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Pasal 1
Dalam Peraturan ini yang dimaksud dengan:

1. Kosmetika adalah bahan atau sediaan yang dimaksudkan
untuk digunakan pada bagian luar tubuh manusia (epidermis,
rambut, kuku, bibir, dan organ genital bagian luar), atau gigi
dan membran mukosa mulut, terutama untuk membersihkan,
mewangikan, mengubah penampilan, dan/atau memperbaiki
bau badan atau melindungi atau memelihara tubuh pada
kondisi baik.
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02!

ANNEX |

ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.).
Face masks (with the exception of chemical peeling products).
Tinted bases (liquids, pastes, powders).
Make-up powders, after-bath powders, hygienic powders etc.
Toilet soaps, deodorant soaps, etc.
Perfumes, toilet waters and eau de Cologne.
Bath and shower preparations (salts, foams, oils, gels, etc.).
Depilatories.
Deodorants and anti-perspirants.
Hair care products.
hair tints and bleaches,
products for waving, straightening and fixing,
setting products,
cleansing products (lotions, powders, shampoos),
conditioning products (lotions, creams, oils),
o hairdressing products (lotions, lacquers, brilliantines).
Shaving products (creams, foams, lotions, etc.).
Products for making-up and removing make-up from the face and the eyes
Products intended for application to the lips.
Products for care of the teeth and the mouth.
Products for nail care and make-up.
Products for external intimate hygiene.
Sunbathing products.
Products for tanning without sun.
Skin-whitening products.
Anti-wrinkle products
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Peraturan Kepala Badan Pengawas Obat

Tentang Kriteria dan Tata Cara Pengajuan
Notifikasi Kosmetika

JENIS SEDIAAN KOSMETIKA

No Tipe Produk Kategori Sub Kategori
1| Krim emusi. cai, cairan kental gel, | Sesiaan Bayi Baty ol
minyak untuk Kult (wajah, tangan.,
Kaki, dan ain- Baby loion
Creams, emuisions, otions, gels and Baby cream
ol for A el e, feet. W ‘Sediaan Kebershan Perawatan kaki
Badan
‘Sediaan Perawatan Kult | Penyegar kuft
Mutrive cream
Krim malam (Night cream)
Gold cream
Keim siang (Day cream)
Pelembab (Moisturizer)
Krim untuk piat (Massage
cream)
Minak urtk piat (Massage oi)
Gel untuk piat (Massage ge)
Anti jerawat
Perawatan kult, badan, tangan
Sediaan perawatan kult znnya
Pelembab untuk mata (Eye
moisturizer)
Krim untuk mata (Eye cream)
2 [ Masker Master
peeinglpengelupasan kuli secara
kemiaw) Peeing
Face masks (with the exception of Master
chemical peeing products)
3 [ Alas bkeoak (caran kental, pasta. ‘Secaan Rias Wajah Dasar Make up (Make up Base)
serbuk)
Vanishing cream

S|
=

F(HK.03.1.23.12.10.11983) - ST E &

No Tipe Produk Sub Kategori No Tipe Produk Kategori Sub Kategori
‘s bedak (Foundation) Mangic
pastes, poders)
Sedaan Rias Mata Aas_bedak untuk maa (Eye 8 | Sediaan Depilatori Segiaan ambut Depilatori
foundaton)
4 | Bedak untuk rias waja, bedak badan, | Segiaan Kebershan Bedak Badan
bedak andsepth dun i an e 9 | Deodoran an antiperspiran Sedaan Keberstan Deodoran
. afer-bath powder; Bedak badirictugpc Deodorants and ant-perspirants Sedan Ketersnan Antiperspiran
hygienic powders, et S Bedakb 33
Sl oxba Deodoran-Antiperspiran
‘Sediaan Rias Wajsh Bedak wai:
10 | Sediaan rambut Sediaan Pewarna Pewarna rambut
Bedak cair (Liguid powder] Rambut
Sedaan Perawatan Kult | Bedak ingin Hair care products
5 | Sabun mandi, sabun mandi antisepsk, | Seciaan bayi ‘Sabun mand bay, padat Pemudar warma rambut (Hair
dan lain-ain lightener)
Seaan mand ‘Sabun mandi. padat
Axtvator
Tode! soaps, deodorant soaps; elc ‘Sabun mandi antiseptik. padat
Tata rias rambut fantasi
& | Sediaan wangi-wangian Sediaan bayi Baby cologne
‘Segiaan Rambut Pengerting rambut {Permansnt
‘Sediaan wangi-wangian | Eau de foilete wave)
Perfumes, tolet waters and eau de
Cologne Esu de parfum Neutralizer
Pelurus rambut (Hair
Eau de cologne shaidme)
Pevangi badan et eving
Parium Sampo
‘Sediaan wang-wangian lainnya Sampo ketombe
Pembersih rambut dan tubuh
(Hair and body wash)
7 | Sediaan mandi di.be
‘mandi, minyak, gel dan lain-ain) Pomade (Hair dressing)
‘Sabun mandi antseptk (car)
Bath or shower preparations (sals, FE— KGnehne i copdtcnier)
foams, oils. gels, ec.)
Hair creambath
Minyak mandi (Bath of)
Tonik rambut (Hair tonic)
Garam mand (Bath saif
Segiaan Sampo ba
Serbuk untuk mandi {Bath i poba
powder) 11 | Sediaan cukur (kim, busa. cair, cairan | Sediaan cukur Sediaan pra cukur
= i kental, dan fain-i3in)
faan untuk mandi lainnya Sedisan cukur
Segaan Bayi ‘Sabun mandi bay, cair ‘Shaving product (creams, foams, I
lotions, etc.)
Sedaan Perawatan Kult | Lulur
12 | Sediaan rias mata, ias wajah, sediaan | Sediaan Rias mata Pensil alis

—_—
(=]
3

=
=

| Al

Tipe Produk

Kategori

Sub Kategori

‘pembersh rias wiajah dan mat

Products for making-up and removing
make-up from the face and the eyes

Bayangan mata

Eye lner

Mascara

‘Sediaan ias mata lsinnya

Pembersih rias mata (Eye make-
up remover)

Sediaan Rias wajah

Bedak padat {Compact powder)

Pemerah pipi Blush on)

Tata ras “panggung”

“Tata rias “pengantin®

Make-up kit

‘Sediaan rias wajah lainnya

Sediaan perawatan kuit

Pembersih kulit muka

Penyegar kuit muka

Astringent

@

‘Sediaan perawatan dan rias bibir

Products intended for appiication to the
lips

‘Sediaan Rias Wajah

Lip calor.

Lip iner

Lip gloss

Lip shine

Lipcare

=

Sediaan perawatan gig dan mulut

Products for care of the teeth and the
mouth

Sediaan Hygiene Muiut

Pasta gigi (Dentrifices)

Mouth washes

Penyegar muiut (Mouth
frashener)

‘Sediaan hygiene mulut lainnya

‘Sediaan untuk perawatan 6an rias.
Kuku

Products for nail care and make-up

Sediaan Kuku

Base coat

Top coat

Nail dryer

Nail extender/Nail elongator

Nail strengthener
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Appendix ill - ASEAN Cosmetic Glswns Guideines

Decision process to identify cosmetic products & claims

1. Does the product contain only
ingredients permitted by the
ACD and no ingredients
banned by the ACD ?

2. Is the product intended for
contact with the various
external parts of the human
body {epidermis, hair system,
nails, lips and external genital
organs) or with the teeth and
the mucous membranes of the
oral cavity ?

w

Is the product intended
exclusively or mainly to clean,
perfume, change the
appearance andior correct
body odours andfor protect or
keep the defined parts of the
human body in good
condition ?

B~

Is the pmdu':t presented as

in human helngs ?

5. Does the product permanently
restore, correct or modify
physiological function by

ing a ©

or

action ?

Product
Proposition

|
1.
Composition ==
NO
YES I

2.
Target Site —=mp

NO
YES I

3.
Main Function =

NO
YES !
Non-Cosmetic
Presentation YES

NO I

5.
Non-Cosmetic ”

Function YES
NO

Cosmetic
Product

Not
Cosmetic

Not
Cosmetic

Cosmetic

Not
Cosmetic

Not
Cosmetic
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Gambarl. Alur Proses Untuk Mengidentifikasi
Produk dan Klaim Kosmetika

1. Apakah produk <mengandung bahan sesual
dengan peraturan perundangan-undangan dan tidak
mengandung bahan yang dilarang daiam peraturan
tessebut?

2 Apakah produk dimaksudkan untuk digunakan pada
bagian luar tubuh manusia (epidemis, rAambut. kuk,
bibir dan organ geniial bagian luar) atau gigi dan
membran mukosa mulut?

3. Apakah produk dimaksudkan untuk
bersinkan, ikan, mengubah
memperbaik bau badan dan atau melindung: atau
memelihara fubuh pada kondisi bak?

£ Apakah produk dimaksudkan unisk mengobat
3tau mencegah penyakd pada manusia?

5. Apakah produk secara permanen mengembalikan,
memperbaik atau mengubah fungst Ssiologi
dengan mekanisme farmakologi

Bukan Kosmefka
imunologi atau metabolik? Tidak

- & AEHAOF4OFF XF U IL(NOTIFKOS)
https://notifkos.pom.go.id
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OtM|Qt S} EHE X| &l (ASEAN Cosmetic Directive)
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Cosmetic Directive

ARTICLE 8  Product Information

1. The company or person responsible for placing the
cosmetic product in the market shall keep the following
information readily accessible to the regulatory authority of
the Member State concerned at the address specified on the
label in accordance with Article 6 of this Directive:

a) the qualitative and quantitative composition of the product;
in case of perfume compositions, the name and code number
of the composition and the identity of the supplier;

b) specifications of the raw materials and finished product;

c) the method of manufacture complying with the good
manufacturing practice as laid down in the ASEAN Guidelines
For Cosmetic Good Manufacturing Practice appearing as
Appendix VI;
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OtM|Qt S} EHE X| &l (ASEAN Cosmetic Directive)
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the person responsible for manufacture or importation into

|

, HME 2 +9e MY E R, HE E& Y
the market must possess adequate knowledge or experience ol AlCiALL oo . - .
in accordance with the legislation and practice of the Member x0| sigst= =2 =0 St 80 met X
State which is the place of manufacture or importation; Al X|AlS ZkE T 9lo{of BIC}
d) assessment of the safety for human health of the finished d) 2t Zar 42, 2tst 22t =M 2O
product, its ingredients, its chemical structure and its level of O|k|= QXM A0 i3 T}
exposure; I .
e) Y E ALEO| QM| E 0| D[X|= BHEX|5HA| 2
e) existing data on undesirable effects on human health S 40| CHSH 7| = |o| H
resulting from use of the cosmetic product; and . N ~ Lo
g Tt 20 gt 2F OOlH (22
g) supporting data for claimed benefits of cosmetic products Hotststy| 2stel)

should be made available; to justify the nature of its effect.
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2. The information referred to in paragraph 1 of this Article 2. HI8Zo| M1Eo|M QZE MEL= 3|AZo| g

must be available in the national language or languages of ___

the Member State concerned, or in a language readily stxtol g7 ofofg + 9I= 210/Z L= 28

understood by the regulatory authority. - N
S/&=9] 20 K= X=0[2 0/ 7}50l o}

3. A Member State may, for purposes of prompt and S}

appropriate medical treatment in the event of difficulties,

require that appropriate and adequate information on

substances used in cosmetic products be made available to 3. D2 M3t AL w21 MESE o|EN K| BE &}

the regulatory authority which shall ensure that this olx ol mo slxim P o iR

information is used only for the purposes of such treatment. ISHA, 2l¥=E S0 ALEE 2 EO| Chet HEst
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QI | AlOF X| 78 E it (PIF) 7HO0| EEH2l

ol | A|O} H|ZH Hut(PIF) 70| E2I2I(NOMOR 14 TAHUN 2017)

'BADAN PENGAWAS OBAT DAN MAKANAN
'REPUBLIK INDONESIA

PERATURAN KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA
NOMOR 14 TAHUN 2017
TENTANG
PEDOMAN DOKUMEN INFORMASI PRODUK

DENGAN RAHMAT TUHAN YANG MAHA ESA

KEPALA BADAN PENGAWAS OBAT DAN MAKANAN
REPUBLIK INDONESIA,

Menimbang : a. bahwa beberapa ketentuan mengenai Dokumen Informasi
Produk sebagaimana telah diatur dalam Peraturan
Kepala Badan Pengawas Obat dan Makanan Nomor
HK.03.1.23.12.10.12123 Tahun 2010 tentang Pedoman
Dokumen Informasi Produk perhu disesusikan dengan
perkembangan terkini di bidang Kosmetika;

b, bahwa i

dimaksud dalam huruf a, perlu menetapkan Peraturan
Kepala Badan Pengawas Obat dan Makanan tentang
Pedoman Dolaumen Informasi Produl;

Mengingat : 1. Undang-Undang Nomor 8 Tahun 1999 tentang
Perlindungan Konsumen (Lembaran Negara Republik
Indonesia Tahun 1999 Nomor 42, Tambahan Lembaran
Negara Republik Indonesia Nomor 3821);
2. Undang-Undang Nomor 11 Tahun 2008 tentang Informasi
dan Transaksi Elektronik (Lembaran Negara Republik

K

BABII
PEDOMAN DOKUMEN INFORMASI PRODUK

Pasal 2
di wilayah Indonesia harus

ka yang akan

dilakukan notifikasi kepada Kepala Badan

Pasal 3
Notifikasi sebagaimana dimaksud dalam Pasal 2 digjukan
dengan mengisi data pada Template Notifikasi secara
elektronik yang dapat diskses melalui website Badan
Pengawas Obat dan Makanan.

Sebelum dil notifikasi sek

pada ayat (1), Pemohon Notifikasi harus memiliki DIP
untulk setiap Kosmetika yang akan dinotifikasi
DIP sebagaimana dimaksud pada ayat [2) harus disimpan

dan wajib ditunjukkan pada saat dilakukan audit DIP

dan/atau pengawasan oleh Petugas

Data sebagaimana dimaksud pada ayat (1) harus

dengan data yang tercantum dalam DIP.

Pazal 4
DIP sebagaimana dimaksud dalam Pasal 3 ayat (2) terdiri

atas:

a Bagian I : Dokumen Administrasi;
b. Bagian I : Data Mutu dan Keamanan Bahan
Kosmetika;

c. BagianIll : Data Mutu Kosmetika; dan

d. Bagian IV : Data Keamanan dan Kemanfaatan
Kosmetika

DIP sebagaimana dimaksud dalam Pasal 3 ayat (2) harus

mengacu kepada Pedoman DIP sebagaimana tercantum

dalam Lampiran yang merupakan bagian tidak

terpisahkan dari Peraturan Kepala Badan ini.
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A. Description of Cosmetic Product

| B.11 Formula, Water quality |

LB,l.Z Coa, MSDS (Raw rnalerial])

|_B.1.3 CoA, MSDS tProduct)J

| _B.1.4. Fragrance {Co&, MSDS, IFRA, DoC) )

B.1.5 Allergen report
B. Safety
Report B.2 Stability |

| B.31 Microbiology Limit 1

|_B.3.2 Microbiology Challenge |

o B.4 Package

LC.] Manufacturing process J

C. Manufacturing and GMP
[[€.2 GMP certificate (150 22716) |

D. Product Claims

E. Labeling

F. BPOM

G. Miscellaneous
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(1) Kosmetika yang akan diedarkan di wilayah Indonesia harus (1)21 ELfA|O} FEOIA REL/E SIEHES HIE
dilakukan notifikasi kepada Kepala Badan. Al Z|BFZFO A £l 3|0k StL|Ct

(2) Notifikasi sebagaimana dimaksud pada ayat (1) berlaku 5t = AL 3L EOF ©Fur

untuk jangka waktu 3 (tiga) tahun. (2 Ml 1 &of e Mae 3 77 L5t
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N ol If|AjO} AlekM X|Z Al T (NOTIFKOS)
https://notifkos.pom.go.id

BARANPON NOTIFIKASI KOSMETIKA pomm it
COSMETIC NOTIFICATION > Produk Lokal: Imported Products

Local Product
1. Surat lzin Produksi Kosmetika, sesuai dengan jenis 1. Angka Pengenal Importir (AP1) yang masih berlaku

sediaan produk yang didaftarkan Importer Identification Number
Certificate of Cosmetic Manufacturer License 2. Surat Penunjukan Keagenan yang masih berlaku
2. Surat pernyataan terkait merek dari industri di negara asal
Declaration letter for brand Letter of Authorization from the principle of
3. Sertifikat Cara Pembuatan Kosmetika yang Baik (CPKB) country of origin
Industri kosmetika yang berada di wilayah Indonesia atau surat pernyataan penerapan CPKB dan atau 3. Surat Perjanjiar‘n Wsa:nakonhak antara
Va LT merNLE foin S dRT S sertifikat Cara Pembuatan Obat yang Baik (CPOB) pemohon notifikasi dengan penerima kontrak
Cones liints) | Cated il Vwkiesm Wit Ias | 479An st etetengan pengguinaan islias bersam, (RS el | fong - Gle e e g
acquired Cosmetic Manufacturer License (Local posusy | deagan - jeaie s esdiasals produk Ly Dencentiu ke herakiipeouafan
Company) dinotifikasikan. . Letter of contract agreement bclvwo(-n applicant
5 i Vmdiia ' yang! mempenyal hnga Good Manufacturing Practice Certificate for Cosmetic and manufacturer with validity period
g R 1 APly "g Pt Y 5 or Declaration of Good Manufacturing Practice, and/ or 4. Sertifikat atau surat keterangan yang menyatakan
o eogeonl Tmpor [AH] dan o So0d ; Practice Certificate for Medicinal pabrik kosmetika di negara asal telah menerapkan
keagenan dari produsen negara asal; - Product with Joined Facility Certificate CPKB sesuai dengan bentuk sediaan yang akan
L Importer of cosmetic who has lmporter Identification 4 gyrat Perjanjian Kerjasama antara pemohon notifikasi dinotifikasi dari pejabat pemerintah ~ yang
Nn_unyor and Letter af _Auummalmn from the dengan perusal pember lisensi (Produk Lisensi) berwenang atau lembaga yang diakui di negara
principle of country of origin Letter of agreement between applicant and license ~ asal dan dillegalisir oleh Kedutaan Besar/Konsulat
3. Usaha perorangan/badan usaha yang melakukan holder (for licensed product) Jenderal Republik Indonesia setempat untuk
B~ _l 1 I* kontrak produksi dengan industri kosmetika yang pabrik yang berlokasi di luar ASEAN
telah memiliki izin produksi. > Produk Dalam Negeri Kontrak Good Manufacturing  Practice Certificate or
o E I E Individual business, business entity who has entered _ Domestic Contract Manufacturing Product Declaration of Good Manufacturing Practice issued
L into contract manufacturing agreement with local 1. Surat izin industri atau tanda daftar industri di bidang by the authorities government in the country of

untuk beri kontrak
Trade Business License of the company responsible for

company who have acquired Cosmetic M

origin. The certificate must be legalized by

License ’ 1 Yo Indonesian Embassy/ General Consulate for
placing the praduct in fhe market manufacturing facility located outside of ASEAN
S— — . . 2. Surat pernyataan terakait merek e 2
> ¥ oy . Declaration letter for brand = .
; . . 5. Surat pernyataan terakait merek
—J I_ ; Y 3. Surat Perjanjian Kerjasama Kontrak antara pemohon Declaration letter for brand
notifikasi dengan penerima kontrak produksi yang 6. Sertifikat CPKB atau surat pernyataan penerapan
dilegalisir notaris dengan mencantum masa berlaku CPKB sesuai dengan bertuk sediaan yang akan
1. Pemohon mengisi formulir administrasi elektronik Letter of cnmr.x((».)):mcmmlt between applicant _.md dinotifikasi untuk pabrik yang berlokasi “di ASEAN
badan usaha secara online manufacturer that is legalized by notary with validity  Good Manufacturing Practice Certificate or
Applicant completes online Notiflcation template period ~ R ~ . . B Declaration of Good Manufacturing Practice for
through NADEC website 4. Surat Izin Produksi kosmetika untuk industri penerima  manufacturing facility located in ASEAN region
2. Pemohon datang langsung ke Badan POM untuk Kontak g 7. Certificate of Free Sale (CFS) dikeluarkan pejabat
e Certificate of Cosmetic Manufacturing License of the  porwenang di negara asal (khusus impor dari luar
manufacturer 3 ;.
syaratas R 5 ! _ negara ASEAN) dikeluarkan oleh pejabat yany
peisyacaian 5. Sertifikat Cara Pembuatan kosmetika yang Baik (CPKB)  pewenang ik {enibaga vang ek e

Arcqpsilr:::t‘n&lﬂﬂlf\ to NADFC to submit administration dan atau sertifikat’ Cara Pembuatan Obat yang Baik AR dilcgalisi( etk e BQW/ Konsulat

g o : (CPOB) dengan surat keterangan penggunaan fasilias  Jondral Repablik Indonesia sotempa
3 Selelah hasil Vl‘i)“"ﬁ";‘ d"";’:‘q:d"‘“y“"’k:“mlmdih‘: bersama, sesuai dengan jenis sediaan produk yang JCL‘rhflLdlL’P‘:ﬂ Free Sale (CFS) S by the
maka user PE pemos P didaftarkan, untuk industri penerima kontrak authorities government of the country of origin

diaktifkan e

) » = Manufacturer’s Good Manufacturing Practice Certificate.  (only for imported product from outside ASEAN
Company account will be active after administration for Cosmetic or Declaration of Good Manufacturing i&‘gi;‘m) S f:’ légaupmi by Indonesian Embassy/
requirement is completed Practice, and/ or Good Manufacturing Practice Certificate.  General Consulate. &

for Medicinal Product with Joined Facility Certificate



ol = Lf|A|O} & E*} i

S TN

$ o - I‘ ASIAN GAMES
NOTIFIKASI KOSMETIKA | Cosmetic notification %" *
ALUR PROSEDUR NOTIFIKASI Mjiﬂﬂjﬂ%“:j"%ﬂ
H H a2 T
Flow of Notification Procedure 23t0] NHA B HoLlE 23|
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H remohon I U 2 O I1| Ei EPOEEJ;T :2 ""I
Applicant P _’F#ﬂ H.‘f‘_ 7"32 %5‘_ 01( I' :
49 khlhh:]u:’; Penolakan Na.mM,N otfilast = H| A I
Need further Confirmation/. Notification Number SR ik T kl |— [
L Rejection(on the web) (on the web) 1 ?I‘I .kl i 1
i I
- Melengkapi formulir notifikasi ! |]| %?_I %?—I :
online melalul website BPOM : 1 1
t 4 |
? f o a2E | |
j i oo E
Y Xl = win |
e = ! 2o0s 7|7 142
4 1 WORNG DA
R Verifikasi template dan formula (\“{ ) E--?—%_!-IA—. 7|_;E ]'UQ'-_! I :
P Surat Perintah Bayar Template & Ingredient/Formula 4 ! [ !
= (melalui website) ~ (SRSPEN verjication 2 ]IS / : : :
! K3 ! =+ | . |
? s T ; ool JAtle £3 | | | MEdE o !
’ POy Fl 2
Pendaftar melakukan pembayaran

"

¢ di bank dan diverifikasi e » > Nomor ID Produk
Applicant pays in the bank ond the V Product ID Number
payment will be verified f i !

TIDAK TERBAYAR TERBAYAR
UNPAID
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Types of change (HZ4 §¥)

Product Notification (HIZ 41 &)

Brand Name (EZH =) NEW (443)
Company change due to change of distribution rights (ZtOHX} ¥ Z) NEW (A1)
Product Types (8|2 EIY) NEW (21)

Product presentation (single product, palettes in a range, etc)
HE el (2 HE, ZYUE §)

Amendment ()

Intended Use (A8 8E) NEW (1)
Product Name (H|E3¥) NEW (443)
Formulation (X %) NEW (443)
Manufacturer and or assembler (name and/or address) NEW (A7)

MEYUR EE EYUXF (OIF 2| D/EE T

Name and/or address of company without change of distribution rights
HOAXE o Fo (FSHS HE2 81

Amendment ()

Person representing company (E|Al CHEX})

Amendment ()

Pack sizes, packaging materials, labels
(4 AfO|=, Z=FTY, 2t'E)

Amendment, but not applicable if the information need
not be submitted in Product Notification form

(Hg, a4 et HE M HAoM "R HEE 2
27 gictH siE 818)
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COSMETIC PRODUCT [CONFIDENTIAL] APPENDIX 2

Tor

Name & Address of the Regulatory Authaority FOR OFFICIAL
D i

Taiaphone no. USE ONLY
Faxno. Da!e received

Email address e e

REPORT FORM FOR ADVERSE COSMETIC EVENT

I. Company Particulars

Kame and address of

Company

Mame & designation of

person reporting

Tel No Fax Mo.: | Email

Il. Product Particulars

Product Name (as in product
notification)

Ingredient listing & pack size Please attach a separate list)
Product Type/ntended use

Mame of Manufacturer &
country of manufacture

Expiry or manufacturing date
Eaich Mo.

. Details of Adverse Event

Mame/ Initials of person
Identification or Passport no

Age Sex
Ethnic group /
Mationality
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:
minis) hour(s) day(s)
How was the product used:

Is the person hospitalised due to the adverse o Yes o No
reaction?
Diid person seek medical attention? o Yes = No
Outcome o Recowvered (Date: } = Death (Date: )

= Mot yet recovered o Unknown

Source of report o Healthcare professional o Consumer o Others (specify)

[Signature of person making report & date of repori]
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FORMULIR PELAPORAN EFEK SAMPING KOSMETIKA
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