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CHART OF VIETNAMESE REGULATIONS ON PHARMACY
(Premium features are being updated)

1. THUOC/VAC XIN/SINH PHAM/DRUG/VACCINE/BIOLOGICALS

Luat Dugc/Pharmacy Law

Nghi dinh huéng dan Luat Dugc/Decree detailing Pharmacy
Law

Dang ky luu hanh/Registration

Xuét xir cong thirc/Original of Fomular

Danh sach PI Biét Dugc gdc/List of Package Insert of Branded Drug

Dénh gia diéu kién NSX (Panh Gia GMP)/GMP assessment

Duy tri hiéu lyc sd dang ky/Temporary Extension of Registration Number

Hudng dan chuan bi ho so dang ky thudc/Guiding on Preparing Registration
Dossier

Quy dinh reject hd so/regulations on rejecting registration dossier

Thudc Dugc liéu/Herbal Medicine

Bdao mat dir liéu/Data Security

Bdo ho so hitu tri tu¢/Protection of intellectual property

Chu truong chung trong dang ky thudc/Update information
of APIs when registration, production, import-export,
circulation in VN

Cap nhat thong tin cac Dugc chat dang ky, san xuat, XNK, luu hanh tai VN,

DAu thau/Tender

Cong bd GMP/GMP announcement

Cong bé BE/BE announcement

Cong b6 Thudce Biét Dugc Goc/Branded Drug announcement

Quyét dinh cap s ding ky/Visa Decision

Hoat dong gia cong/Processing operations

Thong tin, quang cdo/Drug Advertisement

Canh gidc Dugc/Pharmacovigilance

Cong bd nguyén liéu lam thudc/APIs announcement

Quan Iy xuat nhap khau/Import-export Management

Quan Iy kinh doanh thudc/Trading Management

Thudc OTC/OTC Drug

Thudc ETC/ETC Drug

Thudc hiém/Orphan Drug

Doanh nghiép FIE/Foreign Invested Enterprise

Thudc quéan 1y dic biét/Special Management Drug

Lién thong co sé phan phdi, co s ban 1¢/Connecting distribution facilities,
retail facilities

Quan Iy gia thuéc/Drug Price Management

Quan Iy chit luong thudc/Drug Quality Management

Tuong duong sinh hoc/BE Trial

Thir nghiém lam sang/Clinical Trial

Thuc hanh t6t/Good Practice

Bao hiém Y té/Health Insurance

XU phat hanh chinh/Administrative sanctions

Tai liéu tham khao/Materials

Thudc Dong Duoc/Traditional Medicine

Phi thu tuc hanh chinh/Fee for Administrative Procedure

Thong tin lién quan khac/Others

Hai quan mdt ctra/One-stop customs

Ché d6 bao cao/Report

Dich vu cong cép do 4/Public service level 4

Quy trinh thu tuc hanh chinh/SOP

- Danh séch cac co quan tham chiéu theo quy dinh moi nhét, hodc dugc
dicu chinh theo cac quy dinh méi hon/List of Reference Countries

- Danh séch cac co quan quan ly Dugc SRA/List of SRA Countries




- Danh séch cac co quan quan ly Dugc 1a thanh vién PICS va ICH/List of
Drug Authorities under PICs and ICH

M3 sb hang hoa/Product Code

2. TRANG THIET BI Y TE/MEDICAL DEVICE

Ping ky luu hanh/Cong bd tiéu chuan ap
dung/Registration/Announcement

Duy tri hiéu luc sd ding ky/Temporary Extension of Registration Number

Sinh phim chan doan In-vitro/IVD

Quan 1y xuat nhap khau/Import-export Management

Nhién hang hoa/Nhén Trang thiét bi y t&/Good
Labels/Medical Equipment Label

Quang cao/Advertisement

Phi thu tuc hanh chinh/Fee for Administrative Procedure

Tai liéu tham khao/Materials

Thong tin lién quan khac/Others

Hai quan mot ctra/One-stop customs

Ché d6 bao céo/Report

Dich vu cong cép do 4/Public service level 4

Quy trinh thu tuc hanh chinh/SOP

Mi s6 hang hoa/Product Code

3. MY PHAM/COSMETIC

Notification/cong bd

Quy dinh céc chat dung trong my pham/Regulating substances used in
cosmetics

Quang cao/Advertisement

Phi thu tuc hanh chinh/Fee for Administrative Procedure

Tai liéu tham khao/Materials

Thong tin lién quan khac/Others

Hai quan mdt ctra/One-stop customs

Ché d6 bao cao/Report

Dich vu cong C'Qip do 4/Public service level 4

Quy trinh thu tuc hanh chinh/SOP

Mi s6 hang hoa/Product Code

4. THU'C PHAM/FOOD

Ping ky/Cong bd/Ty cong
bd/Registration/Announcement/self-declaration

Quang cao/Advertisement

Quan ly ké khai gia/Price Declaration Management

Phi thu tuc hanh chinh/Fee for Administrative Procedure

Quan Iy kinh doanh thyc phim/Trading Management

Tai liéu tham khao/Materials

Thong tin lién quan khac/Others

Hai quan mdt ctra/One-stop customs

Ché d6 bao cao/Report

Dich vu cong cap do 4/Public service level 4

Quy trinh thu tuc hanh chinh/SOP

Mi s6 hang hoa/Product Code

5. HOA CHAT, CHE PHAM/CHEMICAL, PREPARATIONS

Dang ky luu hanh/Registration

Quang cdo/Advertisement

Phi thu tuc hanh chinh/Fee for Administrative Procedure

Tai liéu tham khao/Materials

Thong tin lién quan khac/Others

Hai quan mdt cura/One-stop customs

Ché d6 bao céo/Report

Dich vu cong cép do 4/Public service level 4

Quy trinh thu tuc hanh chinh/SOP

M3 sb hang hoa/Product Code

6. DU THAO VAN BAN/DRAFT REGULATIONS




