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AUDIT PRODUCT INFORMATION FILE (PIF)
Day 1 (7/24)
Time Program Venue
9.00 am — | Welcoming address
9.15am - Deputy Director, Centre for Post Registration of
Products &
Cosmetic Control, NPRA
9.15am - | Overview of Control of Cosmetic Products in
9.45am Malaysia
9.45am - | Overview of Control of Cosmetic Products in Taiwan Cosmetic
10.15 am - Taiwan FDA representative Section
10.15am — | Tea Break Meeting Room
10.30 am

10.30 am — | Audit PIF — Company 1 (6 products)
1.00 pm

1.00 pm— | Lunch Break
2.30 pm

2.30 pm — | Audit PIF — Company 2 (5 products)
4.30 pm




Day 2 (7/25)

Time Program Venue
9.00 am — Audit PIF — Company 3 (12 products)
12.00 pm
12.00 pm - | Audit PIF — preparing audit PIF report Cosmetic Section
1.00 pm Meeting Room
1.00 pm — Lunch Break
2.30 pm
2.30 pm — Audit PIF — Company 4 (5 products)
4.30 pm
Day 3(7/26)
Time Program Venue
9.00 am — Audit PIF — Company 5 (14 products)
12.00 pm . .
- — Cosmetic Section
12.00 pm — | Closing — findings & comments .
Meeting Room
1.00 pm
1.00 pm Lunch Break

End of Programme
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post product registration & cosmetic control center = 2. cosmetic
' EfLar W sk, 4G 20 w N Y metic safet
section § 7 S FEir 0 5 A s ¥ R WA 5 cosmetic safety
&notification unit ~ cosmetic complaints & surveillance units ~
cosmetics claim & audit adjustment unit~ regulatory coordination unit
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PENGARAH REGULATORI FARMAS!
BAHAGIAN REGULATORI FARMASI NEGARA (NPRA)
PUSAT PUSAT PASCA PUSAT PUSAT PEMBANGUNAN PUSAT
PENDAFTARAN PENDAFTARAN PRODUK & KOMPLIANS DAN & PERANCANGAN KAWALAN :"“L::’::" ”m":mm
PRODUK KAWALAN KOSMETIK PELESENAN STRATEGIK KUALITI ROD! v
Seksyen Seksyen Seksyen
Seksyen Seksyen Soksyen e P
Seksyen - Fainalios Seksyen APB 1 34 Soksyen APB 2 y Y Penguiian Bio- enisan Keselamatan Lo|  xewangan/
ko vons [ ] [ _] oy . Farmasoutien Produk Kajan ol Akaun/ Hasd
Kompetens:
| = i
e —— e vt o et . o Untpemontoan | e
Ubat Baru 1 Unit Ubat Ba retslesantod Pomantauan den Veterinar Suplemen Mirobiolog nt Pengujan Produk Kajian
(Peemohonan Yoemetk dan Pengurusan Kesthatan Unt thdodeat & Tradisionel Farmaseutikal
CD . Fosan Advers Koorgeas Watomst
Ubat P
e e : e prg | il | e | [ | | [ e,
Ubat Baru 2 S G- unit Farmaseutikal Hospital - ;:';'f:::f: Bioteknologi s
{Permohonan cctnd Piagean — | Uit Sumber st Apian Unit Kowalan Suplemen e
Baru dan Hak Selsyen AP Fpar [ & Lathan SIS Banee Kesinatan
Harta Intelex) Unt Pendaian Keselamatan & Rk Web Kuaiti Vaksin Unit Penilalan
Tuntutan Penilaian Risiko o vw:.: :);:y
Her
Unit Penilalan SRR L v:;::.'::n ; Unit Dasar & Unit Pengupan Keshatan proes
Ubat Baru 3 (Produk Ubat hodk box? Perhubungan Suplemen ek
8ar) : Komunkay e - Antaabengss reshatan Unit Poniaian & Fasit
Unt AP 2 Unit Koordinasi X W s v Una Toxdkologs /
(Produk. Regulator Unit Unit Dasar & Seksyen Seksyen Kajian Mutagenic dil Unat Logistik &
Generik) Pengurusan & | I | ;::::::;’; — Penyelidkan I
Unit Penil
- Rt dacasized I Kafan aca1/ e
Unit Racun Koordinasi & Unt Penubuhan u,m Unit Validasi & oy Kiinik!
Berjadual 1 Regulaton Bologial Unit Unit Pengujan Perhembangan
Penyelenggo- Presiripsi Metodolog)
ey
Unit Pengupan
Bukan
Unit dany Seksyen ¢ Seksyen Kualiti Preskrgs
Unit Bukan Unit Polis & Khas Pelesenan dan Pensiitan
- | unit
sutodui Semtorent Unst Pengujion
Unit Kualiti & Kosmetik Kompetens:
Unit Pernerisa;
Selvyen une o "hoak l‘;mal. t
Sioogik Lo Seksyen Uk Penitvian
Perkhudmatan +=> Laporan
Makmal Unit Pemeriksaan Pemerisaan Pusat
o Seksyen Uba P sponsor Kajian BE Luar
eksyen Ubat meriksaan
ooy & Kompementar Luar Negara & Unit Koordinas 'm?"r/:'k"rw =
Produk Oersh | & ARernatif Pensilan Rekod dan Unit "
Dokumetasi Etika/Pusat Kajisn
s o - UnitPemeritsaan € Daa Negars
CRO / Pusat Kajlan
HY":« Gene “"‘:L’:“" Penyeliditan Fasa 1
Products (cGTP)
& Vaksn
Tarikh Berkuatkuasa 21 Februar 2017
Diluluskan oleh - b/p Pengarah Regulatori Farmasi,
Bahagian Regulatori Farmasi Negara
Tandatangan
v
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