JIpyru HM3M0J3BaHM €IHOBPEMEHHO

KO3METHYHH TMPOAYKTH, 32 KOUTO HMa

CbMHEHHUS

AKOo € [OoKJIaZBaHO 3a JiBA WIH II0BeYe
KO3METHUYHHU NPOIYKTa, 32 KOUTO UMa CbMHEHHE,
B TOBa MOJIE TPsIOBa a ObIAT BEBEACHH TEXHUTE
II'BJIHA UMEHA.

WUndopmanusiTta, choTBETCTBaIA Ha THoneTa 6a),
60) 1 6B) 32 OCTaHAINTE TPOAYKTH, 32 KOUTO UMa
CBbMHEHHMS, aKO CBIIECTBYBa TakaBa, TpsiOBa 1a
Oble mpuIOKeHa KbM HacTosAmus (GopMyssip
WK J1a ObJie U3JI0’KEHa OT KOMIIETEHTHUSAT OpraH
B ONMcaTelIHaTa 4yacT B pa3zaen 13.

IMoje 7: Onucanne nHa CHE
a) Bun edexr



Country of occurrence: country where the SUE
occurred.

Date of onset: date at which the first
signs/symptoms of the considered effect(s)
appeared.

Time from the beginning of use to onset of the
first signs/symptoms: Unlike field 6b), this
information, does not refer to the first ever use but
it corresponds to the time interval between the
beginning of the most recent cycle of product use
and the onset of the first signs/symptoms.

If the product has been used intermittently over a
number of years, only the last cycle of use should
be considered for this field.

Time from the last use to onset of the first
signs/symptoms: corresponds to the time interval
between the last use of the product and the first
signs/symptoms.

If the product was applied only once, the first use
to onset and the last use to onset could be the
same.

Reported signs/symptoms: provide all the
signs/symptoms using the original reporter's
words (or corresponding translation in English)
used to describe the clinical event.

Reported diagnosis: provide all the information
on the reported diagnosis. A diagnosis can be
established only by a medical practitioner.

b) Location of SUE

Select the corresponding box(es) and specify
where necessary

Other: free text field to enter more specific
information.

SUE in area of product application and/or SUE
out of area of product application: select the
corresponding box; both could be selected.

Field 8: Outcome of SUE(S)

This field refers to the outcome of the clinical
event at the time of the last available information.
Recovered: select this box if the event resolved,
and enter up the time to recovery.

Improving: select this box if the signs/symptoms
have significantly improved at the time of the last

JAbp:kaBa Ha Bb3HMKBaHeE:
Bb3HUKBaHe Ha CHE.

Jlata Ha BB3HMKBaHe: JaTa Ha Bb3HUKBAHE Ha
I'bPBUTE HPU3HALN/CUMITTOMH Ha
pasriexaanus(te) edpexr(un).

Bpeme oT Hayajg0oTO HAa H3MO0J3BaHE [0
nosiBaTa Ha IIbPBU MPHU3HAIM/CUMOTOMH: 3a
pasnmka ot mojie 60), Tazn uHpopMmalus He ce
OTHACS 32 Hal-ITbPBOTO M3MOJI3BAHE, a CE OTHACS
32 BpEMEBUS WHTEpBall MEKAYy HAYajioTo Ha
MOCJICAHUA MUKDBJI Ha U3TI0JI3BAHC HA IPOAYKTA U
IosiBaTa Ha II'bPBUTE HpI/I3HaIII/I/CI/IMHTOMI/I.

AKO MPOAYKTHT € OWIT M3MOJI3BaH MEPHOANTHO B
POIBJDKEHHE HA HAKOJIKO TOJIMHH, 32 TOBA MOJIE
TpsiOBa Jia ce B3eMe MPENBU CaMO MOCIIEIHUAT
IOUKBJ Ha U3I10JI3BAHE.

Bpeme oT mocs1e1HOTO H3MOJI3BaHE /10 MOSIBATA
HA IIBPBU MPU3HAIW/CHMIITOMH: CHOTBETCTBA Ha

CTpaHaTa Ha

BPEMEBHSI ~ MHTEPBAI  MEXJAY  IOCIETHOTO
W3MOJ3BAHE HA  MPOAYKTa W ITbPBHUTE
MPU3HAI/CUMIITOMH.

Axo IMPOAYKTHT € IMIPUIIOKEH BEAHDBK, BDEMEBUAT
HWHTEPBAJ MCXAY MOBPBOTO HU3II0JI3BAHE U
MosIBaTa Ha IIbPBU MPU3HALIN/CUMITOMHU MOXKE Ja
ChBIIaJla C BPEMEBUS HWHTEPBAT  MEXOY
MOCJICAHOTO M3IOJI3BAaHE W IOSBAaTa HAa ITbPBH
[IPU3HAIA/CUMIITOMHU.

IIpu3Hau/cMMITOMHU, 32 KOUTO Ce ChOOIIABA:
oco4eTe BCHYKH MPU3HALIA/CUMITTOMH,
W3MOJI3BAMKN OyMHTE Ha JIMIETO, KOETO
IFPBOHAYATHO € JOKIamBajio 3a TaX (WM
CBOTBETEH MPEBO HA AHTJIMICKN) B OIMCAHUETO
Ha KIIMHAIHOTO CHOUTHE.

JloxknanBana pamarno3a: Ismoxere 1suraTa
uHpOpMarMsl 3a  JOKJIaIBaHATa  JTHATHO3a.
Junarnozara Moxke na Ob/ie yCTaHOBEHA CaMO OT

MPaKTUKYBAILL JIeKap.
0) Pasnonoxenue Ha CHE
W3bepere CcHOTBETHWTE KIETKH U JaidTe

KOHKpeTHa WHpOpPMAIH, aKO € HEOOXOTUMO.
Jpyru: cBoOOZeH TEKCT 3a BHBEXKIAHE Ha II0-
KOHKpETHa HHPOPMAIIHSL.

CHE B o0s1acTTa Ha IpUJIarasHe Ha NPOAYKTa
n/mmi CHE W3BBH 00J1acTTa HA MIPHJIaraHe Ha
NMPOAyKTa. wu30epere CHOTBETHATa KIIETKA.
Moske na Ob1aT U30paHu U JIBETE.

IMoe 8: Iocaeaunu or CHE

ToBa mojie € 3a MOCIEAMIMTE OT KIMHHYHOTO
ChOMTHE KbM MOMEHTA Ha IOCJICIHATA HaJMYHA
nHpOpMaIusL.

Bb3cranoBsaBaHe: n30epere Ta3W KIETKa, ako
KIMHUYHOTO CHOUTHE € TPUKIIOYWIOo, |
BBBE/ICTE BPEMETO HA Bh3CTAaHOBSBAHE.



obtained information, compared with the initially
reported symptoms.

Aftereffects (sequelae): select this box if the
clinical event resolved with sequelae, if the
clinical event is permanently disabling, or if all
the persisting signs/symptoms that can be related
to the clinical event were considered as sequelae
according to the last information obtained.
Ongoing: select this box if the clinical event is
still present at the time of the last available
information.

Unknown: select this box if no information on
the outcome is available. Other: other outcome
can be described as: worsening, etc.

Field 9: Relevant underlying conditions

This section refers to any underlying medical
condition, disorder or disease, to any medical or
surgical procedure, or prophylactic measure (e.g.
desensitisation) from which the patient was
suffering when the serious undesirable effect
occurred, or had suffered previously, if
considered as relevant. Use the corresponding
fields or the free text fields to enter the
appropriate information.

Relevant  treatment(s) and Additional
concurrent use of other products: use

these free text fields to enter the cosmetic
products, drugs, or dietary supplements used at
the same time as the suspected product.

Field 10:
history
This section refers to any significant medical past
history which could be considered as a risk factor
or could be linked with the occurrence of the
SUE; complete the fields when relevant.

Relevant medical information/

Field 11: Case management

IMonodpenune: nzdepere Tasu KIETKA, aKo HMa
3HAYUTEITHO ronoOpeHue Ha
MPU3HAIIUTE/CUMIITOMUTe KBbM MOMEHTa Ha

mocjenHaTa — moiydeHa — mH(OpManus B
CpaBHEHHE C [IbPBOHAYAIHO JOKJaJBAHUTE
CHUMIITOMH.

Hocaensamu edexTn (ycJ10:KHEeHU):

n30epeTe Ta3u KIETKa, ako KITMHHYHOTO ChOUTHE
€ IPHUKJIIOYUIIO C YCIOKHEHUS, aKO KIMHUYHOTO
CHOUTHE € JJOBEJIO JI0 TIOCTOSTHHO YBPEXKIaHE UITH
aKO BCHUYKHN HCHU34YEC3Ballll HpI/I3Ha]_[I/I/CI/IMHTOMI/I,
KOMTO MOXeE Jia ObJIaT CBBP3aHU C KIMHUYHOTO
ChOMTHE, CE CUUTAT 3a MOCICABAIIM CPEKTH
(ycmokHEHUsI) ChITIACHO TOCNIeTHATa MOoTydeHa
nH(bOpMAITHL.

I[poanikaBar. wu30epeTe Ta3uW KIETKA, aKo
KIMHHUYHOTO CT)6I/ITI/Ie npoab/’KaBa KbM MOMEHTA
Ha TOoCIeHaTa MojyueHa nH(opMaIusl.
HensBecTnu: nuszbepere Ta3u KieTka, ako HsAMa
HaJM4yHa UH(OPMAIIUS 3a MTOCIIEAULINTE.

Jpyru: npyrure mocieauiii MOXe aa ObaaT
OIMCaHHU KaTO: BJIOIIABAHE U JIp.

IToJie 9:
o0cTosITEJICTBA
To3u pasmen ce oTHACS 32 BCHYKH 00YyCIIaBSIIN
MEIUITMHCKA CHCTOSIHHUS, Pa3CTPOHCTBA HIIA
3200JsIBAHAS, MEIUIMHCKN WU XUPYPTHUECKU
MIPOLICTYPH, WITH MPOPUIAKTHIHA MEPKHU (HaIp.
JIECEHCUOMIN3aIHs), OT KOWTO ITallMeHTHT €
CTpajaal 1o BpeMe Ha BE3HUKBAHE HA CEPUO3HUS
HEXKeNNaH eheKT WM OT KOUTO € CTpamaj Mpenn
TOBa, aKO C€ CYUTAaT 3a ChIIECTBEHM.
M3non3BaiiTe ChOTBETHHUTE TI0JICTA HIIH TTOJIETaTa
33 CBOOOJEH TEKCT, 3a Ja BbBEIETe
HeoOxommuMaTa nHpopMarus.

CboTBeTHO JieueHUue(1) U JloNbJIAHUTETHO
eHOBPEMEHHO  M3MOJI3BaHe Ha  JAPYIrH
NPOAYKTH. W3MNOI3BaliTe TE3W IIOIEeTa 3a
cBOOOJIEH TEKCT, 3a Ja BBBEAETE KO3METHUYHHUTE
MPOAYKTH, JIEKAPCTBA WU XPAHUTEITHH TOOABKH,
W3IIOII3BAaHN E€THOBPEMEHHO C TIPOMYKTa, 3a
KONTO MMa CHMHEHHS.

CboTBeTHHI o0ycJaaBsAIH

IMone 10: MeguuuHcKa
HCTOPUA OT 3HAYEHHUE

To3m pasmen ce oOTHacs 3a BCHYKH BaKHU
MEIUIUHCKA JaHHA OT TPEAHWIIHUS TepHO,
KOUTO MOXE€ Ja OBJaT CYATAHU 32 PHUCKOB
(akTop WM Moxe na ObIaT CBBpP3aHU C
BB3HMKBaHeTo Ha CHE; monmbiiHETE CHOTBETHHUTE
IoJIeTa.

undopmanus/

ITose 11: Ynpasiienne Ha ciay4dasi
a) Jleyenne(s) Ha CHE



a) Treatment(s) of SUE

Treatment is any therapy given to the patient to
counteract one or several of the clinical effects. It
includes medications or other prescribed
treatment. For the medications the INN
(International Non-proprietary Names) instead of
marketing names should be entered.

b) Other measure(s)
Free text field to enter types of procedures or
measure(s) taken which were not part of the

medical treatments (e.g. avoid sunlight
exposure).
0 Seriousness of undesirable effect

If Functional incapacity is selected on section 3
of this form, this free text field is used to provide
complete description of the functional incapacity
supporting the seriousness criterion; select the
corresponding boxes if medical certificate and/or
expert evaluation are available.

If Disability is selected in section 3 of the form,
this field is used to provide complete description
of the disability as well as the percentage of the
disabled function, supporting the seriousness
criterion. If a medical certificate and/or expert
evaluation are available, tick the corresponding
box.

If Hospitalization is selected in section 3 of this
form, this field is used to provide all appropriate
information on the hospitalization: duration,
corrective treatment including medication and/or
procedures.

If Congenital anomalies is selected in section 3
of the form, this field is used to provide
description of the anomalies; select the
appropriate box regarding the period when the
anomalies were detected.

If Immediate vital risk is selected in section 3 of
the form, the specific treatment given for the
event should be mentioned; the treatment could
be different than the one mentioned on the
subsection 11a) of this form, as it concerns only
the life threatening episode.

If Death is selected in section 3 of the form,
complete the date and the cause of the fatal
outcome. Select the option 'Medical certificate' if
available.

Jleuenne e Bcska Tepamus, IpuIaraHa Ha
MAI[UCHTA, 32 JIa CE MPOTUBO/ICHCTBA Ha IWH HITU
HSIKOJIKO OT KIMHUYHUTE eekTr. ToBa BKIIIOUBa
JICKAPCTBEHU CPENCTBA WIIW JPYTH MPEIAIMHCAHU
nedeHus. 3a JeKapCTBEHUTE CPEACTBa TPAOBa 1a
O0b1at BbBeACHH MexayHapOIHUTE HEMATEHTHH
HanMmeHoBaHus (INN), BMecTo TBPrOBCKUTE
HanMCHOBAaHMUA.

0) Jpyru mepku

[Tome 3a cBOOOAEH TEKCT 3a BBBEXKAAHE Ha
TUIIOBETE MPOLENYPU WA HMPEANPHUETH MEPKH,
KOMTO HE Ca 4YacT OT MEIUIIMHCKOTO JICUCHHE
(Hamp. n30ATBaHE HA U3JIaraHe Ha CITHHIIE).

B) CepHo3HOCT HA HeXKeTaHUs eeKT
Axo B pazzen 3 Ha To3u (OpMyJIIp € MmocodeHa
»OYHKIMOHAIHA HECMOCOOHOCT”, TIONETO 3a
CBOOOJICH TEKCT CE M3MOJI3BA 32 IPEAOCTaBSIHE Ha
OBJIHO ~ omMcaHue  Ha  (yHKI[MOHAJHATa
HecriocoOHOCT Ha 0a3ata Ha KpuUTepus 3a
cepuo3HocT. M30epere ChOTBETHUTE KIIETKH, aKO
€ HaJuIle MEAUIMHCKO YIOCTOBEPEHUE W/HIIN
EKCIIepPTHA OICHKA.

Axo B paznen 3 Ha TO3u HOPMYISIp € TTIOCOYCHO
,»YBpeXIaHe”’, TMOJeTO 3a CBOOOIEH TEKCT Ce
M3IIONI3BA 32 MPENOCTaBsIHE Ha IIBJIHO OIHCAHUE
Ha yBPEeXJAaHETO, KAaKTO W TMpOLEHTa Ha
yBpeneHara QpyHKIus, Ha 0a3aTa Ha KPUTEPHUS 3a
Cepuo3HOCT. MapkupaiiTe chbOoTBETHaTa KIIETKa,
aKO € HAJIHIIE MEJMIIMHCKO yI0OCTOBEPEHIE H/UITH
eKCIIepTHA OLIEHKA.

Axo B pazzmen 3 Ha To3u (POpMYIISp € MmocodeHa
. XOCIUTAIM3AIMSA’, TOBA I10JI€ CE U3MO0JI3Ba 3a
MpefocTaBsHe  Ha  I[slaTa  HeoOxoamma
nH(popMaIus 3a XOCIUTAIN3AIUATA:
MPOABKATEIIHOCT, KOPUTHPAIIO JIEYSHHE, BKII.
JIeKapCTBa W/WIH TIPOIETyPH.

Axo B pazzen 3 Ha To3u (HOpMYISp ca MOCOYECHU
,,BpOJleH aHOMAJIUM ™, TOBA IOJIE CE U3IO0JI3BA
3a onucaHme Ha aHomamuuTe. U30epere
CHOTBETHATA KJIETKa 32 MOMEHTa Ha OTKpHBaHE
Ha aHOMAJTAUTE.

Axo B pazzen 3 Ha To3u (POpMyISIp € MmocodeHa
,HernocpeacTBeHa OMACHOCT 3a JKUBOTA”,
TpsiOBa Jla ce MOCOYM CIENU(UIHOTO JIEUSHUE,
MPUJIOKEHO 32  CHhOTBETHOTO  ChOWTHE.
Jleuennero MoOXXKe Ja € pa3IMYHO OT TOBA,
mocodyeHo B mozapasfen 11 a) Ha Hacrosmus
dhopMynsip, TBH KaTo TO C€ OTHACS caMoO 3a
JKUBOTO3aCTPAIIaBAIIHS SITH30/.

Axo B pazzen 3 Ha To3u (QoOpMyISp € MmocodeHa
»CMBPT”, mocodere naTtata W IpUYMHATA 32
(hatanHus U3XO/I. Nzbepere OIIHATA
“MenuuuHCKO  yIOCTOBEPEHUE”, aKo HuMa
TaKOBa.



Field 12: Complementary investigations
Specify all relevant information on tests and
procedures. Include only the most pertinent
investigations. The results should mention
mainly what are the pertinent negative or positive
results, considering the initial diagnosis
hypothesis based on the reported symptoms.
Allergic testing

- Skin test(s) performed with the suspected
cosmetic product: enter the relevant
information on the product tested, on the type
of tests, methods, results of investigations
with the finished product

- Skin tests performed with the substances
(e.g. patch tests): if available, the detailed
results should be provided on a separate
document appended to this form

- Other results of allergic testing (e.g.
specific IgE): enter information on the type
of tests and results.

- Other additional investigation(s) (specify,
including results): enter all the appropriate
information on investigations other than
allergy tests.

Field 13: Competent Authority summary

a) Narrative: field is used to provide a
structured and complete description of the case
including nature, timing, conditions surrounding
the event, its progression, information on relevant
medical history, possible risk factors, underlying
/ concomitant disease, results of re-exposure (if
applicable), relevant tests, additional
investigations and corrective treatments.

b) Follow-up: If a follow up is sent to a
Responsible Person and to other Competent
Authorities, the original information should be
kept in the form and the additional follow-up
information should be highlighted throughout the
form and summarized in this field.

C) Person responsible causality assessment:
should be completed when sufficient information
is available (refer to "Causality Assessment of
Undesirable Effects Caused by Cosmetic
Products®"). The option "unassessable" should be

Iose 12: lonbJIHUTEHU NPOYYBAHHSA
ITocouete nsnata HeoOXoauMa MHpOpMALUS 3a
TecToBeTe U nponeaypure. Ilocouere camo Haii-
3HaYNMUTE U3cieaBanus. B pesynratute TpaOBa
Ja ce CIOMEHaT OCHOBHO  3HAuUUMHTE
OTPULIATETHU M  MOJOXHUTETHU  PE3yNITaTH,
B3eMallKu MpeaBU ] IMbpBOHAYAHATa XHUIIOTE3a
3a JAuarHosata Ha 0a3zaTa Ha JJOKJIQJIBAHUTE
CUMIITOMH.

AJIeprU4HH TecTOBe

-  Koxnn TeCTOBE,
KO3METHYHHA NPOAYKT, 3a KOWTO HMMAa
CbMHEHHUS: BBBEJIETE ChOTBETHATA
uH(poOpMaIUs 3a TECTBAHHUAT IMPOIYKT, 3a
BHUJAa Ha TECTOBETE, METOJNTE, PE3YITATUTE
OT U3CJIE/IBAHMATA HA KpallHUS TPOLYKT.

HU3BBPUHICHHU C

- KoxxHu  TecTOoBe, H3BBPIIEHH CBC
cyocTaHuMuTe (mamp. TECTOBE c
M3I0JI3BaHE HA TIACTUPH ): AKO ITOAPOOHUTE
pe3yaTaTH ca HalWile, T¢ TpsAOBa aa Obaar
MpeAOCTaBeHH B  OTIECISH  JOKYMCHT,
MIPUIIOKEH KBM HACTOSTITHS (hOPMYIISIp.

- JIpyru pe3yJITaTH OT aJePruYHU TeCTOBe
(manp. cnemuduunn  IgE): BwbBegere
uHpopMars 3a BHIA HA TECTOBETE M
pE3yATaTUTE OT TSIX.

- Jlpyru [JOUBJHUTEJIHH  HM3CJIeABAHHS
(mocoyere, BKJIIYUTEIHO Pe3yJTaTHTE):
BoBenere nsiaTa HeoOXoauMa HHGOpMaIUs
3a M3CJIEABAHMUATA, KOUTO Ca Pa3jMYHH OT
aJIeprUYHHU TECTOBE.

ITose 13: OOoOmieHHEe OT KOMIETEHTHHS
opraH

a) Omnucanue: TOBa TIOJIE C€ M3MOJI3Ba 3a
CTPYKTYPHpAHO U ITBJIHO ONMCAHUE HA CIydas,
BKJIFOYHTEITHO €CTECTBOTO, BPEMETO, YCIOBHATA,
CBBP3aHU ChC CHOWUTHETO, HErOBOTO Pa3BUTHUE,
uHpoOpMaIMsl 3a CHOTBETHATa MEIUIIMHCKA
UCTOpUS, BB3MOXKHH  PUCKOBH  (hakTOpH,
0a30BH/CHITBTCTBAIIN 3a00JIABAHUS, PE3YITATH
OT TOBTOPHO H3JIaraHe Ha BB3JEHCTBHE (aKO €
HPUIIOKHIMO), CHOTBETHH TECTOBE,
JOITBJIHUTEIIHN  TPOYYBAaHUS W KOPUTHpPAIIN
JICYCHHS.

0) IlocaenBamu JeCcTBUS: Axo 5o
OTTOBOPHOTO JIMIIE MJIHM J0 JPYT'M KOMIETEHTHH
oprann  Opje  W3MIpaTeHa  MOCIeBalia
uHpOpMaus, IbpBOHAYaNHATA HHGPOPMAIUI
TpsiOBa na Oble 3amaseHa BBB Gopmyispa, a
JOIBIHHUTENHATA ToOCHeABama HuHGopManus
TpsiOBa 1a Obae orOensi3ana B uenus GopMyIsip 1
0000111eHa B TOBA TOJIE.



chosen only in cases when the necessary
information is not available to assess the
causality. If the case is/remains unassessable, the

reason(s) should be mentioned in the
"Comments" section.

d) Competent Authority causality
assessment: should be completed when

sufficient information is available (refer to
"Causality Assessment of Undesirable Effects
Caused by Cosmetic Products®'). The option
"unassessable” should be chosen only in cases
when the necessary information is not available
to assess the causality. If the case is/remains
unassessable, the reason(s) should be mentioned
in the "Comments" section.

€) Management: It is possible that this case has
already been reported in parallel by the
Responsible Person; select the corresponding box
as appropriate.

f) Corrective actions: If the reporting
Competent Authority took correctives measures
as a result of an SUE, they should be specified in
this field.

g) Comments: This field is used to provide the
Competent Authority global assessment of the
case based on all the relevant elements available.
The Competent Authority's overall clinical
evaluation of the case may include comments on
the reported signs/symptoms and diagnosis, the
evaluator's opinion on etiological factors that
could possibly be relevant to the potential causal
role of the suspected product and on other issues
which the evaluator considers as relevant.

If additional information on an SUE is provided
in separate documents, a complete listing of these
attached documents should be added in this
section.

1 The categorisation was established for the Cosmetic
Product Notification Portal (CPNP ).
2 Reference to Causality Assessment Method

B) OlneHka HA MPUYMHHOCTTA OT OTTOBOPHO
Jmuume: TpsOBa Jla ce MOIBJIHU TOraBa, KOraTo ¢

Hange  goCTaTb4Ha I/IH(l)OpMaHI/ISI (BI/I)KTG
,,OHCHKa 34 TPUYMHHOCTTA Ha HCKCIaHU
e(l) CKTH, IMPUYINHCHN oT KO3MCTUYHHA

nponyktu?"). Ommmsata “He moxe ga Obae
oleHeHa” Moxke nAa Obae u30dpaHa camMoO B
Cly4auTe, KOraTo He € HaJMyHa HeoOXoaumara
uHpOpMAIH 32 OIICHKA Ha MPUYMHHOCTTA. AKO
CllyyasT He MOXe Ja ObJe/MpoabKaBa Ja He
MOXe Ja ObJie OllCHEH, MPUYMHUTE TPpsOBa Jia
ObAaT MOCOYEHU B pas3jen ,,KomeHnrapu”.

r) Onenka Ha NMPUYUHHOCTTA oT
KOMIIETEHTHUSI OpPraH: TpsOBa Jia ce MOIBJIHU
TOraBa, Koraro € HajJuIe JIOCTaTh4Ha

uHpopmarus (BIkTe ,,OnieHKa 3a MPUYIHHHOCTTA
Ha  HexenaHun  edekTd, TPUYMHEHH  OT
KO3METHYHU l'[pOJIy'I(TI/Iz"). Ommusra , He Moxe
na Objie orieHeHa”” MoXke 1a Obae n3dpaHa caMmo B
CIIyJauTe, KOraTo HE € HaJIMYHa HeoOXoauMara
uHpOpMAITHS 32 OllCHKa Ha MPUYMHHOCTTA. AKO
ClIydasT He MOXE Ja ObJe/TpoabibKaBa Jia He
MOXe Ja ObJe OlEHEH, NMPUYMHUTE TPpsOBa Ja
ObIaT mocoveHu B pazaen ,,Komenrapu™.

n) YmnpasJjeHue: Bb3MOXHO € clly4asiT Beue Jia
€ JOKJIaJBaH MapajelHO C OTTOBOPHOTO JIHIIE.
N30epere choTBETHATA KIIETKA.

e) Kopurupamu geiicrBusi: Ako B pe3ynrar
Ha CHE nokmamBamusaT KOMITETEHTEH OpraH €
MIpeIpreN KOPUTHpaIy IeHCTBUA, T€ TPSAOBa 11a
ObJIaT IIOCOYEHU B TOBA TIOJIE.

k) Komentapu: ToBa moje ce u3moi3Ba 3a
MPEOCTaBsIHE HAa KOMIIETEHTHUS OpraH Ha
riiobaHa OIeHKa 3a cirydasi Ha 0a3aTa Ha BCHUKA
CHOTBETHH HAJIMYHU €JIEMEHTH.

UsanoctHaTa KIMHUYHA OLleHKa Ha
KOMIIETEHTHHUS OpraH 3a ciydas MOXe Ja
BKIIFOYBA KOMEHTapH OTHOCHO JIOKJIA/IBAHHUTE
MPU3HAIN/CUMITTOMH W JUAaTrHO3W, CTAHOBHUIIE Ha
OLICHUTEIS 32 €TUONIOTHYHATE (PaKTOPH, KOUTO €
BB3MOXKHO J1a Ca B TOTEHIMATHATA MPHYUHHO-
CIIEICTBEHA BpPB3Ka C MPOMYKTA, 32 KOWTO MMa
CbMHEHHUS, W 3a JPYTH BBIPOCH, CUYUTAHH OT
OLICHUTEJIS 33 CHIIECTBEHH.

AKO B OTJAENHH JOKYMEHTH € IIpelocTaBeHa
nonbiauTenHa wHPopManus 3a CHE, B To3m
pazzen TpsiOBa na ce J00aBHW IThJIEH CIUCHK Ha
TE3U TPUIIOKEHU JOKYMEHTH.

! Kareropusarmsra e cw3manena 3a lloprama 3a
HoTu(unupane Ha ko3meruaru npoxykru (ITHKIT).

2 TlosoBaBame Ha ,Merom 3a OIEHKAa Ha
MPUYUHHOCTTA”
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