Tiéu Chi Cho Phep Trudc
Cap Nhat Lan Cuoi: Ngay 26 thang 03 nam 2026
Ngay Co Hiéu Luc: Ngay 01 thang 04 nam 2026

IEPHP

DualChoice
Cho Phép Trwac 2026

(Danh Sach Cho Phép Truec)

VUI LONG PQC KY: TAI LIEU NAY CHUA NHUNG THONG TIN VE CHO PHEP TRUGC
POI VOI CAC LOAI THUOC MA CHUNG TOI BAO TRA TRONG CHUONG TRINH NAY.

Luu y cho cdc hi vién hién tai: Nguoi thy husng phai si dung cac nha thudc trong mang luéi dé tiép
can loi ich vé thUOc ké toa. “Céc loi ich, Danh Sach Thudc Pugc Bao Tra, mang ludi cac nha thudc va
cac nha cung cap dich vu y té ciing nhu cac khoan dong thanh toan cé thé thay doi theo thai gian trong
ca ndm va vao ngay | thang 1 hang ndm.”

IEHP DualChoice (HMO D-SNP) Ia mot Chuong trinh HMO ¢6 hgp dong v6i Medicare. Viéc ghi danh
tham gia IEHP DualChoice (HMO D-SNP) phu thugc vao viéc gia han hop dong

Quy vi c6 thé tai mién phi tai liéu nay ¢ cac dinh dang khéc, chang han nhu ban in ¢& I6n, chir néi Braille
va/hoic tép am thanh. Hay goi Ban Dich Vu Hoi Vién IEHP DualChoice theo s6 1-877-273-1EHP (4347),
8 gio sang - 8 gio toi (Mui gio PST), 7 ngay ngay trong tuan, ké ca cac ngay 18. Nguoi diung TTY vui
long goi s6 1-800-718-4347. Mién phi cudc goi.

You can get this document for free in other formats, such as large print, braille, and/or audio. Call IEHP
DualChoice Member Services at 1-877-273-1EHP (4347), 8am-8pm (PST), 7 days a week, including
holidays. TTY users should call 1-800-718-4347. The call is free.

Puede obtener este documento gratis en otros formatos, como letra grande, Braille y/o audio. Llame a
Servicios para Miembros de IEHP DualChoice al 1-877-273-1EHP (4347), 8am a 8pm (Hora del
Pacifico), los 7 dias de la semana, incluidos los dias festivos. Los usuarios de TTY deben llamar al
1-800-718-4347. La llamada es gratuita.
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ABALOPARATIDE

San Pham Bi Anh Hwéng

TYMLOS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

24 THANG

Tiéu Chi Khac | LOANG XUONG: CHUABUQC D!EU TRI TiCH LDY TRONG
TONG CONG 24 THANG BANG BAT KY LIEU PHAP HORMONE
TUYEN GIAP NAO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet




ABATACEPT IV

San Pham Bi Anh Hwéng
ORENCIA (WITH MALTOSE)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

BAN DAU: VIEM KHOP DANG THAP (RA), VIEM KHOP T
PHAT O THIEU NIEN (PJIA): PUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST THAP KHOP. VIEM KHOP
VAY NEN (PSA): BUQC KE TOA BOI HOAC KHI THAM KHAO Y
KIEN CUA BAC ST DA LIEU HOAC BAC ST THAP KHOP.

Théi Gian Bao
Hiém

RA, PJIA, PSA: BAN DAU: 6 THANG, GIA HAN: 12 THANG BENH
GHEP CHONG LAI VAT CHU CAP TINH (AGVHD): 1 THANG

Tiéu Chi Khac

BAN DAU: TAT CA CAC CHI BINH: KHONG SU’ DUNG BDONG
THOI VOI CAC PHAN TU NHO SINH HOC HE THONG KHAC
HOAC CAC PHAN T NHO cO MUC TIEU (Vi DU: CHAT UC
CHE JAK, CHAT YC CHE PDE-4) CHO CHIi BINH TUONG TU.
RA: THU NGHIEM HOAC CHONG CHIi BINH BIEU TRI TRONG 3
THANG VOl MOT THUOC DMARD TONG HOP THONG
THUONG (THUOC BIEU CHINH BENH) - NEU BENH NHAN DA
THU NGHIEM METHOTREXATE, THI CAN THU NGHIEM O LIEU
LUONG LON HON HOAC BANG 20 MG MOI TUAN HOAC LIEU
TOI DA CO THE DUNG NAP. GIA HAN: RA, PJIA, PSA: 1) TIEP
TUC HUONG LQ!I iCH TU THUOC VA 2) KHONG SU DUNG
DONG THO'I VO'I CAC PHAN T NHO SINH HOC HE THONG
KHAC HOAC CAC PHAN TU NHO CcO MUC TIEU CHO CHi BINH
TUONG TU..

Chi Dinh

Tét,cé cac Chi binh duwgc Co Quan Quan Ly Thyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.




Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét




ABATACEPT SQ

San Pham Bi Anh Hwéng

ORENCIA

« ORENCIA CLICKJECT

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BAN E)é\U: VIEM KI:IC')fP DANG THAP (RA), VIEM KHOP TY

Ngwéi Ké Toa |PHAT O T!—IIEU NIEN (PJIA): BUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC SI T’HAP KHOP. VIEM KHOP
VAY NEN (PSA): PUOC KE TOA BOIl HOAC KHI THAM KHAO Y
KIEN CUA BAC ST DA LIEU HOAC BAC ST THAP KHOP.

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN {;DAU: RA: THU NGHIEM HOAC CHONQ CHI DINH TRONG
3 THANG DIEU TRI BANG MOT THUOC C!—IONG,THAF{ KHOP
TONG HOP DMARD (THAUOCNCHO’NG THAP KHOP BIEU TR|
BENH) - NEU BENH NHAN DA THU METHOTREXATE, THI CAN
THU NGHIEM VOI LIEU IT NHAT 20 MG MOI TQAN'HOAQ LIEU
DUNG NAP TOI BA. BAN DAU‘/GIA'HAN: TAT CA CAC CHI BINH:
KHONG SU DUNG BONG THO'1 VOI CAC PHAN TU N!—IO SINH
HOC HE THONG’KHAC HOAC CAC PHAN TU NHC) CO MUC
TIEU (VI DU: CHAT UC CHE JAK, CHAT UC CHE PDE-4) CHO
CHI DINH TUONG TU. GIA HAN: RA, PJIA, PSA: TIEP TUC
PUQOC HUONG LOI ICH TU THUOC.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan




Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet




ABEMACICLIB

San Pham Bi Anh Hwéng

VERZENIO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac

Chi Dinh

Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Pidu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet




ABIRATERONE

San Pham Bi Anh Hwéng

abiraterone

o abirtega

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU TUYEN,TIEN LIET DI QAN NGUY CO CAO bAP UNG
TOT VOI LIEU PHAP NOI TIET TO (MCSPC), UNG THU TUYEN
TIEN LIET KHONG DAP UNG TOT VOI LIEU PHAP NOI TIET TO
(MCRPC): 1) DA PHAU THUAT CAT B(? TINH HOAN HAI BEN, 2)
NONG bO TESTOSTERONE TRIET SAN (TUC LA DUOI 50
NG/DL), HOAC 3) SU DUNG BONG THO'1 VOI THUOC TUONG
TY GIAI PHONG HORMON GONADOTROPIN (GNRH)

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet




ABIRATERONE SUBMICRONIZED

San Pham Bi Anh Hwéng

e abiraterone, submicronized « YONSA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU TUYEN TIEN LIET DI CAN, KHONG DAP NG TOT
VOI LIEU PHAP NOI TIET TO (MCRPC): 1) DA PHAU THUAT
CAT BO TINH HOAN HAI BEN, 2) NONG DO TESTOSTERONE
TRIET SAN (TU'C LA DUGI 50 NG/DL), HOAC 3) SU DUNG
PONG THO!I VOI THUOC TUONG TU GIAI PHONG HORMON
GONADOTROPIN (GNRH)

Chi Dinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thywe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet




ACALABRUTINIB

San Pham Bi Anh Hwéng

CALQUENCE

. CALQUENCE (ACALABRUTINIB
MAL)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao
Hiém

12 THANG

Tiéu Chi Khac

Chi Dinh

Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet




ADAGRASIB

San Pham Bi Anh Hwéng
« KRAZATI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ADALIMUMAB

San Pham Bi Anh Hwéng

HUMIRA PEN « HUMIRA(CF) PEDI CROHNS
HUMIRA PEN CROHNS-UC-HS STARTER
START HUMIRA(CF) PEN

HUMIRA PEN PSOR-UVEITS-ADOL

HS

HUMIRA SUBCUTANEOUS

HUMIRA(CF) PEN CROHNS-UC-HS
HUMIRA(CF) PEN PEDIATRIC UC
HUMIRA(CF) PEN PSOR-UV-ADOL

SYRINGE KIT 40 MG/0.8 ML HS

HUMIRA(CF)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRO LEN DIEN TiCH BE MAT CO THE
HOAC TON THUONG VAY NEN ANH HUONG DEN TAY, CHAN,
MAT, DA BAU HOAC VUNG SINH DUC.

Giéi Han b6

Tubi

Gi&i Han BAN DAU: RA, PJIA, VIEM COT SONG DINH KHOP (AS): BUQC

Ngwoi Ké Toa | KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP
KHOP. VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOI HOAC
KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC BAC SI
THAP KHOP. PSO, VIEM TUYEN MO HOI MU (HS): BUQC KE
DON BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU.
BENH CROHN (CD), VIEM LOET BAI TRANG (UC): PUQC KE
TOA BOI HOAC KHI THAM KHAO Y KIEN BAC ST TIEU HOA.
VIEM MANG BO BAO: BUQC KE TOA BOI HOAC KHI THAM
KHAO Y KIEN CUA BAC STNHAN KHOA.

Théi Gian Bao | BAN BDAU: RA, PSO, PJIA, AS, PSA, CD, UC, VIEM MANG BO

Hiém DAO: 6 THANG, HS: 12 THANG GIA HAN: 12 THANG

Tiéu Chi Khac | BAN DAU: VIEM KHOP DANG THAP (RA): THU NGHIEM HOAC

CHONG CHI BINH TRONG 3 THANG DPIEU TR| BANG MOT
THUOC CHONG THAP KHOP TONG HOP DMARD (THUOC
CHONG THAP KHOP PIEU TRI BENH) - NEU BENH NHAN DA
THU METHOTREXATE, THI CAN THU NGHIEM VOI LIEU iT

11




Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
NHAT 20 MG MOI TUAN HOAC LIEU DUNG NAP TOI BA. AS:
THU NGHIEM HOAC CHONG CHI BINH VOI THUOC NSAID.
PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT THUOC YC CHE
MIEN DICH UONG (CYCLOSPORINE, METHOTREXATE,
TACROLIMUS) HOAC LIEU PHAP PUVA (Quang héa trj liéu), 2)
CHONG CHI BINH HOAC KHONG DUNG NAP CA THUOC UC
CHE MIEN DICH VA PUVA, HOAC 3) BENH NHAN BANG
CHUYEN TU THUOC SINH HOC KHAC, THUOC UPC CHE PDE-4
HOAC THUOC UC CHE JAK CHO CHI BINH TUONG TU. VIEM
MANG BO BAO: KHONG B| VIEM MANG BO BAO TRUGOC PON
LE. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH: KHONG SU
DUNG BONG THO'I VO'I CAC PHAN TU NHO SINH HOC HE
THONG KHAC HOAC CAC PHAN TU NHO CcO MUC TIEU (Vi
DU: CHAT YC CHE JAK, CHAT U’C CHE PDE-4) CHO CHI BINH
TUONG TU. GIA HAN: RA, VIEM KHOP TU PHAT O THIEU
NIEN (PJIA), PSA, AS, PSO, HS, VIEM MANG BO BAO: TIEP
TUC PUQC HUONG LOQI ICH TU THUOC.

Chi DPinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phép Tién
Quyet

12




ADALIMUMAB-AATY

San Pham Bi Anh Hwéng

« YUFLYMA(CF)

 YUFLYMA(CF) AUTOINJECTOR

 YUFLYMA(CF) Al CROHN'S-UC-HS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

B4t Budc NEN BAO PHU 3 PHAN TRO LEN DIEN TiCH BE MAT CO THE
HOAC TON THUONG VAY NEN ANH HUONG DEN TAY, CHAN,
MAT, DA BAU HOAC VUNG SINH DUC.

Giéi Han b6

Tudi

Gi®i Han BAN DAU: RA, PJIA, VIEM COT SONG DINH KHOP (AS): BUQC

Nguwoi Ké Toa | KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP
KHOP. VIEM KHOP VAY NEN (PSA): DUOC KE TOA BOI HOAC
KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC BAC SI
THAP KHOP. PSO, VIEM TUYEN MO HOI MU (HS): PUQC KE
DON BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU.
BENH CROHN (CD), VIEM LOET DAl TRANG (UC): PUQC KE
TOA BOI HOAC KHI THAM KHAO Y KIEN BAC ST TIEU HOA.
VIEM MANG BO BAO: PUOC KE TOA BOI HOAC KHI THAM
KHAO Y KIEN CUA BAC ST NHAN KHOA.

Thei Gian Bao | BAN DAU: RA, PSO, PJIA, AS, PSA, CD, UC, VIEM MANG BO

Hiém DAO: 6 THANG, HS: 12 THANG GIA HAN: 12 THANG

Tiéu Chi Khac | BAN DAU: VIEM KHOP DANG THAP (RA): THU NGHIEM HOAC

CHONG CHIi BINH TRONG 3 THANG DIEU TRI BANG MOQT
THUOC CHONG THAP KHOP TONG HOP DMARD (THUOC
CHONG THAP KHOP PIEU TRI BENH) - NEU BENH NHAN DA
THU METHOTREXATE, THI CAN THU NGHIEM VOI LIEU iT
NHAT 20 MG MOI TUAN HOAC LIEU DUNG NAP TOI PA. AS:
THU NGHIEM HOAC CHONG CHIi BINH VOI THUOC NSAID.
PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT THUOC UC CHE
MIEN DICH UONG (CYCLOSPORINE, METHOTREXATE,
TACROLIMUS) HOAC LIEU PHAP PUVA (Quang héa tri liéu), 2)
CHONG CHI BINH HOAC KHONG DUNG NAP CA THUOC UC
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
CHE MIEN DICH VA PUVA, HOAC 3) BENH NHAN DANG
CHUYEN TU THUOC SINH HOC KHAC, THUOC U*C CHE PDE-4
HOAC THUOC U'C CHE JAK CHO CHI BINH TUONG TU. VIEM
MANG BO PAO: KHONG B| VIEM MANG BO BAO TRUOC BON
LE. BAN DAU/GIA HAN: TAT CA CAC CHI BINH: KHONG SU¥
DUNG BONG THO'I VOI CAC PHAN T NHO SINH HOC HE
THONG KHAC HOAC CAC PHAN T NHO CO MUC TIEU (Vi
DU: CHAT U'C CHE JAK, CHAT (YC CHE PDE-4) CHO CHI BINH
TUONG TU. GIA HAN: RA, VIEM KHOP TU PHAT O THIEU
NIEN (PJIA), PSA, AS, PSO, HS, VIEM MANG BO DAO: TIEP
TUC bUOC HUONG LOI ICH TU THUOC.

Chi DPinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phép Tién
Quyet
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ADALIMUMAB-ADBM

San Pham Bi Anh Hwéng

« CYLTEZO(CF)

« CYLTEZO(CF) PEN CROHN'S-UC-HS

« CYLTEZO(CF) PEN e CYLTEZO(CF) PEN PSORIASIS-UV

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Théng Tin Y Té | BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRO'LEN DIEN TiCH BE MAT CO' THE
HOAC TON THUONG VAY NEN ANH HUONG BEN TAY, CHAN,
MAT, DA DAU HOAC VUNG SINH DUC.

Gi(?i Han Bo

Tuoi

Gi®i Han BAN DAU: RA, PJIA, VIEM COT SONG DINH KHOP (AS): PUQC

Ngwdi Ké Toa | KE TOA BOT HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP
KHOP. VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOI HOAC
KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC BAC ST
THAP KHOP. PSO, VIEM TUYEN MO HOI MU (HS): DPUQC KE
DON BOT HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU.
BENH CROHN (CD), VIEM LOET DAI TRANG (UC): BUQC KE
TOA BOI HOAC KHI THAM KHAO Y KIEN BAC ST TIEU HOA.
VIEM MANG BO BAO: BUQC KE TOA BOI HOAC KHI THAM
KHAO Y KIEN CUA BAC ST NHAN KHOA.

Théi Gian Bao | BAN DAU: RA, PSO, PJIA, AS, PSA, CD, UC, VIEM MANG BO

Hiém DPAO: 6 THANG, HS: 12 THANG GIA HAN: 12 THANG

Tiéu Chi Khac | BAN PAU: VIEM KHOP DANG THAP (RA): THU’ NGHIEM HOAC

CHONG CHI BINH TRONG 3 THANG BIEU TRI BANG MOT
THUOC CHONG THAP KHOP TONG HOP DMARD (THUOC
CHONG THAP KHOP PIEU TR| BENH) - NEU BENH NHAN DA
THU METHOTREXATE, THI CAN THU NGHIEM VOI LIEU iT
NHAT 20 MG MOI TUAN HOAC LIEU DUNG NAP TOI BA. AS:
THU NGHIEM HOAC CHONG CHI BINH VOl THUOC NSAID.
PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT THUOC UC CHE
MIEN DICH UONG (CYCLOSPORINE, METHOTREXATE,
TACROLIMUS) HOAC LIEU PHAP PUVA (Quang héa tri liéu), 2)
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

CHONG CHi BINH HOAC KHONG DUNG NAP CA THUOC UrC
CHE MIEN DICH VA PUVA, HOAC 3) BENH NHAN BANG
CHUYEN TU THUOC SINH HOC KHAC, THUOC UC CHE PDE-4
HOAC THUOC UYC CHE JAK CHO CHI BINH TUONG TU. VIEM
MANG BO BDAO: KHONG B| VIEM MANG BO BAO TRUOC BON
LE. BAN DAU/GIA HAN: TAT CA CAC CHI BINH: KHONG SU
DUNG DONG THO'I VO'I CAC PHAN TU NHO SINH HOC HE
THONG KHAC HOAC CAC PHAN TU NHO CcO MUC TIEU (Vi
DU: CHAT U'C CHE JAK, CHAT U’C CHE PDE-4) CHO CHI BINH
TUONG TU. GIA HAN: RA, VIEM KHOP TU PHAT O THIEU
NIEN (PJIA), PSA, AS, PSO, HS, VIEM MANG BO BAO: TIEP
TUC BUOC HUONG LOT iCH TU THUOC.

Chi Dinh

Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Co

Phép Tién
Quyet
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AFATINIB

San Pham Bi Anh Hwéng
« GILOTRIF

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO DI CAN V&I DOT
BIEN EGFR: KHONG BU'QC BIEU TRI DONG THOI VGI CHAT
UPC CHE TYROSINE KINASE EGFR.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ALECTINIB

San Pham Bi Anh Hwéng
« ALECENSA « AVMAPKI-FAKZYNJA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ALPELISIB-PIQRAY

San Pham Bi Anh Hwéng
« PIQRAY ORAL TABLET 200 MG/DAY  X1-50 MG X1), 300 MG/DAY (150 MG
(200 MG X 1), 250 MG/DAY (200 MG X 2)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AMIKACIN LIPOSOMAL INH

San Pham Bi Anh Hwéng

ARIKAYCE

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BENH PHOI DO PHU'C HOP MYCOBACTERIUM AVIUM (MAC):

Bat Budc GIA HAN: 1) KHONG co 'PH,A&N TjCH E)(?M DUONG TINH VOI
MAC SAU NHIEU [_AN CAY AM TINH LIEN TIEP, VA 2) (}AI
THIEN TRIEU CHUNG. NGOAI RA, BE GIA HAN LAN E)ALAJ, VIEC
C'HAP T\HU@:N YEU CAU PHAICOIT NHA‘T MOTILAN PHAN
TICH BOM AM TINH VOl MAC TRONG VONG SAU THANG E)I’EU
TRI BANG ARIKAYCE. bOI VOI LAN GIA HAN THU HAI VA CAC
LAI\J SAU DO, }/IEQ CHAP THUAN YEU CAU IT NHAT BA LAN
PHAN TICH BOM AM TINH VOI MAC TRONG VONG 12 THANG
DIEU TR| BANG ARIKAYCE.

Giéi Han b6

Tubi

Gi¢i Han BENH PHC)I MAC: BAN ,DAU:' bUOC KE TOA BOI HOAC KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUA BAC ST CHUYEN GIA VE BENH
TRUYEN NHIEM.

Thi Gian Bao | BAN DAU/GIA HAN: 6 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyét Phan B

20




Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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AMIVANTAMAB-HYALURONIDASE-LPUJ

San Pham Bi Anh Hwéng
e RYBREVANT FASPRO MG-20,000 UNIT/10 ML, 2,240 MG-
SUBCUTANEOUS SOLUTION 1,600 28,000 UNIT/14 ML

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AMIVANTAMAB-VMJW

San Pham Bi Anh Hwéng
« RYBREVANT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ANAKINRA

San Pham Bi Anh Hwéng

o KINERET
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)
Tiéu Chi Loai | BENH DO VIRUS CORONA 2019 (COVID-19) &' NGU'O'l LON
Trov NAM VIEN.

Thong Tin Y Té
Bat Budc

BAN DAU: HOI CHUNG BINH KY LIEN QUAN DEN CRYOPYRIN
(CAPS): 1) MOT TRONG NHUNG DIEU SAU PAY: (A) XET
NGHIEM DI TRUYEN CHO CAC BOT BIEN CHU'C NANG TANG
TRUGONG TRONG GEN NLRP3, HOAC (B) CO DAU HIEU VIEM
(TUC LA, CRP, ESR, PROTEIN AMYLOID A TRONG HUYET
THANH (SAA) TANG CAO) HOAC PROTEIN S100), VA 2) HAI
TRONG SO NHUNG DIEU SAU: PHAT BAN GIONG ME DAY
(VIEM DA BACH CAU TRUNG TiNH), CON CAM LANH, MAT
THINH LUC THAN KINH CAM GIAC, TRIEU CHUNG CO
XUONG KHOP, VIEM MANG NAO KHONG DO VI KHUAN MAN
TiNH, BAT THUONG VE XUONG. THIEU CHAT DOI KHANG
THE INTERLEUKIN-1 (DIRA): 1) MOT TRONG NHING BIEU
SAU: (A) XET NGHIEM DI TRUYEN CHO CAC BOT BIEN CHU'C
NANG TANG TRUONG TRONG GEN IL1RN, HOAC (B) CO DAU
HIEU VIEM (TU'C LA CRP TANG, ESR), VA 2) MOT TRONG
NHONG DIEU SAU: PHAT BAN GIONG VO! VAY NEN THE MU,
VIEM TUY XUONG, VIEM XUONG TUY KHONG DO VI KHUAN,
BONG MONG.

Giéi Han b6
Tudi

Gi¢i Han
Ngweoi Ké Toa

BAN DAU: VIEM KHOP DANG THAP (RA): BUQC KE TOA BOI
HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP KHOP.

Thp’i Gian Bao
Hiem

RA: BAN‘DAU: 6 THANG, GIA HAN: 12 THANG CAPS, DIRA:
TRON DBOl.

Tiéu Chi Khac

BAN DAU: TAT CA CAC CHI BINH: KHONG SU DUNG BONG
THO'I VO'I CAC PHAN TU NHO SINH HOC HE THONG KHAC
HOAC CAC PHAN TU NHO CO MUC TIEU (Vi DU: CHAT UC
CHE JAK, CHAT YC CHE PDE-4) CHO CHI BINH TUONG TU.
RA: THU NGHIEM HOAC CHONG CHi BINH VOI HAI THUOC

24




Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
PUQC UU TIEN SAU PAY: HUMIRA/CYLTEZO/YUFLYMA,
XELJANZ, RINVOQ, ORENCIA. GIA HAN: RA: 1) TIEP TUC
HUONG LOTICH TU TH,UOC VA 2) KHONG SU DUNG DO,NG
THO1VOI CAC PHAN TU NHQ SINH HOC HE THONG KHAC
HOAC CAC PHAN T NHO CO MUC TIEU CHO CHI BINH
TUONG TUY..

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu |[Co

Phép Tién
Quyeét
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APALUTAMIDE

San Pham Bi Anh Hwéng
« ERLEADA ORAL TABLET 240 MG,
60 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU TUYEN TIEN LIET KHONG DI CAN, KHONG DAP
NG TOT VOI LIEU PHAP NOI TIET TO (NMCRPC), UNG THU'
TUYEN TIEN LIET DI CAN DAP UNG TOT VOI LIEU PHAP NOI
TIET TO (MCSPC): 1) DA PHAU THUAT CAT BO TINH HOAN HAI
BEN, 2) NONG DO TESTOSTERONE TRIET SAN (TUC LA DUOI
50 NG/DL), HOAC 3) SU DUNG DONG THOI VOI THUOC
TUONG TU GIAl PHONG HORMON GONADOTROPIN (GNRH)

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phap Tién
Quyet
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APOMORPHINE - ONAPGO

San Pham Bi Anh Hwéng
« ONAPGO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Giéi Han BENH PARKINSON (PD): BAN DAU: bUQC KE TOA BO'I HOAC
Ngweoi Ké Toa | KHI THAM KHAO Y KIEN CUA BAC SI THAN KINH.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG
Hiém

Tiéu Chi Khac | PD: GIA HAN: QAI THIEN CAC TRIEU CHUNG VAN BDONG
TRONG KHI BIEU TRI.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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APOMORPHINE - SL

San Pham Bi Anh Hwéng

« KYNMOBI SUBLINGUAL FILM 10
MG, 10-15-20-25-30 MG, 15 MG, 20
MG, 25 MG, 30 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi%i Han Do BENH PARKINSON (PD): BAN DAU: 18 TUOI TRO LEN
Tubi

Gi6i Han PD: BAN DAU: BUOC KE TOA BOI HOAC KHI THAM KHAO Y
Ngwoi Ké Toa | KIEN CUA BAC ST THAN KINH.

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG
Hiém

Tiéu Chi Khac | PD: GIA HAN: CAl THIEN CAC BIEN DONG VAN BONG TRONG
CAC GIAI DOAN KHONG HIEU QUA CUA THUOC KHI SU’ DUNG

LIEU PHAP.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khong
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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APREMILAST

San Pham Bi Anh Hwéng

« OTEZLA « OTEZLA XR
« OTEZLA STARTER o OTEZLA XR INITIATION

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trir

Théng Tin Y Té | BAN DAU: BENH VET NEN MANG BONG NHE (PSO): 1) BENH

Bat Buoc VAY NEN BAO PHU iT HON 3 PHAN TRAM DIEN TiCH BE MAT
CO THE (BSA), 2) PANH GIA TOAN DIEN TINH CUA BAC SI
(SPGA) BIEM 2, HOAC 3) CHI SO VUNG VA MUC DO NGHIEM
TRONG CUA BENH VAY NEN (PASI) TU 2 BEN 9. PSO TRUNG
BINH DEN NANG: BENH VAY NEN BAO PHU 3 PHAN TRAM
TRO LEN BSA, HOAC TON THUONG VET NAM ANH HUONG
DEN TAY, CHAN, MAT, DA BAU HOAC VUNG SINH DUC.

Gi¢i Han b6

Tubi

Gi%i Han BAN DAU: VIEM KHOP VAY NEN (PSA): PUQC KE TOA BOI

Ngwoi Ké Toa | HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: PUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC SI DA LIEU. BENH BEHCETS:
PUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
SI THAP KHOP.

The&i Gian Bao | BAN BDAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN BAU: PSO NHE: THU NGHIEM HOAC CHONG CHi BINH
VOl MOT LIEU PHAP HE THONG THONG THU'ONG (Vi DU:
METHOTREXATE, ACITRETIN, CYCLOSPORINE) HOAC MOT
LIEU PHAP BOI DA THONG THUONG (Vi DU:
CORTICOSTEROID BOI DA). PSO TRUNG BINH DEN NANG: 1)
THU NGHIEM iT NHAT 3 THANG MOT THUOC U'C CHE MIEN
DICH UONG (CYCLOSPORINE, METHOTREXATE,
TACROLIMUS) HOAC LIEU PHAP PUVA (Quang héa tri liéu), 2)
CHONG CHI BINH HOAC KHONG DUNG NAP CA THUOC UC
CHE MIEN DICH VA PUVA, HOAC 3) BENH NHAN PANG
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
CHUYEN TU THUOC SINH HOC KHAC, THUOC UC CHE PDE-4
HOAC THUOC UYC CHE JAK CHO CHI BINH TUONG TU. BENH
BEHCETS: 1) Bl LOET MIENG HOAC CO TIEN SU’ LOET MIENG
TAI LAI DUA TREN CAC TRIEU CHUNG LAM SANG, VA 2) THU
NGHIEM HOAC CHONG CHI BINH VOl MOT HOAC NHIEU
PHUONG PHAP BIEU TR| BAO TON (Vi DU: COLCHICINE,
CORTICOSTEROID BOI, CORTICOSTEROID UONG). BAN
DAU/GIA HAN: TAT CA CAC CHIi BINH: KHONG SU DUNG
DONG THO'I VO'I CAC PHAN TU NHO SINH HOC HE THONG
KHAC HOAC CAC PHAN T NHO CcO MUC TIEU (Vi DU: CHAT
YC CHE JAK, CHAT YC CHE PDE-4) CHO CHI BINH TUONG
TU. GIA HAN: TAT CA CAC CHI BINH: TIEP TUC bUQOC
HUONG LQI iCH TU THUOC.

Chi DPinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phép Tién
Quyet
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ARIMOCOLOMOL

San Pham Bi Anh Hwéng

MIPLYFFA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BENH NIEMANN-PICK LOAI C (NPC): BAN JEQAU: bUQC KE TOA

Nguwoi Ké Toa | BOI HOAC SAU KHI THAM KHAO Y KIEN CUA BAC SI THAN
KINH HOAC BAC SI DI TRUYEN.

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | NPC: GIA HAN: CAlI THIEN HOAC LAM CHAM TIEN TRIEN CUA
BENH.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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ASCIMINIB

San Pham Bi Anh Hwéng
« SCEMBLIX ORAL TABLET 100 MG,

20 MG, 40 MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

DA BDUQC BIEU TR| TRUOC BPAY HOAC BOT BIEN T3151 BENH

Bat Budc BACH CAU TUY MAN TiNH CO NI:IIEM, SAC TiNH DUONG j’iNH
O PHILADELPHIA (Ph+ CML): PHAN TICH BOT BIEN TRUOC
KHI BAT DAU VA SCEMBLIX PHU HOP VOI BANG HUONG
DAN CUA NCCN DE bUQC KHUYEN NGH| BIEU TR| DUA
TREN HO SO BOT BIEN BCR-ABLA1.

Gi¢i Han b6

Tuoi

Gi®i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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ASFOTASE ALFA

San Pham Bi Anh Hwéng

STRENSIQ

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Giéi Han BENH HYPOPHOSPHATASIA (!-lPFj): BAN E);\U: E?U’Q@ KE TQA

Nguwéi Ké Toa BOI HQAC SAU KHI THAM KHAO Y KIE[\I CUA BAC SIXNOI TIET,
CHUYEN GIA DI TRUYEN HOAC CHUYEN GIA CHUYEN HOA.

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAU: HPP KHO'I PHAT O TRE SO SINH/TRE NHO: 1) 6

THANG TUOI HOAC NHO HON KHI BAT BAU HPP VA 2)
DUONG TiNH VOI1 BOT BIEN GEN PHOSPHATASE KIEM
KHONG DBAC HIEU (TNSALP) (ALPL) CUA MO BUQC XAC
NHAN BANG XET NGHIEM DI TRUYEN HOAC HAI TRONG SO
CAC KET QUA SAU BAY: (A) NONG DO PHOSPHATASE KIEM
(ALP) TRONG HUYET THANH THAP HON MUC BINH THUONG
VO DO TUOI CUA BENH NHAN, (B) NONG DO PYRIDOXAL-5'-
PHOSPHATE (PLP) TRONG HUYET THANH TANG CAO VA
KHONG BO SUNG VITAMIN B6 TRONG TUAN TRUOC, (C)
NONG PO PHOSPHOETHANOLAMINE (PEA) TRONG NUGC
TIEU VUQT QUA MU'C BINH THUONG VOI DO TUOI CUA
BENH NHAN, (D) BANG CHUNG X-QUANG CUA HPP, (E) iT
NHAT HAI TRONG SO CAC BIEU SAU: (I) BIEN DANG NGUC
DO COI XUONG, (Il) BENH KHOP SQC, (Ill) CHAM PHAT TRIEN
CUA XUONG DAN BEN CHAM PHAT TRIEN VAN BDONG, (IV)
TIEN SU Bl CO GIAT PHU THUQC VITAMIN B6, (V) BENH
CANXI THAN HOAC TIEN SU CANXI HUYET THANH TANG
CAO, (V1) TIEN SU HOAC HIEN DIEN GAY XUONG SAU SINH
KHONG DO CHAN THUONG VA CHAM LANH VO GAY XUONG.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

HPP KHOI PHAT O TUOI VI THANH NIEN: 1) 18 TUOI HOAC
NHO HON KHI BAT BAU HPP, VA 2) DUONG TiNH VOI BOT
BIEN GEN TNSALP ALPL BUOC XAC NHAN BANG XET
NGHIEM DI TRUYEN HOAC HAI TRONG SO CAC KET QUA SAU
DAY: (A) NONG DO ALP HUYET THANH THAP HON MU'C BINH
THUONG VOI BO TUOI CUA BENH NHAN, (B) NONG BO PLP
TRONG HUYET THANH TANG CAO VA KHONG BO SUNG
VITAMIN B6 TRONG TUAN TRUOC, (C) NONG PO PEA TRONG
NUOC TIEU VUOT QUA MUPC BINH THUONG VOI DO TUOI
CUA BENH NHAN, (D) BANG CHU'NG X-QUANG CUA HPP, (E)
iT NHAT HAI TRONG SO CAC PIEU SAU: (1) BIEN DANG
XUONG, (Il) MAT RANG SOM TRUGC 5 TUOI, (Ill) CHAM PHAT
TRIEN CUA XUONG DAN DEN CHAM PHAT TRIEN VAN DONG,
(IV) TIEN SU* HOAC CO GAY XUONG KHONG DO CHAN
THUONG HOAC CHAM LANH VET GAY XUONG. TAT CA CAC
CHI DINH: 1) HIEN KHONG BUQC BIEU TR| BANG
BISPHOSPHONATE, 2) NONG BO CANXI HOAC PHOTPHAT
KHONG THAP HON MUC BINH THUONG, 3) KHONG Bl DANG
COI XUONG KHONG THE DIEU TRl GIA HAN: TAT CA CAC CHI
DINH: 1) CAI THIEN BAC BIEM XUONG CUA HPP VA 2) HIEN
KHONG BU'QC PIEU TR| BANG BISPHOSPHONATE.

Chi Dinh

Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khéng

Phép Tién
Quyet
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ATOGEPANT

San Pham Bi Anh Hwéng

QULIPTA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PHONG NGUA DAU‘NU’A DAU: BAN E,)AU/GIA’HA[\I: KHCA)’NG
bUQOC SZL’J’ DUNG BONG THOI VOI CAC THUOC UC CHE CGRP
KHAC DE PHONG NGUA CHUNG BAU NUA DAU. GIA HAN:
GIAM TAN SUAT, MUC BO NGHIEM TRONG HOAC THO!I GIAN
DAU DAU DO BAU NUA BAU KHI BIEU TRI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phép Tién
Quyet
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AVACOPAN

San Pham Bi Anh Hwéng

TAVNEOS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

VIEM MACH LIEN QUAN BEN KHANG THE KHANG BAO

Bat Budc TUONG BACH CAU (ANCA): BAN BAU: ANCA HUYET THANH
DUONG TINH (ANTI-PR3 HOAC ANTI-MPO).

Gi¢i Han b6

Tuoi

Giéi Han VIEM MACH LIEN QUAN QENIANCA: BAN D,AU: bUQC KE TOA

Nguwoi Ké Toa | BOI HOAC KHI THAM KHAO Y KIEN CUA BAC SI THAP KHOP
HOAC BAC SI THAN.

Théi Gian Bao | BAN DAU/GIA HAN: 6 THANG

Hiem

Tiéu Chi Khac | VIEM MACH LIEN QUAN DEN ANCA: GIA HAN: TIEP TUC
PUQOC HUONG LO'I ICH TU LIEU PHAP.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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AVAPRITINIB

San Pham Bi Anh Hwéng
« AYVAKIT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AVUTOMETINIB-DEFACTINIB

San Pham Bi Anh Hwéng
« AVMAPKI « FAKZYNJA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AXATILIMAB-CSFR

San Pham Bi Anh Hwéng

NIKTIMVO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | BENH GI—!EP CHONG VAT CHU MAN TjNH (CGVHD): 1) THAT
BAI CUA IT NHAT HAI DONG LIEU PHAP HE THONG, MOT
TRONG SO DO PHAI LA THU”NGHIEM HOAC CHONG CHI DINH
VO JAKAFI, VA 2) KHONG SU DUNG BONG THO'I VO JAKAFI,
REZUROCK HOAC IMBRUVICA.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |Co

Phép Tién
Quyet
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AXITINIB

San Pham Bi Anh Hwéng
« INLYTA ORAL TABLET 1 MG, 5 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AZACITIDINE

San Pham Bi Anh Hwéng
. ONUREG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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AZTREONAM INHALED

San Pham Bi Anh Hwéng
« CAYSTON

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Gi®i Han Do 7 TUOI TRO LEN
Tubi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BEDAQUILINE

San Pham Bi Anh Hwéng
« SIRTURO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 24 TUAN
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BELIMUMAB

San Pham Bi Anh Hwéng
BENLYSTA SUBCUTANEOUS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BAN E)[?f\U: BENH LUPUS BAN t:)O HE THONQ (SLE): BUQC KE

Nguwoi Ké Toa | TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC SI THAP
KHOP. VIEM THAN DO LUPUS (LN): BUQC KE TOA BOI HOAC
KHI THAM KHAO Y KIEN CUA BAC SI THAP KHOP HOAC BAC
SI THAN.

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAU: SLE: HIEN DANG’DUNG THUOC CORTICOSTEROID,
THUOC TR| SOT RET, THUOC NSAID HOAC THUOC UC CHE
MIEN DICH. GIA HAN: SLE: BENH NHAN PA CAI THIEN VE LAM
SANG. LN: CAI THIEN BAP UNG CUA THAN TU CAC GIA TR
XET NGHIEM CO BAN (TUC LA EGFR HOAC PROTEIN NUOC
TIEU) VA/HOAC CAC THONG SO LAM SANG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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BELUMOSUDIL

San Pham Bi Anh Hwéng

REZUROCK

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | BENH GI—!EP CHONG VAT CHU MAN TjNH (CGVHD): 1) THAT
BAI CUA IT NHAT HAI DONG LIEU PHAP HE THONG, MOT
TRONG SO DO PHAI LA THU”NGHIEM HOAC CHONG CHI DINH
VO JAKAFI, VA 2) KHONG SU DUNG BONG THO'I VO JAKAFI,
NIKTIMVO HOAC IMBRUVICA.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |Co

Phép Tién
Quyet
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BELZUTIFAN

San Pham Bi Anh Hwéng
« WELIREG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BENDAMUSTINE

San Pham Bi Anh Hwéng

o bendamustine intravenous recon soln « BENDEKA

« BENDAMUSTINE INTRAVENOUS « VIVIMUSTA
SOLUTION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BENRALIZUMAB

San Pham Bi Anh Hwéng

FASENRA

« FASENRA PEN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: HEN SUYEN: NONG PO EOSINOPHIL TRONG MAU

Bat Budc iT NHAT 150 TE BAO/MCL TRONG VONG 12 THANG QUA.

Giéi Han b6

Tubi

Gi®i Han BAN DAU: HEN §UYI§,N: PUQC KE TOA BOI HOAC KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC ST CHUYEN VE DI NG HOAC Y HOC
PHOL.

Th&i Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN BPAU: HEN SUYEN: 1) LIEU PHAP BONG THO'I VOI LIEU

TRUNG BINH, CAO, HOAC LIEU DUNG NHIET TOI BA CUA
CORTICOSTEROID HiT (ICS) VA MOT LOAI THUOC DUY TRI
KHAC, VA 2) MOT BOT PHAT TRIEN HEN SUYEN CAN PHAI
DUNG CORTICOSTEROID TOAN THAN KEO DAI iT NHAT 3
NGAY TRONG VONG 12 THANG QUA, HOAC iT NHAT MOT
DOT TRAM TRONG DAC BIET BE PHAI NHAP VIEN HOAC BEN
CAP CUYU TRONG VONG 12 THANG QUA, HOAC KIEM SOAT
TRIEN CHUNG KEM MAC DU BANG PIEU TR| HIEN TAI BUOC
CHUNG MINH BO'l iT NHAT BA TRONG SO CAC TRIEU CHUNG
SAU DAY TRONG VONG 4 TUAN QUA: (A) TRIEU CHU'NG HEN
SUYEN VAO BAN NGAY HON HAI LAN/TUAN, (B) BAT KY BEM
NAO THU'C DAY Vi HEN SUYEN, (C) THUOC GIAM TRIEU
CHUNG SABA HON HAI LAN/TUAN, (D) BAT KY HAN CHE
HOAT BDONG NAO DO HEN SUYEN. BAN PAU/GIA HAN: TAT CA
CAC CHI BINH: KHONG SU DUNG BONG THO!I VO'I CAC PHAN
TU NHO SINH HOC HE THONG KHAC HOAC CAC PHAN TU
NHO CO MUC TIEU (Vi DU: CHAT U'C CHE JAK, CHAT U’C CHE
PDE-4) CHO CHI BINH TWONG TU. GIA HAN: HEN SUYEN: 1)
TIEP TUC SU DUNG ICS VA MOT LOAI THUOC DUY TRI KHAC,
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
VA’2) PI-JAN NG LAM SANG bUoC CHL"J’NG'MINH BOI: (A) .
GIAM SO bOT PHUCIHOI HEN SUYEN TU MUC I?AU, (B) GIAM
SU DUNG TH,UOC‘CU’Q HO, (C) TANG TY LE PHAN TRAM
FEV1 DU BOAN TU GIA TRI CO BAN TRUOC KHI E)JEU TR,
HQAC (D) GIAM MUC 15]0) NGHIEM TRONG HOAC TAN SUAT
CUA CAC TRIEU CHUNG LIEN QUAN DEN BENH’HEN SUYEN.
U HAT UA EOSIN CO VIEM DA MACH (EGPA): GIAM TF}IEU
CHUNG EGPA SO VO'I BAN BAU HOAC KHA NANG GIAM/LOAI
BO VIEC SU DUNG CORTICOSTEROID.

Chi Dinh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Swr Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Co

Phép Tién
Quyet
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BETAINE

San Pham Bi Anh Hwéng

o betaine

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BEVACIZUMAB-BVZR

San Pham Bi Anh Hwéng
« ZIRABEV

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

52



BEXAROTENE

San Pham Bi Anh Hwéng

o bexarotene

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BINIMETINIB

San Pham Bi Anh Hwéng
« MEKTOVI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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BORTEZOMIB

San Pham Bi Anh Hwéng
e bortezomib injection - BORUZU

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

55



BOSENTAN

San Pham Bi Anh Hwéng
bosentan oral tablet

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

TANG HUYET AP DONG MACH PHOI (PAH): BAN DAU: CHAN

Bat Budc DQAN buQC XAC NHAN BANG CACH BAT THONG TIM PHAI
VOI1 CAC THONG SO SAU: 1) AP LUC DONG MACH PHQI
TRUNG BINH (PAP) LON HON 20 MMHG, 2) AP SUAT MAU
MACH PH(?I (PCWP) 15 MMHG HOAC IT HON, VA 3) SUC CAN
MACH PHOI (PVR) LON HON 2 BON V| WOOD

Giéi Han b6

Tudi

Giéi Han PAH: BAN DAU: buQC KE~ TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC SI PHOL.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | PAH: BAN DAL}: 1) KHONG coO ENZYME GAN (ALT, AST) TANG
CAO HON 3 LAN GIOI HAN TREN CUA‘MU’C BINH THUONG
(ULN) HOAC TANG BILIRUBIN LEN 2 LAN TRO LEN, VA 2)
KHONG SU’ DUNG BONG THO1 VOl CYCLOSPORINE A HOAC
GLYBURIDE. GIA HAN: KHONG SU DUNG BONG THO' VOI
CYCLOSPORINE A HOAC GLYBURIDE.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyét Phan B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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BOSUTINIB

San Pham Bi Anh Hwéng
. BOSULIF ORAL CAPSULE 100 MG, « BOSULIF ORAL TABLET 100 MG,

50 MG 400 MG, 500 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | BENH BACH C,i_}U TUY MAN TiNH CO NHIEM §AC TiNH )

Bat Budc DUONG TINH O PHILADELPHIA (Ph+ CML) DA BUQC DIEU
TRI TRUOC DAY: PHAN TICH BOT BIEN TRUOC KHI BAT BAU
VA BOSULIF PHU HOP VO BANG HUONG DAN CUA NCCN bPE
DPDUQOC KHUYEN NGHI BIEU TRI DUA TREN HO SO bOT BIEN
BCR-ABL1.

Gi¢i Han b6

Tuoi

Gi®i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phap Tién

Quyet
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BRIGATINIB

San Pham Bi Anh Hwéng
. ALUNBRIG ORAL TABLET 180 MG, « ALUNBRIG ORAL TABLETS,DOSE
30 MG, 90 MG PACK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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C1 ESTERASE INHIBITOR-HAEGARDA

San Pham Bi Anh Hwéng
HAEGARDA SUBCUTANEOUS
RECON SOLN 2,000 UNIT, 3,000

UNIT

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

PHU MACH DI TRUYEN (HAE): BAN DAU: 1) LOAI Ill HAE, HOAC

Bat Budc 2) LOAI 1 HOAC Il HAE bUQC XAC NHAN BGI MOT TRONG
CAC XET NGHIEM BO SUNG SAU DAY: NONG BO PROTEIN
C1-INH, NONG DO PROTEIN C4, NONG BO CHUC NANG C1-
INH, C1Q.

Gi¢i Han b6

Tuoi

Giéi Han HAE: BAN E}AU: bUQOC KE~ TOA BO’I HOAC SAU KHI THAM

Nguwoi Ké Toa | KHAOY KIEN CUA BAC ST HUYET HOC, BAC SI MIEN DI UNG
HOAC BAC SI PHOI.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | HAE: BAN jE)‘AU/GIA HAN: KHCA)NG’E)IEU TRI DONG THO!I VOI
THUOC PHONG NGUA THAY THE CHO CAC CUOC bOT QUY
HAE

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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CABOZANTINIB CAPSULE

San Pham Bi Anh Hwéng
« COMETRIQ ORAL CAPSULE 100 MG/DAY (80 MG X1-20 MG X3), 60
MG/DAY(80 MG X1-20 MG X1), 140 MG/DAY (20 MG X 3/DAY)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CABOZANTINIB TABLET

San Pham Bi Anh Hwéng
« CABOMETYX ORAL TABLET 20 MG,
40 MG, 60 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CANNABIDIOL

San Pham Bi Anh Hwéng

EPIDIOLEX

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BAN DAU: HOI CHUNG DRAVET (DS), HOI (;HU’NG LENNOX-

Nguwoi Ké Toa | GASTAUT (LGS), HOI CHUNG XO CUNG CU (TSC): BUOC KE
TOA BO'I HOAC KHI THAM KHAOQO Y KIEN CUA BAC SI THAN
KINH.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | BAN E)AU’: LGS: THL]’ NGHIEM HOAC CHQNG CHI BINH VOI
HAI THUOC CHONG BONG KINH SAU DAY: RUFINAMIDE,
FELBAMATE, CLOBAZAM, TOPIRAMATE, LAMOTRIGINE,
CLONAZEPAM.

Chi Pinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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CAPIVASERTIB

San Pham Bi Anh Hwéng
. TRUQAP

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CAPMATINIB

San Pham Bi Anh Hwéng
. TABRECTA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CARGLUMIC ACID

San Pham Bi Anh Hwéng

carglumic acid

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN BDAU: TANG AMMONIUM MAU CAP TiNH HOAC MAN TiNH

Bat Budc (HA) DO THIEU ACETYLGLUTAMATE SYNTHASE (NAGS): BOT
BIEN GEN NAGS bU'QC XAC NHAN BANG XET NGHIEM SINH
HOA HOAC DI TRUYEN. HA CAP TINH DO AXIT MAU
PROPIONIC (PA): 1) BUQC XAC NHAN BO1 NONG BO AXIT
METHYLCITRIC TANG CAO VA NONG BO AXIT
METHYLMALONIC BINH THUONG, HOAC 2) XET NGHIEM DI
TRUYEN XAC NHAN BOT BIEN TRONG GEN PCCA HOAC
PCCB. HA CAP TINH DO BENH AXIT METHILMALONIC (MMA):
1) PUQC XAC NHAN BOI NONG DO AXIT METHILMALONIC,
AXIT METHILCITRIC TANG CAO HOAC 2) XET NGHIEM DI
TRUYEN XAC NHAN BOT BIEN TRONG GEN MMUT, MMA,
MMAB HOAC MMADHC.

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | HA CAP TiNH DO NAGS/PAIMMA: 7 NGAY. HA MAN TiNH DO

Hiém NAGS: BAN DAU: 6 THANG, GIA HAN: 12 THANG

Tiéu Chi Khac | GIA HAN: HA MAN TiNH DO NAGS: BENH NHAN PA CAI THIEN
VE LAM SANG.

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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CERITINIB

San Pham Bi Anh Hwéng
« ZYKADIA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CERTOLIZUMAB PEGOL

San Pham Bi Anh Hwéng

o CIMZIA 200 MG/ML SYRINGE KIT o« CIMZIA SUBCUTANEOUS SYRINGE
e CIMZIA POWDER FOR RECONST KIT 400 MG/2 ML (200 MG/ML X 2)

e CIMZIA STARTER KIT

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN BAO PHU 3 PHAN TRO LEN DIEN TiCH BE MAT CO THE
HOAC TON THUONG VAY NEN ANH HUONG DEN TAY, CHAN,
MAT, DA DAU HOAC VUNG SINH DUC. VIEM KHOP COT SONG
TRUC KHONG THAY TREN X-QUANG (NR-AXSPA): 1) NONG
PO PROTEIN PHAN (NG C (CRP) VUQT QUA GIOT HAN TREN
CUA MU'C BINH THUONG HOAC 2) VIEM KHOP CUNG CHAU
TREN CHUP CONG HUONG TU (MRI).

Gi¢i Han b6

Tudi

Giéi Han BAN DAU: VIEM KHOP DANG THAP (RA), VIEM COT SONG

Ngwoi Ké Toa | DINH KHOP (AS), NR-AXSPA, VIEM KHOP TU PHAT O THIEU
NIEN (PJIA): PUQC KE TOA BO'I HOAC KHI THAM KHAO Y
KIEN CUA BAC ST THAP KHOP. VIEM KHOP VAY NEN (PSA):
PUOC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
SI DA LIEU HOAC BAC ST THAP KHOP. BENH CROHNS (CD):
PUOC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST TIEU HOA. PSO: BUOC KE TOA BOI HOAC KHI THAM KHAO
Y KIEN CUA BAC STDA LIEU.

Thei Gian Bao | BAN BDAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN PAU: RA: THU NGHIEM HOAC CHONG CHIi BINH VOI HAI

THUOC BU'QC UU TIEN SAU PAY:
HUMIRA/CYLTEZO/YUFLYMA, XELJANZ, RINVOQ, ORENCIA.
PSA: THU NGHIEM HOAC CHONG CHI BINH VO'I HAI THUOC
DUOC LU TIEN SAU DAY: COSENTYX,
HUMIRA/CYLTEZO/YUFLYMA, SELARSDI/YESINTEK, XELJANZ,
RINVOQ, SKYRIZI, TREMFYA, ORENCIA, OTEZLA. AS: THU
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

NGHIEM HOAC CHONG CHI BINH V&1 HAI THUOC PUQC UU
TIEN SAU PAY: COSENTYX, HUMIRA/CYLTEZO/YUFLYMA,
XELJANZ, RINVOQ. CD: TH( NGHIEM HOAC CHONG CHI BINH
VOI MOT TRONG CAC THUOC BUQC UU TIEN SAU PAY:
SELARSDI/YESINTEK, HUMIRA/CYLTEZO/YUFLYMA, RINVOQ,
SKYRIZI, TREMFYA. PSO: THU NGHIEM HOAC CHONG CHI
BINH VOI HAI THUOC BUQ'C UU TIEN SAU DAY: COSENTYX,
HUMIRA/CYLTEZO/YUFLYMA, SELARSDI/YESINTEK, SKYRIZI,
TREMFYA, OTEZLA. NR-AXSPA: THJ NGHIEM HOAC CHONG
CHI BINH V&1 THUOC NSAID. PJIA: THU NGHIEM HOAC
CHONG CHI BINH VO HAI THUOC BUQC UU TIEN SAU PAY:
HUMIRA/CYLTEZO/YUFLYMA, XELJANZ IR, ORENCIA,
RINVOQ. BAN DAU CHO RA, PSA, PSO, AS, CD, PJIA: KHONG
YEU CAU THU NGHIEM HOAC CHONG CHI BINH V&1 CAC
THUOC BU'G'C NEU BENH NHAN DANG MANG THAI, DANG
CHO CON BU HOAC CO GANG MANG THAI. BAN DAU/GIA
HAN: TAT CA CAC CHI BINH: KHONG SU’ DUNG DONG THOI
VOI CAC PHAN TU’ NHO SINH HOC HE THONG KHAC HOAC
CAC PHAN TU' NHO CO MUC TIEU (Vi DY: CHAT U'C CHE JAK,
CHAT U'C CHE PDE-4) CHO CHI BINH TUONG TU. GIA HAN
FOR RA, PSA, AS, PSO, NR-AXSPA, PJIA: TIEP TUC BUQC
HUONG LQI iCH T THUOGC.

Chi Dinh

Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Pidu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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CETUXIMAB

San Pham Bi Anh Hwéng
« ERBITUX

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CLADRIBINE

San Pham Bi Anh Hwéng

« MAVENCLAD

(10 TABLET PACK) « MAVENCLAD (7 TABLET PACK)

« MAVENCLAD (4 TABLET PACK) « MAVENCLAD (8 TABLET PACK)
« MAVENCLAD (5 TABLET PACK) « MAVENCLAD (9 TABLET PACK)
« MAVENCLAD (6 TABLET PACK)

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trov

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Ngwéi Ké Toa

Thoi Gian Bao | 48 TUAN.

Hiém

Tiéu Chi Khac | DANG TAI PHAT CUA BENH DA XO CUNG (MS): CHUA BUQC
DBIEU TRI MAVENCLAD ]’ONG CONG HAI NAM (TUC LA HAI
LICH BIEU TRI HANG NAM, MOI LAN, HAI CHU KY).

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phép Tién
Quyet
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CLOBAZAM-SYMPAZAN

San Pham Bi Anh Hwéng

SYMPAZAN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BAN E)AUA: HOI CH,L'J’NG LENNOX-GASTAUT (LGS): LIEp PHAP

Nguwoi Ké Toa |DUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
SI THAN KINH.

Thei Gian Bao | BAN DAU/GIA HAN:12 THANG

Hiém

Tiéu Chi Khac | LGS: BAN DAU: QHC)NG CHIBINH VOI HOAC KHQNG THE
NUOT THUOC VIEN HOAC DUNG DICH THUOC CUA
CLOBAZAM.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu [Cé

Phég Tién
Quyet
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COBIMETINIB

San Pham Bi Anh Hwéng
« COTELLIC

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CORTICOTROPIN

San Pham Bi Anh Hwéng
CORTROPHIN GEL INJECTION

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai | BAN DAU: KHONG BUQC CHAP THUAN CHO MUC DICH CHAN

Triv

DOAN.

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi¢i Han BAN DAU: TAT CA CAQ CHI BINH BUQC FDA CHAP THUA,N

Nguwoi Ké Toa | NGOAI TRU CO GIAT QTRE SO SINH VA BENH DA XO CUNG
(MS): PUQC KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN
CUA BAC SI THAP KHOP, BAC SI DA LIEU, BAC SI D|
UNG/MIEN DICH, BAC SI NHAN KHOA, BAC S PHOI HOAC
BAC SI THAN.

Théi Gian Bao | CO GIAT O TRE SO SINH VA MS: 28 NGAY. TAT CA CAC CHI

Hiém DINH KHAC bUQC FDA CHAP THUAN: BAN DAU/GIA HAN: 12
THANG

Tiéu Chi Khac | BAN BAU: TAT CA CAQ CHF’D!NH BUQC FDA CHAP THUAN
NGOAI TRU CO GIAT O TRE SO SINH: THY NGHIEM_HOAC
CHONG CHI DBINH VOI CORTICOSTEROID BUONG TINH MACH
(IV). GIA HAN: TAT‘CA CAC CHI BINH BUGQC FDA CHAP ]
THUAN NGOAI TRU CO GIAT O TRE SO SINH VA MS: LO'TICH
LAM SANG DA BUQC CHUNG MINH TRONG KHI D‘IEU TRI KHI
bUOC CHi‘D!NH BOIVIEC QIAM TRIEU CHUNG VA/HOAC
BINH THUONG HOA CAC XET NGHIEM. PHAN B TRUOC
PHAN D LIEU PHAP BUOC, CHI AP DUNG CHO NGU Ol
HUONG LOI TRONG CHUONG TRINH MA-PD.

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Theo Hwéng
Dan

Diéu Kién Tién
Quyet Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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CRIZOTINIB CAPSULE

San Pham Bi Anh Hwéng
« XALKORI ORAL CAPSULE

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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CRIZOTINIB PELLETS

San Pham Bi Anh Hwéng
« XALKORI ORAL PELLET 150 MG, 20
MG, 50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO (NSCLC), U
LYMPHO TE BAO LON KHONG BIET HOA (ALCL), U NGUYEN
BAO CO XO VIEM (IMT): KHONG THE NUOT VIEN NANG.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DABRAFENIB CAPSULES

San Pham Bi Anh Hwéng
« TAFINLAR ORAL CAPSULE

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DABRAFENIB SUSPENSION

San Pham Bi Anh Hwéng
« TAFINLAR ORAL TABLET FOR
SUSPENSION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | KHONG THE NUOT VIEN NANG TAFINILAR.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DACOMITINIB

San Pham Bi Anh Hwéng
« VIZIMPRO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO DI CAN (NSCLC):
KHONG BUQC DIEU TR DONG THO1 VOI CHAT U'C CHE
KINASE-INHIBITOR.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DALFAMPRIDINE

San Pham Bi Anh Hwéng

dalfampridine

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BENH DA XO CUNG (MS): BAN E)[ZAU: bBUOC KE‘TOA BOI

Ngwoi Ké Toa | HOAC KHI THAM KHAO Y KIEN CUA BAC SI THAN KINH.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | MS: BAN PAU: cO TRIEU CHL'J"NG KHUYET‘TAT bIBONHU
YEU TO HAI CHI DUOT NHE BEN TRUNG BINH HOAC YEU TO
MOT BEN KEM VOI CHAN DUGO1 HOAC ROI LOAN THAN. GIA
HAN: CAI THIEN KHA NANG DI BO.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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DAROLUTAMIDE

San Pham Bi Anh Hwéng

NUBEQA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU TL}YEN TIEN LIET KHCA),NG DI CAN, KHONG PAP
UNG TOT VOI LIEU PHAP NOI TIET TO (NMCRPC), UNG THU
TUYEN TIEN LIET DI CAN NHAY CAM VOI PHUONG PHAP
HOAT TINH (MCSPC): 1) BA PHAU THUAT CAT BQ TINH HOAN
HAI BEN, 2) NONG DO TESTOSTERONE TRIET SAN (TUC LA
DUO1 50 NG/DL), HOAC 3) SU DUNG BDONG THOI VOI THUOC
TUONG TUY GIAI PHONG HORMON GONADOTROPIN (GNRH)

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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DASATINIB

San Pham Bi Anh Hwéng
o dasatinib oral tablet 100 mg, 140 mg,
20 mg, 50 mg, 70 mg, 80 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | BENH BACH C,i_}U TUY MAN TiNH CO NHIEM §AC TiNH )

Bat Budc DUONG TINH O PHILADELPHIA (Ph+ CML) DA BUQC DIEU
TRI TRUOC DAY: PHAN TICH BOT BIEN TRUOC KHI BAT BAU
VA DASATINIB PHU HOP VO BANG HUONG DAN CUA NCCN
CHO CAC KHUYEN NGHI BIEU TRI DA TREN HO SO bOT
BIEN BCR-ABLA1.

Gi¢i Han b6

Tuoi

Gi®i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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DATOPOTAMAB DERUXTECAN-DLNK

San Pham Bi Anh Hwéng
« DATROWAY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DECITABINE/CEDAZURIDINE

San Pham Bi Anh Hwéng
.« INQOVI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

87



DEFERASIROX

San Pham Bi Anh Hwéng
» deferasirox oral granules in packet » deferasirox oral tablet

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: QUA TAI SAT MAN TINH DO TRUYEN MAU: NONG
PO FERRITIN HUYET THANH LUON CAO HON 1000 MCGIL.
TINH TRANG QUA TAI SAT MAN TiNH O BENH THALASSEMIA
KHONG PHU THUOC VAO TRUYEN MAU (NTDT): 1) NONG DO
FERRITIN HUYET THANH LUON CAO HON 300 MCGIL (iT
NHAT HAI KET QUA XET NGHIEM TRONG BA THANG TRUGC
PO), VA 2) NONG DO SAT TRONG GAN (LIC) TU' 5 MG FE/G
TRONG LUONG KHO CUA GAN TRO LEN. GIA HAN: QUA TA|
SAT MAN TINH DO TRUYEN MAU: NONG DO FERRITIN HUYET
THANH LUON CAO HON 500 MCG/L. NTDT: 1) NONG DO
FERRITIN HUYET THANH LUON TREN 300 MCG/L (iT NHAT HAI
GIA TRI XET NGHIEM TRONG BA THANG TRUOC PO) HOAC 2)
LIC 3 MG FE/G TRONG LUONG KHO CUA GAN HOAC LON
HON.

Giéi Han b6
Tudi

Gi¢i Han
Ngweoi Ké Toa

BAN DAU: QUA TAI SAT MAN TiNH DO TRUYEN MAU HOAC
NTDT: DPUQC KE TOA BOT HOAC SAU KHI THAM KHAO Y KIEN
CUA BAC STHUYET HOC HOAC BAC STHUYET HOC/BAC Si
UNG THU.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN BDAU: QUA TAI SAT MAN TiNH DO TRUYEN MAU HOAC
NTDT: GOl RAC DEFERASIROX: THUY NGHIEM HOAC CHONG
CHI BINH VO'I| DEFERASIROX DANG VIEN NEN DUNG BUONG
UONG HOAC DANG VIEN NEN DUNG PE DUNG PHA DUNG
DICH UONG.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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DENOSUMAB-BMWO-OSENVELT

San Pham Bi Anh Hwéng
« OSENVELT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DENOSUMAB-XGEVA

San Pham Bi Anh Hwéng
« XGEVA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DEUTETRABENAZINE

San Pham Bi Anh Hwéng

AUSTEDO ORAL TABLET 12 MG, 6

MG, 9 MG

AUSTEDO XR ORAL TABLET .
EXTENDED RELEASE 24 HR 12 MG,

18 MG, 24 MG, 30 MG, 36 MG, 42
MG, 48 MG, 6 MG

AUSTEDO XR TITRATION KT(WK1-
4)

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Thong Tin Y Té

Bat Buéc

Gi¢i Han b6

Tuoi

Giéi Han BENH HUNTINGTON: BUQC KE~TOA BOI HOAC SAU KHI

Nguwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI THAN KINH HOAC BAC SI
CHUYEN GIA ROI LOAN VAN DONG. ROI LOAN VAN BONG
MUON: BUQC KE TOA BO1 HOAC SAU KHI THAM KHAO Y
KIEN CUA BAC SI THAN KINH, BAC SI TAM THAN HOAC BAC S
CHUYEN GIA ROI LOAN VAN DONG.

Thoi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac RQI LOAN VAN BONG MUON: TIEN SU DUNG CAC THUOC
GAY ROI LOAN VAN DONG MUON.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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DICLOFENAC TOPICAL SOLUTION

San Pham Bi Anh Hwéng
« diclofenac sodium topical solution in
metered-dose pump

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Thei Gian Bao | 6 THANG
Hiém

Tiéu Chi Khac | VIEM XUONG KHOP BAU GOI: THU NGHIEM HOAC CHONG
CHI BINH VOI PHIEN BAN CONG THU'C DICLOFENAC NATRI
1.5% DUNG NGOAI DA.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu [Cé
Phap Tién
Quyet
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DICLOFENAC-FLECTOR

San Pham Bi Anh Hwéng
« diclofenac epolamine

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Binh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phép Tién
Quyet
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DIMETHYL FUMARATE

San Pham Bi Anh Hwéng

o dimethyl fumarate oral
capsule,delayed release(dr/ec) 120
mg, 120 mg (14)- 240 mg (46), 240 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DIROXIMEL FUMARATE

San Pham Bi Anh Hwéng
« VUMERITY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DORDAVIPRONE

San Pham Bi Anh Hwéng
« MODEYSO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DOSTARLIMAB-GXLY

San Pham Bi Anh Hwéng
« JEMPERLI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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DRONABINOL CAPSULE

San Pham Bi Anh Hwéng
» dronabinol

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao |6 THANG
Hiém

Tiéu Chi Khac | Budn nén va nén mira lién quan dén héa tri ung thu: THQ’ ’
NGHlEM HPAC QHONG CHI DINH VO'I MOT LIEU PHAP THUOC
CHONG NON MUA.

Chi Dinh T4t ca cac Chi Binh dwoc Co Quan Quan Ly Thwec Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu [Co
Phap Tién
Quyet
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DROXIDOPA

San Pham Bi Anh Hwéng

droxidopa

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

HA HUYET AP TU’ THE DO THAN KINH (NOH): BAN DAU: 1) PO

Bat Budc HUYET AP BAN DAU KHI BENH NHAN DANG NGC)I VA TRONG
VONG 3 PHUT SAU KHI BUNG TU TU THE NAM NGUA. 2)
GIAM IT NHAT 20 MMHG HUYET AP TAM THU HOAC 10 MMHG
HUYET AP TAM TRUONG TRONG VONG BA PHUT SAU KHI
DUNG LEN TU TU THE NGOI.

Giéi Han b6

Tudi

Giéi Han NOH: BAN DAU:,DU’QC KI? TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI THAN KINH HOAC BAC SI TIM
MACH.

Thoi Gian Bao | BAN DAU: 3 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | NOH: GIA HAN: TIEP TUC BUQC HUONG LQI iCH TU THUOC.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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DUPILUMAB

San Pham Bi Anh Hwéng

DUPIXENT PEN

o DUPIXENT SYRINGE

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Tiéu chi PA:

Dang cho phé duyét CMS

Thong Tin Y Té
Bat Budc

Tiéu chi PA:

Dang cho phé duyét CMS

Giéi Han b6
Tudi

Tiéu chi PA:

Dang cho phé duyét CMS

Gi®i Han
Nguwéi Ké Toa

Tiéu chi PA:

Dang cho phé duyét CMS

Thp’i Gian Bao
Hiem

Tiéu chi PA:

Dang cho phé duyét CMS

Tiéu Chi Khac | Tiéu chi PA: Bbang cho phé duyét CMS
Chi Dinh Tiéu chi PA: Bbang ch& phé duyét CMS
Sw Dung Tiéu chi PA: BDang ch& phé duyét CMS
Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién
Quyét Phan B

Tiéu chi PA:

Dang cho phé duyét CMS

Yéu Cau Liéu
Phép Tién
Quyet

Tiéu chi PA:

Dang cho phé duyét CMS
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DUVELISIB

San Pham Bi Anh Hwéng
« COPIKTRA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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EFLORNITHINE

San Pham Bi Anh Hwéng
« IWILFIN

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 24 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ELACESTRANT

San Pham Bi Anh Hwéng
« ORSERDU ORAL TABLET 345 MG,
86 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ELAGOLIX

San Pham Bi Anh Hwéng
ORILISSA ORAL TABLET 150 MG,

200 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | DPAU TU VUA BPEN NANG LIEN QUAN,E)EN BENH (LAC NOI

Bat Budc MAC TU CUNG: BAN BAU: CHAN DOAN bUQC XAC NHAN
THONG QUA PHAU THUAT HOAC QUAN SAT TRUC TIEP (VI
DU: SIEU AM CHAU) HOAC XAC NHAN GIAI PHAU BENH LY (VI
DU: NOI SOI BUNG HOAC MAU PHAU THUAT) TRONG 10 NAM
QUA.

Gi¢i Han b6 DAU TQ’ VUA BEN NANG LIEN QUAN D)ENABENH (LAC NOI

Tuoi MAC TU CUNG: BAN BAU: 18 TUOI TRO LEN

Gi¢i Han DAU TL‘}’ VUA BEN NANG LIEN QUAN DEN BENH (LAC NOI

Nguwoi Ké Toa | MAC TU CUNG: BAN BAU: BUQC KE TOA BOT HOAC SAU KHI
THAM KHAOQO Y KIEN CUA BAC SI SAN PHU KHOA.

Théi Gian Bao | BAN DAU: 6 THANG, GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac |bAU TQ’ VUA BEN NANG LIEN QUAN DEN BENH (LAC NOI
MAC TU CUNG: BAN DAU: 1) KHONG SU DUNG DONG THOI
VOI THUOC BIEU CHINH GNRH KHAC VA 2) THU NGHIEM
HOAC CHONG CHI BINH VOI THUOC NSAID VA CHE PHAM CO
CHUA PROGESTIN. GIA HAN: 1) CAI THIEN BAU LIEN QUAN
DEN BENH LAC NOI MAC TU CUNG TRONG KHI BIEU TRI, VA
2) KHONG SU DUNG BONG THOI VOI THUOC DIEU CHE
GNRH KHAC

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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ELAPEGADEMASE-LVLR

San Pham Bi Anh Hwéng

REVCOVI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

SUY GIAM MIEN DICH NGHIEM TRONG BAM SINH DO THIEU

Bat Budc HUT ADENOSINE DEAMINASE (ADA-SCID): BAN DAU: ADA-
SCID NHU bUQC BIEU’HIEN BO': 1) XET NGHIEM DI TRUYEN
XAC NHAN, HOAC 2) KET QUA PHONG XET NGHIEM GOl Y (VI
DU: NUCLEOTIDE DEOXYADENOSINE TANG CAO [DAXP]
LEVELS, GIAM BACH CAU) VA CAC DAU HIEU/TRIEU CHUNG
DANG CHU Y (VI DU: NHIEM TRUNG TAI PHAT, KHONG PHAT
TRIEN, TIEU CHAY LIEN TUC).

Giéi Han b6

Tudi

Gi&i Han ADA-SCID: BAN DAU: BUQC KE~TO,§ BOI HOAC SAU KHI

Nguwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI MIEN DICH, BAC ST HUYET
HOC/BAC SI UNG THU HOAC BAC SI CHUYEN VE ROI LOAN
CHUYEN HOA DI TRUYEN.

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | ADA-SCID: GIA HAN: 1) QAI THIEI\! HOAC DUY TRI CHUC )
NANG MIEN DICH TU MUC CO BAN, VA 2) CHUA bUQC BIEU
TRI HCT HOAC GEN THANH CONG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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ELEXACAFTOR-TEZACAFTOR-IVACAFTOR

San Pham Bi Anh Hwéng

o TRIKAFTA ORAL GRANULES IN o TRIKAFTA ORAL TABLETS,
PACKET, SEQUENTIAL SEQUENTIAL

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | XO NANG (CF): BAN DAU: PA XAC NHAN DOT ‘BIEN TRONG

Bat Budc GEN CFTR CO THE BUQC CHAP NHAN PE DIEU TRI BENH XO
NANG.

Giéi Han b6

Tudi

Giéi Han CF: BAN DAL}: bUQC xKE TOA BOI HOAC KHI THAM KHAO Y

Ngwoi Ké Toa | KIEN CUA BAC SI PHOI HOAC CHUYEN GIA XO NANG.

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: TRON DOl

Hiém

Tiéu Chi Khac | CF: GIA HAN: CAl THIEN TINH TRANG LAM SANG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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ELRANATAMAB-BCMM

San Pham Bi Anh Hwéng
« ELREXFIO 44 MG/1.1 ML VIAL « ELREXFIO SUBCUTANEOUS
INNER, SUV, P/F SOLUTION 40 MG/ML

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG
Hiém

Tiéu Chi Khac | U TUY DA TAI PHAT HOAC KHANG THUOC: GIA HAN: 1) DA
PUQC PIEU TRI iT NHAT 24 TUAN BANG ELREXFIO VA 2) DA
PAP NG VOI DIEU TR| (PAP UNG MQT PHAN HOAC TOT
HON) VA DUY TRi DAP (NG NAY TRONG T NHAT 2 THANG.
THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh T4t ca cac Chi Binh dwoc Co Quan Quan Ly Thwec Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ELTROMBOPAG - ALVAIZ

San Pham Bi Anh Hwéng

ALVAIZ

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

GIAM TIEU CAU MIEN DICH LIEN TUC HOAC MAN TiNH (ITP):

Bat Budc BAN DAU: 1) SO LUONG T!EU CAU DUOI 30 X 10"9/L HOAC 2)
SO LUONG TIEU CAU DUO1 50 X 10"9/L VA CO MOT SU KIEN
CHAY MAU TRUOC bO.

Giéi Han b6

Tudi

Gi¢i Han BAN DAU: ITP: DUOC KE TOA BO’I HOAC SAU KHI THAM

Ngweoi Ké Toa | KHAO Y KIEN CUA BAC SI HUYET HOC HOAC BAC SI MIEN
DICH.

Thoi Gian Bao | ITP: BAN fE)AU: 6 THANG, GIA HAN: 12 THANG VIEM GAN C,

Hiém THIEU MAU NANG: 12 THANG

Tiéu Chi Khac | BAN DAU: ITP: 1) THU NGHIEM HOAC CHONG CHI BINH VO
MOT LOAI CORTICOSTEROID HQAC IMMUNOGLOBULIN,
HOAC PHAN UNG KHONG bU VOI VIEC PHAU THUAT CAT BC
LA LACH, VA 2) KHONG SU DUNG DONG THO1 VOI CAC CHAT
CHU VAN THU THE THROMBOPOIETIN KHAC (TPO-RAS)
(TPO-RAS). GIA HAN: ITP: 1) CAl :I'HIEN SO LUONG TIEU CAU
SO VOIBAN DAU HOAC GIAM CAC LAN CHAY MAU, VA 2)
KHONG SU DUNG BONG THO'I VOI CAC CHAT UC CHE TPO-
RAS.

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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ELTROMBOPAG - PROMACTA

San Pham Bi Anh Hwéng
« eltrombopag olamine oral powder in e eltrombopag olamine oral tablet 12.5

packet 12.5 mg, 25 mg mg, 25 mg, 50 mg, 75 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trov

Thong Tin Y Té PERSISTENT OR CHRONIC IMMUNE THROMBOCYTOPENIA

Bat Buéc (ITP): BAN DAU: 1) SO LUONG TIEU CAU DU Ol 30 X 10M9/L TV
IT NHAT 2 XET NGHIEMZRIENG BIET TRONG 3 THANG QUA,
HOAC 2) SO LUQNG TIEU CAU DUG150 X 1079/L TU [T NHAT
2 XET NGHIEM RIENG BIET TRONG 3 THANG QUA VA CO MOT
SU KIEN CHAY MAU TRUOC DO.

Gi¢i Han b6

Tuoi

Gi®i Han BAN DAU: ITP: DPUOC KE TOA BCI HOAC SAU KHI THAM.

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI HUYET HOC HOAC BAC SI MIEN
DICH.

Th&i Gian Bao | ITP: BAN DAU: 6 THANG, GIA HAN: 12 THANG VIEM GAN C,

Hiem THIEU MAU NANG: 12 THANG

Tiéu Chi Khac | BAN DAU: ITP: 1) DA TUNG DUNG THU HOAC CO CHONG CHI
DINH VOI MOT LOAI CORTICOSTEROID HOAC o
IMMUNOGLOBULIN MIEN DICH, HO‘AC DA KHONG bAP UNG
DU vVOI PHAU THUAT CAT LACH, VA 2) KHONG SU’ DUNG
DONG THO'l VO'I CAC CHAT CHU VAN THU THE )
THROMBOPOIETIN (TPO-RAS) KHAC. TAT CA CAC CHI DINH:
GOI HON DICH UONG ELTROMBOPAG: THU NGHIEM DANG
VIEN NEN ELTROMBOPAG TRONG DANH MUCATHUIC)C HOAC
BENH NHAN KHONG THE’DUNG NAP DANG VIEN NEN. QIA
HAN: ITP: 1) CAI THIEN SO LUQNG TIEU CAU SO VOI MUC
BAN BAU HOAC GIAM CAC BIEN CO CHAY MAU, VA 2) KHONG
SU DUNG BONG THO'I VOI CAC THUOC TPO-RAS KHAC.

Chi Dinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thwc Phdm va Dwoc

Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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ENASIDENIB

San Pham Bi Anh Hwéng
« IDHIFA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ENCORAFENIB

San Pham Bi Anh Hwéng
« BRAFTOVI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ENSARTINIB

San Pham Bi Anh Hwéng
« ENSACOVE ORAL CAPSULE 100
MG, 25 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ENTRECTINIB CAPSULES

San Pham Bi Anh Hwéng
« ROZLYTREK ORAL CAPSULE 100
MG, 200 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ENTRECTINIB PELLETS

San Pham Bi Anh Hwéng
« ROZLYTREK ORAL PELLETS IN
PACKET

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO DI CAN (NSCLC),
KHOI U RAN: 1) TH’ NGHIEM HOAC CHONG CHI BINH VO
VIEN NANG ROZLYTREK BU'Q'C PHA DANG DUNG DICH
UONG, VA 2) KHO HOAC KHONG THE NUOT VIEN NANG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu [Co
Phap Tién
Quyet
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ENZALUTAMIDE

San Pham Bi Anh Hwéng

« XTANDI ORAL CAPSULE .

XTANDI ORAL TABLET 40 MG, 80
MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU TU)(EN TIEN' LIET KHONG DI CAN, DAP UNG :I'OT
VOI LIEU PHAP NOI TIET TO (NMCSPC): NGUY CO DI CAN
CAO (TUC LA PSA TANG GAP BOI TRONG 9 THANG HOAC IT
HON). UNG THU TUYEN TIEN LIET KHANG THUOC KHANG
ANDROGEN DI CAN (MCRPC). KHONG DI CAN CRPC
(NMCRPC), DI CAN CSPC (MCSPC), NMCSPC: 1) A PHAU
THUAT CAT BO TINH HOAN HAI BEN, 2) NONG BO
TESTOSTERONE TRIET SAN (TUC LA DUO1 50 NG/DL), HOAC
3) SU DUNG BONG THO'I VOI THUOC TUONG TU GIAI PHONG
HORMON GONADOTROPIN (GNRH).

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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EPCORITAMAB-BYSP

San Pham Bi Anh Hwéng
« EPKINLY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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EPOETIN ALFA-EPBX

San Pham Bi Anh Hwéng

« RETACRIT INJECTION SOLUTION 3,000 UNIT/ML, 4,000 UNIT/ML,
10,000 UNIT/ML, 2,000 UNIT/ML, 40,000 UNIT/ML
20,000 UNIT/2 ML, 20,000 UNIT/ML,

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Théng Tin Y Té | BAN DAU: BENH THAN MAN TiNH (CKD), THIEU MAU LIEN

Bat Buoc QUAN DPEN ZIDOVUDINE HOAC HOA TR| UNG THU: NONG PO
HEMOGLOBIN DUOI1 10G/DL. PHAU THUAT TU CHON, KHONG
PHAI TIM, KHONG LIEN QUAN BEN MACH : NONG DO
HEMOGLOBIN NHO HON HOAC BANG 13G/DL. GIA HAN: 1)
CKD O NGU Ol LON KHONG CHAY THAN: (A) NONG PO
HEMOGLOBIN DUOl 10G/DL HOAC, HOAC (B) NONG DO
HEMOGLOBIN DA BAT 10G/DL VA LIEU LUONG BDANG bUOC
GIAM HOAC PA BUOC GIAM/BI GIAN BPOAN PE GIAM NHU
CAU TRUYEN MAU. 2) CKD & BENH NHAN NHI: (A) NONG B0
HEMOGLOBIN DU'O'l 10G/DL HOAC (B) NONG BO
HEMOGLOBIN DA BAT HOAC VUOT QUA 12G/DL VA LIEU
LUONG DBA bUQOC GIAM/B] GIAN BOAN BE GIAM NHU CAU
TRUYEN MAU. 3) THIEU MAU LIEN QUAN DEN ZIDOVUDINE:
NONG DO HEMOGLOBIN TU 10G/DL BEN 12G/DL. 4) HOA TR
UNG THU: (A) NONG DO HEMOGLOBIN DUOl 10 G/DL, HOAC
(B) NONG DO HEMOGLOBIN KHONG VUQT QUA MUC CAN
THIET BPE TRANH TRUYEN RBC.

Gi¢i Han b6

Tudi

Gi¢i Han

Nguwéi Ké Toa

Thei Gian Bao | THIEU MAU DO HOA TRI/BENH THAN MAN TiNH KHONG CAN

Hiém CHAY THAN NHAN TAO/ZIDOVUDINE: BAN DAU/GIA HAN: 12
THANG PHAU THUAT: 1 THANG

Tiéu Chi Khac | GIA HAN: CKD: KHONG BU'QC PIEU TRI CHAY THAN NHAN

TAO. THUOC NAY CO THE BUOC KEM THEO VA BUOC BAO
HIEM THEO DICH VU LIEN QUAN DEN BENH THAN GIAI DOAN
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

CUOI HOAC BUQC BAO HIEM THEO MEDICARE PHAN D TUY
THEO HOAN CANH.

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyeét
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ERDAFITINIB

San Pham Bi Anh Hwéng
« BALVERSA ORAL TABLET 3 MG, 4
MG, 5 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ERENUMAB-AOOE

San Pham Bi Anh Hwéng
AIMOVIG AUTOINJECTOR

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PHONG NGUA DAU‘NU’A DAU: BAN E,)AU/GIA’HA[\I: KHCA)’NG
bUQOC SZL’J’ DUNG BONG THOI VOI CAC THUOC UC CHE CGRP
KHAC DE PHONG NGUA CHUNG BAU NUA DAU. GIA HAN:
GIAM TAN SUAT, MUC BO NGHIEM TRONG HOAC THO!I GIAN
DAU DAU DO BAU NUA BAU KHI BIEU TRI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phép Tién
Quyet
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ERLOTINIB

San Pham Bi Anh Hwéng
« erlotinib oral tablet 100 mg, 150 mg,
25 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO DI CAN V&I DOT
BIEN EGFR: KHONG BUQC DIEU TRI DONG THO!I VOI CHAT
(YC CHE TYROSINE KINASE EGFR.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ESKETAMINE

San Pham Bi Anh Hwéng

SPRAVATO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BAN DAL}: TRAM CAM KHANG DIEL{ TR| (TRD), ROI LOAN

Nguwoi Ké Toa | TRAM CAM NANG (MDD): BUQC KE TOA BOT HOAC KHI THAM
KHAO Y KIEN CUA BAC SI TAM THAN HOAC NHA CUNG CAP
KHAC bUQC CHUNG NHAN REMS.

Théi Gian Bao | BAN D,AU: TRD: 3 THANG. MDD: 4 TUAN. GIA HAN: TRD, MDD:

Hiem 12 THANG

Tiéu Chi Khac | BAN BAU: TRD, MDD: 1) KHONG PHAI TA]\/I THAAN, TRAM CAM
DON CUC, VA 2) KHONG LAM DUNG CHAT GAY NGHIEN. GIA
HAN: TRD, MDD: LO'1ICH LAM SANG DA BUQ'C CHUNG MINH
(CAI THIEN TRAM CAM) SO VOI BAN BAU.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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ETANERCEPT

San Pham Bi Anh Hwéng
« ENBREL .
« ENBREL MINI

ENBREL SURECLICK

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRO LEN DIEN TiCH BE MAT CO THE
HOAC TON THUONG VAY NEN ANH HUONG BEN TAY, CHAN,
MAT, DA DAU HOAC VUNG SINH DUC.

Giéi Han b6

Tubi

Gi®i Han BAN DAU: VIEM KHOP DANG THAP (RA), VIEM KHOP TU

Nguwoi Ké Toa | PHAT O THIEU NIEN (PJIA), VIEM COT SONG DINH KHOP (AS):
PUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST THAP KHOP. VIEM KHOP VAY NEN (PSA): DPUQC KE TOA
BOT HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU
HOAC BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC
KHI THAM KHAO Y KIEN CUA BAC Si DA LIEU.

Th&i Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DPAU: RA: THU NGHIEM HOAC CHONG CHI BINH TRONG

3 THANG DPIEU TR| BANG MOT THUOC CHONG THAP KHOP
TONG HOP DMARD (THUOC CHONG THAP KHOP BIEU TR
BENH) - NEU BENH NHAN DA THU’ METHOTREXATE, THI CAN
THU NGHIEM VO!I LIEU iT NHAT 20 MG MOI TUAN HOAC LIEU
DUNG NAP TOI BA. AS: THU NGHIEM HOAC CHONG CHi BINH
VOl THUOC NSAID. PSO: 1) THU NGHIEM iT NHAT 3 THANG
MOT THUOC U'C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa tri liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC U'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC UYC CHE JAK CHO CHI BINH
TUONG TU. BAN DAU/GIA HAN: TAT CA CAC CHI BINH:
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
KHONG SU DUNG DQNG THOI \/OI CAC PI-!AN TU NHO SINH
HOC HE THONG‘KH,AC HO{_XC CAC PHAN TU NI:IO CO MUC
TIEU (VI DU: CHAT UC CHE JAK, CHAT UC CHE PDE-4) CHO
CHI DINH TUONG TU. GIA HAN: TAT CA CAC CHI BINH: TIEP
TUC BUOC HUONG LQ!I iCH TU THUOC.

Chi Binh Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Swr Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phép Tién
Quyet
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EVEROLIMUS-AFINITOR

San Pham Bi Anh Hwéng
« everolimus (antineoplastic) oral tablet « torpenz oral tablet 10 mg, 2.5 mg, 5
10 mg, 2.5 mg, 5 mg, 7.5 mg mg, 7.5 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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EVEROLIMUS-AFINITOR DISPERZ

San Pham Bi Anh Hwéng
« everolimus (antineoplastic) oral tablet
for suspension

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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FECAL MICROBIOTA CAPSULE

San Pham Bi Anh Hwéng

VOWST

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 30 NGAY

Hiém

Tiéu Chi Khac NI:IIEM TRUNG CLOSTRIDIOIDES DIFFICILE (CDI): 1) TRUOC
DAY CHUA NHAN VOWST: HOAN THANH DIEU TR| KHANG
SINH CHO CDI TAI PHAT IT NHAT 3 BOT CDI), HOAC 2)
TRUOC DAY DA NHAN VOWST: (A) THAT BAI BIEU TR| (BUQC
DINH NGHIA LA SU HIEN DIEN CUA TIEU CHAY CDI TRONG
VONG 8 TUAN SAU LIEU BAU TIEN CUA VOWST VA XET
NGHIEM PHAN DUONG TINH VO C. DIFFICILE), VA (B) CHUA
NHAN BUQC HON MOT LAN DIEU TR| VOWST KEO DAI IT
NHAT 12 NGAY VA KHONG QUA 8 TUAN TRUOC DO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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FEDRATINIB

San Pham Bi Anh Hwéng

INREBIC

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac | XO TUY: BAN DAU: THU NGHIEM HOAC CHONG CHi DINH \Y/e]
JAKAF| (RUXOLITINIB). GIA HAN: TIEP TUC BUQC HUONG
LOIICH TU THUOC.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu [Co

Phép Tién
Quyet
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FENFLURAMINE

San Pham Bi Anh Hwéng

FINTEPLA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi¢i Han BAN PAU: HOI CHUNG DRAVET, HQI CHU'NG LENNOX- o

Ngwoi Ké Toa | GASTAUT (LGS): bUOQC KE TOA BOI HOAC KHI THAM KHAO Y
KIEN CUA BAC SI THAN KINH.

Thei Gian Bao | BAN BAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAUV: LGS: THU NGHIEM HOAC CHC)NG CHI BINH VOI
HAI THUOC CHONG DONG KINH SAU DAY: RUFINAMIDE,
FELBAMATE, CLOBAZAM, TOPIRAMATE, LAMOTRIGINE,
CLONAZEPAM.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu [Co

Phép Tién
Quyet
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FENTANYL CITRATE

San Pham Bi Anh Hwéng
« fentanyl citrate buccal lozenge on a

handle

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Thong Tin Y Té

Bat Buéc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | bAU LIEN QUAN DE,N UNG THU: 1) HIEN BANG D,UNG LIEU
DUY TRI THUOC GIAM BAU OPIOID CO KIEM SOAT, HOAC 2)
THU”NGHI[;EM HOAC CHONG C!—Ii DINH VOI IT NHAT MOT
THUOC GIAM BAU OPIOID BUONG UONG GIAI PHONG NGAY
LAP TUC HOAC BENH NHAN KHO NUOT VIEN NEN/VIEN
NANG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu |[Co

Phég Tién
Quyet
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FEZOLINETANT

San Pham Bi Anh Hwéng

VEOZAH

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | HOI CHUNG ROI LOAN }/AN DONG MACH TUOI MAN KINH
(VMS): BAN BAU: 1) TRAINGHIEM 7 CON BOC HQA TRO LEN
MOI NGAY VA 2) THU NGHIEM HOAC CHONG CHI BINH VOI
LIEU PHAP HORMONE (VI DU: MIENG DAN THAM DA
ESTRADIOL, ESTROGEN LIEU PHAP UONG). GIA HAN: 1) NHU
CAU TIEP TUC BIEU TRI VMS (VI DY, CON BOC HOA LIEN
TUC), GIAM 2) GIAM TAN SUAT HOAC MUC BO NGHIEM
TRONG CUA VMS DO BIEU TRI VEOZAH.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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FILGRASTIM-AAFI

San Pham Bi Anh Hwéng
« NIVESTYM

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi6i Han PUQC KE TOA BOT HOAC SAU KHI THAM KHAO Y KIEN CUA
Ngwoi Ké Toa | BAC STHUYET HOC HOAC BAC STUNG THU.

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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FINERENONE

San Pham Bi Anh Hwéng
« KERENDIA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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FINGOLIMOD

San Pham Bi Anh Hwéng
o fingolimod

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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FOSCARBIDOPA-FOSLEVODOPA

San Pham Bi Anh Hwéng

« VYALEV

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BENH PARKINSON (PD): BAN D{&U: bUQC KE TOA BOI HOAC

Ngwoi Ké Toa | KHI THAM KHAO Y KIEN CUA BAC SI THAN KINH.

Théi Gian Bao | BAN DAU: 12 THANG. GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PD: BAN iE)AU:,MOT TRONG NHLNJ,’NG DlEU SAU: 1) KH\C‘)NG TI:IE
NUOT VIEN NEN GIAI PHONG KEO DAI (ER) HOAC DUNG VIEN
NANG ER QUA ONG NUOI DUONG, HOAC 2) KHONG TUAN
THU HOAC DUNG NAP bUuQC PHAC BO ) i
CARBIDOPA/LEVODOPA BUONG UONG QUA ONG NUOI
DUONG. GIA HAN: CAI THIEN CAC TRIEU CHUNG VAN BONG
TRONG KHI DIEU TRI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |C6

Phég Tién
Quyet
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FRUQUINTINIB

San Pham Bi Anh Hwéng
« FRUZAQLA ORAL CAPSULE 1 MG, 5
MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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FUTIBATINIB

San Pham Bi Anh Hwéng

LYTGOBI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

UNG THU BUONG MAT TRONG GAN (ICCA): HOAN THANH KY

Bat Budc KIEM TRA NHAN KHOA TQAN DIEN, BAO GOM CHUP CAT LOP
QUANG HOC (OCT), TRUOC KHI BAT BAU LIEU PHAP VA
THEO LICH TRINH DA PUQC KHUYEN NGHI.

Giéi Han b6

Tudi

Gi®i Han

Ngwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac

Chi Dinh

Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Pidu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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GALCANEZUMAB-GNLM

San Pham Bi Anh Hwéng

« EMGALITY PEN

MG/ML, 300 MG/3 ML (100 MG/ML X

« EMGALITY SYRINGE 3)
SUBCUTANEOUS SYRINGE 120

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Thong Tin Y Té

Bat Buéc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Theoi Gian Bao | BAN DAU: PHONG NGL‘JjA DAU NUA DAU’: 6 TI:lANG DAU PAU

Hiém CUM TUNG CON: 3 THANG. GIA HAN (TAT CA): 12 THANG

Tiéu Chi Khac | PHONG I\JGL‘J’A DAU‘NL’J’A DAU: BAN JQ[&U/GIArHA[\I: KHQNG
BUQC SU DUNG BONG THO'I VOI CAC THUOC UC CHE CGRP
KHAC DE PHONG NGUA CHUNG DAU NUA DAU. GIA HAN:
GIAM TAN SUAT, MUC BO NGHIEM TRONG HOAC THO'I GIAN
DAU DAU DO bAU NUA DBAU KHI BIEU TRI. BAU BAU CUM
TUNG CON: GIA HAN: CAI THIEN TAN SUAT BAU bAU CUM
TUNG COM SO VOI BAN BAU.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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GANAXOLONE

San Pham Bi Anh Hwéng
« ZTALMY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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GEFITINIB

San Pham Bi Anh Hwéng
o gefitinib

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | UNG THU PHOI KHONG PHAI TE BAO NHO DI CAN V&I DOT
BIEN EGFR: KHONG BU'QC BIEU TRI DONG THOI VGI CHAT
UPC CHE TYROSINE KINASE EGFR.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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GEPIRONE

San Pham Bi Anh Hwéng
e EXXUA ORAL TABLET EXTENDED o EXXUA ORAL TABLET, EXT REL
RELEASE 24 HR 24HR DOSE PACK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | ROI LOAN TRAM CAM NANG: BAN DAU: THU NGHIEM HOAC
CHONG CHI BINH VOI CAC THUOC WU TIEN: TRINTELLIX VA
MOT LOAI THUOC CHONG TRAM CAM THONG THUONG. BAN
DAU/GIA HAN: KHONG DUQC SU’ DUNG DONG THO!I VOI
THUOC KiCH THICH THU THE 5-HT1A KHAC (Vi DU:
BUSPIRONE). GIA HAN: PHAN UNG HOAC THOAT KHOI CAC
TRIEU CHUNG TRAM CAM NHO' TR LIEU.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phap Tién
Quyet
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GILTERITINIB

San Pham Bi Anh Hwéng
« XOSPATA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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GLASDEGIB

San Pham Bi Anh Hwéng
« DAURISMO ORAL TABLET 100 MG,
25 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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GLATIRAMER

San Pham Bi Anh Hwéng
e gQlatiramer subcutaneous syringe 20 e (Qlatopa subcutaneous syringe 20
mg/ml, 40 mg/ml mg/ml, 40 mg/ml

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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GLP1-DULAGLUTIDE

San Pham Bi Anh Hwéng
« TRULICITY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Binh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phép Tién
Quyet
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GLP1-SEMAGLUTIDE

San Pham Bi Anh Hwéng
« OZEMPIC « RYBELSUS

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Binh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phép Tién
Quyet
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GLP1-TIRZEPATIDE

San Pham Bi Anh Hwéng
« MOUNJARO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Binh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phép Tién
Quyet
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GOSERELIN

San Pham Bi Anh Hwéng

ZOLADEX

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

LAC NOI MAC TU CUNG: CHAN DOAN bUQC XAC NHAN

Bat Budc THON(.} QUA PHAU THUAT HOAC QUAN Sf\T TRUC TIEP (yi ]
DU: SIEU AM CHAU) HOAC XAC NHAN GIAI PHAU BENH LY (VI
DU: NOI SOI BUNG HOAC MAU PHAU THUAT) TRONG 10 NAM
QUA.

Gi¢i Han b6

Tuoi

Gi¢i Han LAC NOI MACITL’J”CUNG: E)l.,J’C_)fC~KE TOA BO'I HOAC SAU KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUA BAC ST SAN PHU KHOA.

Thei Gian Bao | UNG THU TUYEN TIEN LIET GIAI POAN B2-C: 4 THA[\IG. LAC

Hiém NOI MAC T CUNG: 6 THANG TRON DOI. TAT CA CAC LOAI
KHAC: 12 THANG

Tiéu Chi Khac | LAC NOI MAC TL]’ CUNG: 1) KHONG sU DUNG DONG THOI
VOI THUOC BIEU CHE GNRH KHAC, 2) THU NGHIEM HOAC
CHONG CHI BINH VOI THUOC CHUA NSAID VA PROGESTIN,
VA 3) KHONG BUQC DIEU TR TQNG CONG 6 THANG TRONG
CUOC BOI. THUOC NAY CUNG YEU CAU XAC DINH THANH
TOAN VA CO THE bUQC BAO HIEM THEO MEDICARE PHAN B
HOAC D.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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GUSELKUMAB

San Pham Bi Anh Hwéng

¢ TREMFYA INTRAVENOUS ¢« TREMFYA PEN SUBCUTANEOUS
e TREMFYA ONE-PRESS PEN INJECTOR 200 MG/2 ML
¢ TREMFYA PEN INDUCTION e TREMFYA SUBCUTANEOUS
PK(2PEN) SYRINGE
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)
Tiéu Chi Loai
Trwe
Théng Tin Y Té | BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
Bat Budc NEN BAO PHU 3 PHAN TRO'LEN DIEN TiCH BE MAT CO' THE
HOAC TON THUONG VAY NEN ANH HUONG BEN TAY, CHAN,
MAT, DA DAU HOAC VUNG SINH DUC.
Gi¢i Han b6
Tuoi
Gi®i Han BAN DAU: PSO: DUQC KE TOA BOI HOAC KHI THAM KHAO Y
Ngwdi Ké Toa | KIEN CUA BAC ST DA LIEU. VIEM KHOP VAY NEN (PSA):
BPUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST THAP KHOP HOAC BAC ST DA LIEU. VIEM LOET DAI TRANG
(UC), BENH CROHNS (CD): PUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.
Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG
Hiém
Tiéu Chi Khac | BAN BAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT

THUOC U'C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC U'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN DANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN DAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG SU DUNG BONG THO'I VOI CAC PHAN T NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT U'C CHE JAK, CHAT YC CHE PDE-4) CHO
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

CHI BINH TUONG TU. GIA HAN: PSO, PSA: TIEP TUC BUQC
HUONG LOT iCH TU THUOC.

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Co
Phap Tién
Quyeét
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HIGH CONCENTRATION ORAL OPIOID
SOLUTIONS

San Pham Bj Anh Hwéng
morphine concentrate oral solution

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han

Ngwéi Ké Toa

Th&i Gian Bao CHAT DUNG NAP OPIOID: 12 THANGpHAM SOC AN Dl.{’O’NG

Hiém CUOI bOI (HOSPICE), CHAM SOC GIAM NHE HOAC CHAM
SOC CUOI CUQC bOI: TRON BOIl.

Tiéu Chi Khac | 1) CHAT DUNG NAP OPIOID (Vi‘DL_J: TRUGC PO SU DUNG 60
MG MORPHINE UONG MOI NGAY, 25 MCG FENTANYL THAM
DA MOI GIO, 30 MG OXYCODONE UONG MOI NGAY, 8 MG
HYDROMORPHONE UONG MOI NGAY, 25 MG OXYMORPHONE
UONG MOI NGAY, 60 MG HYDROCODONE UONG MOI NGAY,
HOAC MOT LIEU GIAM BAU TUONG TU CUA THUOC OPIOID
KHAC) VA GAP KHO KHAN KHI NUOT VIEN NEN, VIEN NANG,
HOAC KHOI LUQNG LON CHAT LONG OPIOID, HOAC 2) GHI
DANH VAO CHAM SOC AN DUONG CUOI BOI (HOSPICE),
CHAM SOC GIAM NHE HOAC CHAM SOC CUOI CUuQC bOl.

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY - GROUP 1

San Pham Bi Anh Hwéng

e dicyclomine oral capsule o hydroxyzine hcl oral tablet
e dicyclomine oral solution e hydroxyzine pamoate
o dicyclomine oral tablet 20 mg « trihexyphenidyl oral tablet

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Giéi Han b6 Sp’ DUNG THU(?C CO NGUY CO CAO‘PHL‘J HOP: 65 TUOI TRO
Tuéi LEN. KHONG YEU CAU PA CHO NGUO'l TU 0-64 TUOI.

Gi®i Han

Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA CcO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE PUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khong
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY - GROUP 2

San Pham Bi Anh Hwéng

amitriptyline
amoxapine

chlorpromazine 25 mg/ml amp

25's,outer

chlorpromazine oral

COBENFY STARTER PACK
desipramine

doxepin oral capsule
doxepin oral concentrate
imipramine hcl

e clomipramine LYBALVI
o clozapine oral tablet olanzapine oral
« clozapine oral tablet disintegrating 100 perphenazine
mg, 12.5 mg, 150 mg, 200 mg, 25 mg perphenazine-amitriptyline

« COBENFY VERSACLOZ

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6 SQ’ DUNG THUQC CC) NGUY CO CAO‘PHQ HOP: 65 :I'Uél TRO

Tuoi LEN. KHONG YEU CAU PA CHO NGU Ol TU 0-64 TUOI.

Gi¢i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac NGUO! KE' TOA XAC NHAN/NHAN THUC RAANG THUOC bUOC
XEM LA CO RUI RO CAO BOI VOI BENH NHAN TU 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN‘DU’C):NG CUOI bOI
(HOSPICE) SE BUQC CHAP THUAN MA KHONG CAN THEM
TIEU CHI NAO.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
BUTALBITAL-CONTAINING AGENTS

San Pham Bj Anh Hwéng

o butalbital-acetaminop-caf-cod oral « butalbital-acetaminophen-caff oral
capsule 50-325-40-30 mg tablet

o butalbital-acetaminophen-caff oral
capsule

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA CcO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE PUQ'C CHAP THUAN MA KHONG CAN THEM
TIEU CHi NAO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
DIPHENOXYLATE-ATROPINE

San Pham Bj Anh Hwéng
« diphenoxylate-atropine oral tablet

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
DIPYRIDAMOLE

San Pham Bj Anh Hwéng
» dipyridamole oral

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
ESTRADIOL-NORETHINDRONE

San Pham Bj Anh Hwéng
o abigale .
o estradiol-norethindrone acet

mimvey

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Gi¢i Han b6 Sp’ DUNG THU(?C CO NGUY CO CAO\PHL‘; HOP: 65 TUOI TRO

Tuéi LEN. KHONG YEU CAU PA CHO NGU Ol TU 0-64 TUOI.

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | TEO AM HO/AM BAO, LOANG XUONG, VA HOI QHU’[\IG ROI ]
LOAN VAN DONG MACH TUOI MAN KINH: NGU'O'l KE TOA XAC
NHAN/NHAN THU'C RANG THUOC BUQC XEM LA CO RUI RO
CAO BOI VOI BENH NHAN TU 65ATU(§I TRO LEN. BIEU TR|
THIEU ESTROGEN VA BENH NHAN CHAM SOC AN DUiO’NG
CUOI BO1 (HOSPICE) SE BUQC CHAP THUAN MA KHONG
CAN THEM TIEU CHI NAO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
ESTROGEN-MEDROXYPROGESTERONE

San Pham Bj Anh Hwéng
« PREMPHASE « PREMPRO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
GLYBURIDE FORMULATIONS

San Pham Bj Anh Hwéng

» Qlyburide

« glyburide-metformin

o glyburide micronized

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Gi¢i Han b6 SE’J’ DUNG THU(?C CO NGUY CO CAO‘PHQ HOP: 65 TUOI TRO

Tuéi LEN. KHONG YEU CAU PA CHO NGU Ol TU 0-64 TUOI

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac BE[\IH TIEU E)U’O’NG TUYP 2: 1) THU NGHIEM HOAC CHONG .
CHI BINH VOI GLIMEPIRIDE HOAC GLIPIZIDE, HOAC 2) NGU Ol
KE TOA XAC NHAN/NHAN THU'C RANG THUOC BUQC XEM LA
CO RUI' RO CAO BOI VOI BENH NHAN TU 65 TUOI TRO LEN.
BENH NHAN CHAM SOC AN DUONG CUOI b0l (HOSPICE) SE
bUQC CHAP THUAN MA KHONG CAN THEM TIEU CHI NAO.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
INDOMETHACIN

San Pham Bj Anh Hwéng
« indomethacin oral capsule

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
KETOROLAC

San Pham Bj Anh Hwéng
o ketorolac oral

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Thoi Gian Bao | 30 NGAY
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
MEGESTROL

San Pham Bj Anh Hwéng

o megestrol oral suspension 400 mg/10 « megestrol oral tablet
ml (40 mg/ml), 625 mg/5 ml (125
mg/ml)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Buéc

Gi6i HanDd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC BUQC
XEM LA CO RUI RO CAO BOI VOI BENH NHAN TU 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cuo! DO
(HOSPICE) SE DU'QC CHAP THUAN MA KHONG CAN THEM
TIEU CHi NAO.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
PAROXETINE

San Pham Bj Anh Hwéng
o paroxetine hcl

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Gi6i HanPd | SU DUNG THUOC CO NGUY CO CAO PHU HOP: 65 TUOI TRO
Tudi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | NGUOI KE TOA XAC NHAN/NHAN THU'C RANG THUOC bUQcC
XEM LA cO RUI RO CAO BOI VO'I BENH NHAN T 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG cUOI bOI
(HOSPICE) SE bUQ'C CHAP THUAN MA KHONG CAN THEM

TIEU CHi NAO.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY
PHENOBARBITAL

San Pham Bj Anh Hwéng

e phenobarbital

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Gi¢i Han b6 Sp’ DUNG THU(?C CO NGUY CO CAO\PHL‘; HOP: 65 TUOI TRO

Tuéi LEN. KHONG YEU CAU PA CHO NGU Ol TU 0-64 TUOI.

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | DONG KINH/CO GIAT: BENH NH/S:N MO BUOC KE TOA )
THUOC PHENOBARBITAL: 1) KHONG PHAN UNG VOI IT NHAT
MOT THUOC CHONG CO GIAT, HOAC 2) NGU'O'l KE TOA XAC
NHAN/NHAN THU'C RANG THUOC BUQC XEM LA CO RUI RO
CAO BOI VOI BENH NHAN TU 65 TUOI TRO LEN. BENH NHAN
CHAM SOC AN DUONG CUOI b0l (HOSPICE) SE BUQC CHAP
THUAN MA KHONG CAN THEM TIEU CHI NAO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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HIGH RISK DRUGS IN THE ELDERLY
PROMETHAZINE

San Pham Bj Anh Hwéng

o promethazine injection solution 25 « promethazine rectal suppository 25
mg/ml mg
o promethazine oral tablet « promethegan rectal suppository 12.5
mg, 25 mg
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)
Tiéu Chi Loai
Trov

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6 SfJ’ DUNG THU(?C CQ NGUY CO CAO‘PHQ HOP: 65 :I'Uél TRO
Tuoi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | NGUA/ME BAY/DI UNG THEO MUA/LAU NAM: 1) THU NGHIEM

HOAC CHONG CHIi BINH VO'I THUOC KHANG HISTAMINE
KHONG GAY BUON NGU NHU LEVOCETIRIZINE, HOAC 2)
NGU O KE TOA XAC NHAN/NHAN THU’C RANG THUOC bUOC
XEM LA CO RUI RO CAO BOI VOI BENH NHAN TU 65 TUOI
TRO LEN. BUON NON VA NON: NGU'O'I KE TOA XAC
NHAN/NHAN THUC RANG THUOC bUOC XEM LA cO RUI RO
CAO POI VOI BENH NHAN TU 65 TUOI TRO LEN. BENH NHAN
AN DUONG cUOI bOI (HOSPICE) YEU CAU XAC NHAN CUA
BAC ST RANG THUOC YEU CAU bU'OC SUY DUNG PE DIEU TR
CHAN BDOAN KHONG LIEN QUAN BEN BENH cUOI bO'I HOAC
TINH TRANG LIEN QUAN, VA bUOC CHAP THUAN MA KHONG
CAN THU NGHIEM CAC THUOC THAY THE CO TRONG DANH
MUC THUOC VA CUNG KHONG CAN SU XAC NHAN CUA
NGUOI KE TOA.
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Chi Binh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phép Tién
Quyet
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HIGH RISK DRUGS IN THE ELDERLY SKELETAL
MUSCLE RELAXANTS

San Pham Bj Anh Hwéng

mg

cyclobenzaprine oral tablet 10 mg, 5

methocarbamol oral tablet 500 mg,
750 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6 SfJ’ DUNG THU(:)C CQ NGUY CO CAO‘PHQ HOP: 65 :I'Uél TRO

Tuoi LEN. KHONG YEU CAU PA CHO NGUOI TU 0-64 TUOI.

Gi¢i Han

Nguwéi Ké Toa

Thé&i Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac NGU’C‘)’! KE, TOA XAC NHAN/NHAN THUC RAANG THUOC bUOC
XEM LA CO RUI RO CAO BOI VOI BENH NHAN TU 65 TUOI
TRO LEN. BENH NHAN CHAM SOC AN DUONG CUOI bOIl
(HOSPICE) SE BUQC CHAP THUAN MA KHONG CAN THEM
TIEU CHI NAO.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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IBRUTINIB

San Pham Bi Anh Hwéng
. IMBRUVICA ORAL CAPSULE 140 .« IMBRUVICA ORAL SUSPENSION
MG, 70 MG « IMBRUVICA ORAL TABLET

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | BENH GHEP MAN TINH VG VAT CHU (CGVHD): KHONG SU
DUNG PONG THO'I VO1 JAKAFI, NIKTIMVO HOAC REZUROCK.

Chi Dinh T4t ca cac Chi Binh dwoc Co Quan Quan Ly Thwec Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ICATIBANT

San Pham Bi Anh Hwéng

icatibant

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

PHU MACH DI TRUYEN (HAE): BAN DAU: 1) LOAI Ill HAE, HOAC

Bat Budc 2) LOAI I HOAC Il HAE bUQC XAC NHAN BGI MOT TRONG
CAC XET NGHIEM BO SUNG SAU DAY: NONG BO PROTEIN
C1-INH, NONG DO PROTEIN C4, NONG BO CHUC NANG C1-
INH, C1Q.

Gi¢i Han b6

Tuoi

Gi¢i Han HAE: BAN E}AU: bUuQC KE~ TOA BOI HOAC SAU KHI THAM

Nguwoi Ké Toa | KHAO'Y KIEN CUA BAC SI DI UNG, MIEN D|CH, HUYET HOC
HOAC PHOI.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | HAE: BAN’E)AU/G,IA HAN: KHC)NG SU DUNG DONQ THO!I VOI
CAC THUOC KHAC PE PIEU TR| DAU HAE CAP TiNH.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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IDELALISIB

San Pham Bi Anh Hwéng
« ZYDELIG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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IMATINIB

San Pham Bi Anh Hwéng
e imatinib oral tablet 100 mg, 400 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

PIEU TRI BO SUNG U MO BEM BUONG TIEU HOA: 36 THANG
TAT CA CAC CHAN DOAN KHAC: 12 THANG

Tiéu Chi Khac | BENH BACH CAU TUY MAN TiNI:I CO NHIEM SAC DUONG
TINH PHILADELPHIA: BENH NHAN CHUA BUQC DIEU TRI
BANG THUOC UC CHE TYROSINE KINASE KHAC TRUOC bO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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IMATINIB SOLUTION

San Pham Bi Anh Hwéng

IMKELDI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao E)IEU TRI Bé SUNG U I\/[O DEM DU’O’NGITIEU HOA: 36 THANG

Hiém TAT CA CAC CHAN BOAN KHAC: 12 THANG

Tiéu Chi Khac | BENH BACH CAU TUY MAN TiNI:I CO NHIEM SAC DUONG
TINH PHILADELPHIA: BENH NHAN CHUA BUQC DIEU TRI
BANG THUOC UC CHE TYROSINE KINASE KHAC TRUOC DO.
TAT CA CAC QHi DINH: KHONG THE NUOT GENERIC IMATINIB
DANG VIEN NEN.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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IMETELSTAT

San Pham Bi Anh Hwéng
« RYTELO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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IMLUNESTRANT

San Pham Bi Anh Hwéng
« INLURIYO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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INAVOLISIB

San Pham Bi Anh Hwéng
« ITOVEBI ORAL TABLET 3 MG, 9 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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INFLIXIMAB

San Pham Bi Anh Hwéng

infliximab

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA BAU HOAC MAT.

Giéi Han b6

Tubi

Gi®i Han BAN DAU: VIEM KHOP DANG THAP (RA), VIEM COT SONG

Ngwoi Ké Toa | DINH KHOP (AS): BUQOC KE TOA BOI HOAC KHI THAM KHAO
Y KIEN CUA BAC ST THAP KHOP. VIEM KHOP VAY NEN (PSA):
BUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST DA LIEU HOAC BAC ST THAP KHOP. PSO: BUQC KE TOA
BOI HOAC KHI THAM KHAO Y KIEN CUA BAC STDALIEU.
BENH CROHN (CD), VIEM LOET DAl TRANG (UC): BUQC KE
TOA BO1 HOAC KHI THAM KHAO Y KIEN CUA BAC SI TIEU
HOA.

Th&i Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN BPAU: RA: THU NGHIEM HOAC CHONG CHI BINH VOI HAI

THUOC PU'QC UU TIEN SAU PAY:
HUMIRA/CYLTEZO/YUFLYMA, XELJANZ, RINVOQ, ORENCIA.
PSA: TH NGHIEM HOAC CHONG CHI BINH VOI HAI THUOC
PUQOC WU TIEN SAU BDAY: COSENTYX,
HUMIRA/CYLTEZO/YUFLYMA, SELARSDI/YESINTEK, XELJANZ,
RINVOQ, SKYRIZI, TREMFYA, ORENCIA, OTEZLA. PSO: THU
NGHIEM HOAC CHONG CHi BINH VOI HAI THUOC buQOC LU
TIEN SAU BAY: COSENTYX, HUMIRA/CYLTEZO/YUFLYMA,
SELARSDI/YESINTEK, SKYRIZI, TREMFYA, OTEZLA. AS: THU
NGHIEM HOAC CHONG CHi BINH VOI1 HAl THUOC BUOC LU
TIEN SAU DAY: COSENTYX, HUMIRA/CYLTEZO/YUFLYMA,
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

XELJANZ, RINVOQ. CD TRUNG BINH DEN NANG: THU
NGHIEM HOAC CHONG CHI BINH V&1 HAI THUOC PUQC UU
TIEN SAU DAY, KHI DO TUOI PHU HOP: SELARSDI/YESINTEK,
HUMIRA/CYLTEZO/YUFLYMA, RINVOQ, SKYRIZI, TREMFYA.
UC: THU NGHIEM HOAC CHONG CHI BINH V&I HAI THUOC
PUQC WU TIEN SAU DAY, KHI DO TUOI PHU HOP:
SELARSDI/YESINTEK, XELJANZ, HUMIRA/CYLTEZO/YUFLYMA,
RINVOQ, SKYRIZI, TREMFYA. BAN DAU/GIA HAN: RA, PSA, AS,
PSO, CD TRUNG BINH BEN NANG, UC: KHONG SU DUNG
PONG THO! VOI CAC PHAN TU NHO SINH HOC HE THONG
KHAC HOAC CAC PHAN TU' NHO CO MUC TIEU (Vi DY: CHAT
UC CHE JAK, CHAT U'C CHE PDE-4) CHO CHI BINH TUONG
TU. GIA HAN: RA, PSA, AS, PSO: TIEP TUC BUQC HUONG L0
iCH TU THUOC.

Chi Dinh

Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Co

Phép Tién
Quyet
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INSULIN SUPPLIES PAYMENT DETERMINATION

San Pham Bi Anh Hwéng

1ST TIER UNIFINE PENTP 5MM 31G
1ST TIER UNIFINE PNTIP 4MM 32G
1ST TIER UNIFINE PNTIP 6MM 31G
1ST TIER UNIFINE PNTIP 8MM 31G
STRL,SINGLE-USE,SHRT

1ST TIER UNIFINE PNTP 29GX1/2"
1ST TIER UNIFINE PNTP 31GX3/16
1ST TIER UNIFINE PNTP 32GX5/32
ABOUTTIME PEN NEEDLE
ADVOCATE INS 0.3 ML 30GX5/16"
ADVOCATE INS 0.3 ML 31GX5/16"
ADVOCATE INS 0.5 ML 30GX5/16"
ADVOCATE INS 0.5 ML 31GX5/16"
ADVOCATE INS 1 ML 31GX5/16"
ADVOCATE INS SYR 0.3 ML
29GX1/2

ADVOCATE INS SYR 0.5 ML
29GX1/2

ADVOCATE INS SYR 1 ML 29GX1/2"
ADVOCATE INS SYR 1 ML 30GX5/16
ADVOCATE PEN NDL 12.7MM 29G
ADVOCATE PEN NEEDLE 32G 4MM
ADVOCATE PEN NEEDLE 4MM 33G
ADVOCATE PEN NEEDLES 5MM
31G

ADVOCATE PEN NEEDLES 8MM
31G

ALCOHOL PADS

ALCOHOL PREP SWABS

ALCOHOL WIPES

AQINJECT PEN NEEDLE 31G 5MM
AQINJECT PEN NEEDLE 32G 4MM
ASSURE ID DUO PRO NDL 31G
SMM

ASSURE ID DUO-SHIELD 30GX3/16"
ASSURE ID DUO-SHIELD 30GX5/16"
ASSURE ID INSULIN SAFETY
SYRINGE 1 ML 29 GAUGE X 1/2"
ASSURE ID PEN NEEDLE 30GX3/16"
ASSURE ID PEN NEEDLE 30GX5/16"
ASSURE ID PEN NEEDLE 31GX3/16"
ASSURE ID PRO PEN NDL 30G 5MM
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ASSURE ID SYR 0.5 ML 31GX15/64"
ASSURE ID SYR 1 ML 31GX15/64"
AUTOSHIELD DUO PEN NDL 30G
5MM

BD AUTOSHIELD DUO NDL
5MMX30G

BD ECLIPSE 30GX1/2" SYRINGE

BD ECLIPSE NEEDLE 30GX1/2"
(OTC)

BD INS SYR 0.3 ML 8MMX31G(1/2)
BD INS SYR UF 0.3 ML 12.7MMX30G
BD INS SYR UF 0.5 ML 12.7MMX30G
NOT FOR RETAIL SALE

BD INSULIN SYR 1 ML 27GX12.7MM
BD INSULIN SYR 1 ML 27GX5/8"
MICRO-FINE

BD LO-DOSE ULTRA-FINE

BD NANO 2 GEN PEN NDL 32G 4MM
BD SAFETGLD INS 0.3 ML 29G

13MM

BD SAFETYGLD INS 0.3 ML 31G
8MM

BD SAFETYGLD INS 0.5 ML 30G
8MM

BD SAFETYGLD INS 1 ML 29G
13MM

BD SAFETYGLID INS 1 ML
6MMX31G

BD SAFETYGLIDE SYRINGE
27GX5/8

BD SAFTYGLD INS 0.3 ML
6MMX31G

BD SAFTYGLD INS 0.5 ML 29G
13MM

BD SAFTYGLD INS 0.5 ML
6MMX31G

BD SINGLE USE SWAB

BD UF MICRO PEN NEEDLE
6MMX32G

BD UF MINI PEN NEEDLE 5SMMX31G
BD UF NANO PEN NEEDLE
4AMMX32G



BD UF ORIG PEN NDL 12.7MMX29G
BD UF SHORT PEN NEEDLE
8MMX31G

BD VEO INS 0.3 ML 6MMX31G (1/2)
BD VEO INS SYRING 1 ML
6MMX31G

BD VEO INS SYRN 0.3 ML 6MMX31G
BD VEO INS SYRN 0.5 ML 6MMX31G
BORDERED GAUZE 2"X2"
CAREFINE PEN NEEDLE 12.7MM
29G

CAREFINE PEN NEEDLE 4MM 32G
CAREFINE PEN NEEDLE 5MM 32G
CAREFINE PEN NEEDLE 6MM 31G
CAREFINE PEN NEEDLE 8MM 30G
CAREFINE PEN NEEDLES 6MM 32G
CAREFINE PEN NEEDLES 8MM 31G
CARETOUCH ALCOHOL 70% PREP
PAD

CARETOUCH PEN NEEDLE 29G
12MM

CARETOUCH PEN NEEDLE
31GX1/4"

CARETOUCH PEN NEEDLE
31GX3/16"

CARETOUCH PEN NEEDLE
31GX5/16"

CARETOUCH PEN NEEDLE
32GX3/16"

CARETOUCH PEN NEEDLE
32GX5/32"

CARETOUCH SYR 0.3 ML 31GX5/16"
CARETOUCH SYR 0.5 ML 30GX5/16"
CARETOUCH SYR 0.5 ML 31GX5/16"
CARETOUCH SYR 1 ML 28GX5/16"
CARETOUCH SYR 1 ML 29GX5/16"
CARETOUCH SYR 1 ML 30GX5/16"
CARETOUCH SYR 1 ML 31GX5/16"
CLICKFINE PEN NEEDLE 32GX5/32"
32GX4MM, STERILE

COMFORT EZ 0.3 ML 31G 15/64"
COMFORT EZ 0.5 ML 31G 15/64"
COMFORT EZ INS 0.3 ML 30GX1/2"
COMFORT EZ INS 0.3 ML 30GX5/16"
COMFORT EZ INS 1 ML 31G 15/64"
COMFORT EZ INS 1 ML 31GX5/16"
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COMFORT EZ INSULIN SYR 0.3 ML
COMFORT EZ INSULIN SYR 0.5 ML
COMFORT EZ PEN NEEDLE 12MM
29G

COMFORT EZ PEN NEEDLES 4MM
32G SINGLE USE, MICRO
COMFORT EZ PEN NEEDLES 4MM
33G

COMFORT EZ PEN NEEDLES 5MM
31G MINI

COMFORT EZ PEN NEEDLES 5MM
32G SINGLE USE,MINILHRI
COMFORT EZ PEN NEEDLES 5MM
33G

COMFORT EZ PEN NEEDLES 6MM
31G

COMFORT EZ PEN NEEDLES 6MM
32G

COMFORT EZ PEN NEEDLES 6MM
33G

COMFORT EZ PEN NEEDLES 8MM
31G SHORT

COMFORT EZ PEN NEEDLES 8MM
32G

COMFORT EZ PEN NEEDLES 8MM
33G

COMFORT EZ PRO PEN NDL 30G
8MM

COMFORT EZ PRO PEN NDL 31G
4MM

COMFORT EZ PRO PEN NDL 31G
5MM

COMFORT EZ SYR 0.3 ML 29GX1/2"
COMFORT EZ SYR 0.5 ML 28GX1/2"
COMFORT EZ SYR 0.5 ML 29GX1/2"
COMFORT EZ SYR 0.5 ML 30GX1/2"
COMFORT EZ SYR 1 ML 27G
12.7MM

COMFORT EZ SYR 1 ML 28GX1/2"
COMFORT EZ SYR 1 ML 29GX1/2"
COMFORT EZ SYR 1 ML 30GX1/2"
COMFORT EZ SYR 1 ML 30GX5/16"
COMFORT POINT PEN NDL
31GX1/3"

COMFORT POINT PEN NDL
31GX1/6"



COMFORT TOUCH PEN NDL 31G
4MM

COMFORT TOUCH PEN NDL 31G
SMM

COMFORT TOUCH PEN NDL 31G
6MM

COMFORT TOUCH PEN NDL 31G
8MM

COMFORT TOUCH PEN NDL 32G
4MM

COMFORT TOUCH PEN NDL 32G
SMM

COMFORT TOUCH PEN NDL 32G
6MM

COMFORT TOUCH PEN NDL 32G
8MM

COMFORT TOUCH PEN NDL 33G
4MM

COMFORT TOUCH PEN NDL 33G
6MM

COMFORT TOUCH PEN NDL
33GX5MM

CURAD GAUZE PADS 2" X 2"
CURITY ALCOHOL PREPS 2 PLY,
MEDIUM

CURITY GAUZE PADS

CURITY GAUZE SPONGES (12
PLY)-200/BAG

DERMACEA 2"X2" GAUZE 12 PLY,
USP TYPE VII

DERMACEA GAUZE 2"X2" SPONGE
8 PLY

DERMACEA NON-WOVEN 2"X2"
SPNGE

DROPLET 0.3 ML 29G 12.7MM(1/2)
DROPLET 0.3 ML 30G 12.7MM(1/2)
DROPLET 0.5 ML 29GX12.5MM(1/2)
DROPLET 0.5 ML 30GX12.5MM(1/2)
DROPLET INS 0.3 ML 29GX12.5MM
DROPLET INS 0.3 ML 30G 8MM(1/2)
DROPLET INS 0.3 ML 30GX12.5MM
DROPLET INS 0.3 ML 31G 6MM(1/2)
DROPLET INS 0.3 ML 31G 8MM(1/2)
DROPLET INS 0.5 ML 29G 12.7MM
DROPLET INS 0.5 ML 30G 12.7MM
DROPLET INS 0.5 ML 30GX6MM(1/2)
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DROPLET INS 0.5 ML 30GX8MM(1/2)
DROPLET INS 0.5 ML 31GX6MM(1/2)
DROPLET INS 0.5 ML 31GX8MM(1/2)
DROPLET INS SYR 0.3 ML
30GX6MM

DROPLET INS SYR 0.3 ML
30GX8MM

DROPLET INS SYR 0.3 ML
31GX6MM

DROPLET INS SYR 0.3 ML
31GX8MM

DROPLET INS SYR 0.5 ML 30G 8MM
DROPLET INS SYR 0.5 ML 31G 6MM
DROPLET INS SYR 0.5 ML 31G 8MM
DROPLET INS SYR 1 ML 29G
12.7MM

DROPLET INS SYR 1 ML 30G 8MM
DROPLET INS SYR 1 ML
30GX12.5MM

DROPLET INS SYR 1 ML 30GX6MM
DROPLET INS SYR 1 ML 31G 6MM
DROPLET INS SYR 1 ML 31GX8MM
DROPLET MICRON 34G X 9/64"
DROPLET PEN NEEDLE 29G 10MM
DROPLET PEN NEEDLE 29G 12MM
DROPLET PEN NEEDLE 30G 8MM
DROPLET PEN NEEDLE 31G 5MM
DROPLET PEN NEEDLE 31G 6MM
DROPLET PEN NEEDLE 31G 8MM
DROPLET PEN NEEDLE 32G 4MM
DROPLET PEN NEEDLE 32G 5MM
DROPLET PEN NEEDLE 32G 6MM
DROPLET PEN NEEDLE 32G 8MM
DROPSAFE ALCOHOL 70% PREP
PADS

DROPSAFE INS SYR 0.3 ML 31G
6MM

DROPSAFE INS SYR 0.3 ML 31G
8MM

DROPSAFE INS SYR 0.5 ML 31G
6MM

DROPSAFE INS SYR 0.5 ML 31G
8MM

DROPSAFE INSUL SYR 1 ML 31G
6MM



DROPSAFE INSUL SYR 1 ML 31G
8MM

DROPSAFE INSULN 1 ML 29G
12.5MM

DROPSAFE PEN NEEDLE 31G 4MM
DROPSAFE PEN NEEDLE 31G 5MM
DROPSAFE PEN NEEDLE 31G 8MM
DROPSAFE PEN NEEDLE 31GX1/4"
DRUG MART ULTRA COMFORT
SYR

EASY CMFT SFTY PEN NDL 31G
SMM

EASY CMFT SFTY PEN NDL 31G
6MM

EASY CMFT SFTY PEN NDL 32G
4MM

EASY COMFORT 0.3 ML 31G 1/2"
EASY COMFORT 0.3 ML 31G 5/16"
EASY COMFORT 0.3 ML SYRINGE
EASY COMFORT 0.5 ML 30GX1/2"
EASY COMFORT 0.5 ML 31GX5/16"
EASY COMFORT 0.5 ML 32GX5/16"
EASY COMFORT 0.5 ML SYRINGE
EASY COMFORT 1 ML 31GX5/16"
EASY COMFORT 1 ML 32GX5/16"
EASY COMFORT ALCOHOL 70%
PAD

EASY COMFORT INSULIN 1 ML SYR
EASY COMFORT PEN NDL 29G
4MM

EASY COMFORT PEN NDL 29G
SMM

EASY COMFORT PEN NDL 31GX1/4" «

EASY COMFORT PEN NDL
31GX3/16"

EASY COMFORT PEN NDL
31GX5/16"

EASY COMFORT PEN NDL
32GX5/32"

EASY COMFORT PEN NDL 33G
4MM

EASY COMFORT PEN NDL 33G
SMM

EASY COMFORT PEN NDL 33G
6MM
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EASY COMFORT SYR 0.5 ML 29G
8MM

EASY COMFORT SYR 1 ML 29G
8MM

EASY COMFORT SYR 1 ML
30GX1/2"

EASY GLIDE INS 0.3 ML 31GX6MM
EASY GLIDE INS 0.5 ML 31GX6MM
EASY GLIDE INS 1 ML 31GX6MM
EASY GLIDE PEN NEEDLE 4MM
33G

EASY TOUCH 0.3 ML SYR 30GX1/2"
EASY TOUCH 0.5 ML SYR 27GX1/2"
EASY TOUCH 0.5 ML SYR 29GX1/2"
EASY TOUCH 0.5 ML SYR 30GX1/2"
EASY TOUCH 0.5 ML SYR 30GX5/16
EASY TOUCH 1 ML SYR 27GX1/2"
EASY TOUCH 1 ML SYR 29GX1/2"
EASY TOUCH 1 ML SYR 30GX1/2"
EASY TOUCH ALCOHOL 70% PADS
GAMMA-STERILIZED

EASY TOUCH FLIPLOK 1 ML
27GX0.5

EASY TOUCH INSULIN 1 ML
29GX1/2

EASY TOUCH INSULIN 1 ML
30GX1/2

EASY TOUCH INSULIN SYR 0.3 ML
EASY TOUCH INSULIN SYR 0.5 ML
EASY TOUCH INSULIN SYR 1 ML
EASY TOUCH INSULIN SYR 1 ML
RETRACTABLE

EASY TOUCH INSULN 1 ML
20GX1/2"

EASY TOUCH INSULN 1 ML
30GX1/2"

EASY TOUCH INSULN 1 ML
30GX5/16

EASY TOUCH INSULN 1 ML
31GX5/16

EASY TOUCH LUER LOK INSUL 1
ML

EASY TOUCH PEN NEEDLE
29GX1/2"

EASY TOUCH PEN NEEDLE
30GX5/16



EASY TOUCH PEN NEEDLE
31GX1/4"

EASY TOUCH PEN NEEDLE
31GX3/16

EASY TOUCH PEN NEEDLE
31GX5/16

EASY TOUCH PEN NEEDLE
32GX1/4"

EASY TOUCH PEN NEEDLE
32GX3/16

EASY TOUCH PEN NEEDLE
32GX5/32

EASY TOUCH SAF PEN NDL 29G
SMM

EASY TOUCH SAF PEN NDL 29G
8MM

EASY TOUCH SAF PEN NDL 30G
SMM

EASY TOUCH SAF PEN NDL 30G
8MM

EASY TOUCH SYR 0.5 ML 28G
12.7MM

EASY TOUCH SYR 0.5 ML 29G
12.7MM

EASY TOUCH SYR 1 ML 27G 16MM
EASY TOUCH SYR 1 ML 28G
12.7MM

EASY TOUCH SYR 1 ML 29G
12.7MM

EASY TOUCH UNI-SLIP SYR 1 ML
EASYTOUCH SAF PEN NDL 30G
6MM

EMBRACE PEN NEEDLE 29G 12MM
EMBRACE PEN NEEDLE 30G 5MM
EMBRACE PEN NEEDLE 30G 8MM
EMBRACE PEN NEEDLE 31G 5MM
EMBRACE PEN NEEDLE 31G 6MM
EMBRACE PEN NEEDLE 31G 8MM
EMBRACE PEN NEEDLE 32G 4MM
EQL INSULIN 0.5 ML SYRINGE
EQL INSULIN 0.5 ML SYRINGE
SHORT NEEDLE

EQL INSULIN 1 ML SYRINGE
SHORT NEEDLE

EXEL U100 0.3 ML 29GX1/2"

FP INSULIN 1 ML SYRINGE
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FREESTYLE PREC 0.5 ML 30GX5/16
FREESTYLE PREC 0.5 ML 31GX5/16
FREESTYLE PREC 1 ML 30GX5/16"
FREESTYLE PREC 1 ML 31GX5/16"
GAUZE PAD TOPICAL BANDAGE 2
X2"

GAUZE PADS 2"X2" STRL

GNP ALCOHOL SWAB STERILE,
TWO PLY

GNP CLICKFINE 31G X 1/4" NDL
6MM, UNIVERSAL

GNP CLICKFINE 31G X 5/16" NDL
8MM, UNIVERSAL

GNP PEN NEEDLE 31G 5MM

GNP PEN NEEDLE 32G 4MM

GNP PEN NEEDLE 32G 6MM

GNP SIMPLI PEN NEEDLE 32G 4MM
GNP ULT C 0.3 ML 29GX1/2" (1/2)
1/2 UNIT

GNP ULT CMFRT 0.5 ML 29GX1/2"
GNP ULTRA COMFORT 0.5 ML SYR
GNP ULTRA COMFORT 1 ML
SYRINGE

GNP ULTRA COMFORT 3/10 ML
SYR

GS PEN NEEDLE 31G X 8MM
HEALTHWISE INS 0.3 ML 30GX5/16"
HEALTHWISE INS 0.3 ML 31GX5/16"
HEALTHWISE INS 0.5 ML 30GX5/16"
HEALTHWISE INS 0.5 ML 31GX5/16"
HEALTHWISE INS 1 ML 30GX5/16"
HEALTHWISE INS 1 ML 31GX5/16"
HEALTHWISE PEN NEEDLE 31G
5MM

HEALTHWISE PEN NEEDLE 31G
8MM

HEALTHWISE PEN NEEDLE 32G
4MM

HEALTHY ACCENTS PENTIP 4MM
32G

HEALTHY ACCENTS PENTIP 5MM
31G

HEALTHY ACCENTS PENTIP 6MM
31G

HEALTHY ACCENTS PENTIP 8MM
31G



HEALTHY ACCENTS PENTP 12MM
29G

HEB INCONTROL ALCOHOL 70%
PADS

INCONTROL PEN NEEDLE 12MM
29G

INCONTROL PEN NEEDLE 4MM 32G
INCONTROL PEN NEEDLE 5MM 31G
INCONTROL PEN NEEDLE 6MM 31G
INCONTROL PEN NEEDLE 8MM 31G
INSULIN SYR 0.3 ML 31GX1/4(1/2)
INSULIN SYR 0.5 ML 28G 12.7MM
(OTC)

INSULIN SYRIN 0.5 ML 30GX1/2"
(RX)

INSULIN SYRING 0.5 ML 27G 1/2"
INNER

INSULIN SYRINGE 0.3 ML

INSULIN SYRINGE 0.3 ML 31GX1/4
INSULIN SYRINGE 0.5 ML

INSULIN SYRINGE 0.5 ML 31GX1/4
INSULIN SYRINGE 1 ML

INSULIN SYRINGE 1 ML 27G 1/2"
INNER

INSULIN SYRINGE 1 ML 27G 16MM
INSULIN SYRINGE 1 ML 28G
12.7MM (OTC)

INSULIN SYRINGE 1 ML 30GX1/2"
SHORT NEEDLE (OTC)

INSULIN SYRINGE 1 ML 31GX1/4"
INSULIN SYRINGE NEEDLELESS
INSULIN SYRINGE-NEEDLE U-100
SYRINGE 0.3 ML 29 GAUGE, 1 ML 29
GAUGE X 1/2", 1/2 ML 28 GAUGE
INSULIN U-500 SYRINGE-NEEDLE
INSUMED

INSUPEN 30G ULTRAFIN NEEDLE
INSUPEN 31G ULTRAFIN NEEDLE
INSUPEN 32G 8MM PEN NEEDLE
INSUPEN PEN NEEDLE 29GX12MM
INSUPEN PEN NEEDLE 31G 8MM
INSUPEN PEN NEEDLE 31GX3/16"
INSUPEN PEN NEEDLE 32G 6MM
(RX)

INSUPEN PEN NEEDLE 32GX4MM
INSUPEN PEN NEEDLE 33GX4MM
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IV ANTISEPTIC WIPES

KENDALL ALCOHOL 70% PREP
PAD

LISCO SPONGES 100/BAG

LITE TOUCH 31GX1/4" PEN NEEDLE
LITE TOUCH INSULIN 0.5 ML SYR
LITE TOUCH INSULIN 1 ML SYR
LITE TOUCH INSULIN SYR 1 ML
LITE TOUCH PEN NEEDLE 29G
LITE TOUCH PEN NEEDLE 31G
LITETOUCH INS 0.3 ML 29GX1/2"
LITETOUCH INS 0.3 ML 30GX5/16"
LITETOUCH INS 0.3 ML 31GX5/16"
LITETOUCH INS 0.5 ML 31GX5/16"
LITETOUCH SYR 0.5 ML 28GX1/2"
LITETOUCH SYR 0.5 ML 29GX1/2"
LITETOUCH SYR 0.5 ML 30GX5/16"
LITETOUCH SYRIN 1 ML 28GX1/2"
LITETOUCH SYRIN 1 ML 29GX1/2"
LITETOUCH SYRIN 1 ML 30GX5/16"
MAGELLAN INSUL SYRINGE 0.3 ML
MAGELLAN INSUL SYRINGE 0.5 ML
MAGELLAN INSULIN SYR 0.3 ML
MAGELLAN INSULIN SYR 0.5 ML
MAGELLAN INSULIN SYRINGE 1 ML
MAXI-COMFORT INS 0.5 ML 28G
MAXI-COMFORT INS 1 ML 28GX1/2"
MAXICOMFORT Il PEN NDL
31GX6MM

MAXICOMFORT INS 0.5 ML
27GX1/2"

MAXICOMFORT INS 1 ML 27GX1/2"
MAXICOMFORT PEN NDL 29G X
5MM

MAXICOMFORT PEN NDL 29G X
8MM

MICRODOT PEN NEEDLE 31GX6MM
MICRODOT PEN NEEDLE 32GX4MM
MICRODOT PEN NEEDLE 33GX4MM
MICRODOT READYGARD NDL 31G
5MM OUTER

MINI PEN NEEDLE 32G SMM

MINI PEN NEEDLE 32G 8MM

MINI PEN NEEDLE 33G 4MM

MINI PEN NEEDLE 33G 5MM

MINI PEN NEEDLE 33G 6MM



MINI ULTRA-THIN Il PEN NDL 31G
STERILE

MONOJECT 0.5 ML SYRN 28GX1/2"
MONOJECT 1 ML SYRN 27X1/2"
MONOJECT 1 ML SYRN 28GX1/2"
(OTC)

MONOJECT INSUL SYR U100 (OTC)
MONOJECT INSUL SYR U100
5ML,29GX1/2" (OTC)

MONOJECT INSUL SYR U100 0.5 ML
CONVERTS TO 29G (OTC)
MONOJECT INSUL SYR U100 1 ML
MONOJECT INSUL SYR U100 1 ML
3'S, 290GX1/2" (OTC)

MONOJECT INSUL SYR U100 1 ML
W/O NEEDLE (OTC)

MONOJECT INSULIN SYR 0.3 ML
MONOJECT INSULIN SYR 0.3 ML
(OTC)

MONOJECT INSULIN SYR 0.5 ML
MONOJECT INSULIN SYR 0.5 ML
(OTC)

MONOJECT INSULIN SYR 1 ML 3'S
(OTC)

MONOJECT INSULIN SYR U-100
MONOJECT SYRINGE 0.3 ML
MONOJECT SYRINGE 0.5 ML
MONOJECT SYRINGE 1 ML

MS INSULIN SYR 1 ML 31GX5/16"
(OTC)

MS INSULIN SYRINGE 0.3 ML
NANO 2 GEN PEN NEEDLE 32G
4MM

NANO PEN NEEDLE 32G 4MM
NOVOFINE 30

NOVOFINE 32G NEEDLES
NOVOFINE PLUS PEN NDL
32GX1/6"

NOVOTWIST

PC UNIFINE PENTIPS 8MM NEEDLE
SHORT

PEN NEEDLE 30G 5MM OUTER
PEN NEEDLE 30G 8MM INNER
PEN NEEDLE 30G X 5/16"

PEN NEEDLE 31G X 1/4" HRI

PEN NEEDLE 6MM 31G 6MM
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PEN NEEDLE, DIABETIC NEEDLE 29
GAUGE X 1/2"

PEN NEEDLES 12MM 29G
29GX12MM,STRL

PEN NEEDLES 4MM 32G

PEN NEEDLES 5MM 31G
31GX5MM,STRL,MINI (OTC)

PEN NEEDLES 8MM 31G
31GX8MM,STRL,SHORT (OTC)
PENTIPS PEN NEEDLE 29G 1/2"
PENTIPS PEN NEEDLE 31G 1/4"
PENTIPS PEN NEEDLE 31GX3/16"
MINI, 5MM

PENTIPS PEN NEEDLE 31GX5/16"
SHORT, 8MM

PENTIPS PEN NEEDLE 32G 1/4"
PENTIPS PEN NEEDLE 32GX5/32"
4MM

PIP PEN NEEDLE 31G X 5MM

PIP PEN NEEDLE 32G X 4MM
PREFPLS INS SYR 1 ML 30GX5/16"
(OTC)

PREVENT PEN NEEDLE 31GX1/4"
PREVENT PEN NEEDLE 31GX5/16"
PRO COMFORT 0.5 ML 30GX1/2"
PRO COMFORT 0.5 ML 30GX5/16"
PRO COMFORT 0.5 ML 31GX5/16"
PRO COMFORT 1 ML 30GX1/2"
PRO COMFORT 1 ML 30GX5/16"
PRO COMFORT 1 ML 31GX5/16"
PRO COMFORT ALCOHOL 70%
PADS

PRO COMFORT PEN NDL 32G 8MM
PRO COMFORT PEN NDL 32G X
1/4"

PRO COMFORT PEN NDL 4MM 32G
PRO COMFORT PEN NDL 5MM 32G
PRODIGY INS SYR 1 ML 28GX1/2"
PRODIGY SYRNG 0.5 ML 31GX5/16"
PRODIGY SYRNGE 0.3 ML
31GX5/16"

PURE CMFT SFTY PEN NDL 31G
5MM

PURE CMFT SFTY PEN NDL 31G
6MM



PURE CMFT SFTY PEN NDL 32G
4MM

PURE COMFORT ALCOHOL 70%
PADS

PURE COMFORT PEN NDL 32G
4MM

PURE COMFORT PEN NDL 32G
SMM

PURE COMFORT PEN NDL 32G
6MM

PURE COMFORT PEN NDL 32G
8MM

RAYA SURE PEN NEEDLE 29G
12MM

RAYA SURE PEN NEEDLE 31G 4MM
RAYA SURE PEN NEEDLE 31G 5MM
RAYA SURE PEN NEEDLE 31G 6MM
RELION INS SYR 0.3 ML 31GX6MM
RELION INS SYR 0.5 ML 31GX6MM
RELION INS SYR 1 ML 31GX15/64"
SAFESNAP INS SYR UNITS-100 0.3
ML 30GX5/16",10X10

SAFESNAP INS SYR UNITS-100 0.5
ML 29GX1/2",10X10

SAFESNAP INS SYR UNITS-100 0.5
ML 30GX5/16",10X10

SAFESNAP INS SYR UNITS-100 1
ML 28GX1/2",10X10

SAFESNAP INS SYR UNITS-100 1
ML 29GX1/2",10X10

SAFETY PEN NEEDLE 31G 4MM
SAFETY PEN NEEDLE 5MM X 31G
SAFETY SYRINGE 0.5 ML 30G 1/2"
SECURESAFE PEN NDL 30GX5/16"
OUTER

SECURESAFE SYR 0.5 ML 29G 1/2"
OUTER

SECURESAFE SYRNG 1 ML 29G
1/2" OUTER

SKY SAFETY PEN NEEDLE 30G
SMM

SKY SAFETY PEN NEEDLE 30G
8MM

SM ULT CFT 0.3 ML 31GX5/16(1/2)
STERILE PADS 2" X 2"
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SURE CMFT SFTY PEN NDL 31G
6MM

SURE CMFT SFTY PEN NDL 32G
4AMM

SURE COMFORT 0.5 ML SYRINGE
SURE COMFORT 1 ML SYRINGE
SURE COMFORT 3/10 ML SYRINGE
SURE COMFORT 3/10 ML SYRINGE
INSULIN SYRINGE

SURE COMFORT 30G PEN NEEDLE
SURE COMFORT ALCOHOL PREP
PADS

SURE COMFORT INS 0.3 ML
31GX1/4

SURE COMFORT INS 0.5 ML
31GX1/4

SURE COMFORT INS 1 ML 31GX1/4"
SURE COMFORT PEN NDL
29GX1/2" 12.7MM

SURE COMFORT PEN NDL 31G
5MM

SURE COMFORT PEN NDL 31G
8MM

SURE COMFORT PEN NDL 32G
4MM

SURE COMFORT PEN NDL 32G
6MM

SURE-FINE PEN NEEDLES 12.7MM
SURE-FINE PEN NEEDLES 5MM
SURE-FINE PEN NEEDLES 8MM
SURE-JECT INSU SYR U100 0.3 ML
SURE-JECT INSU SYR U100 0.5 ML
SURE-JECT INSU SYR U100 1 ML
SURE-JECT INSUL SYR U100 1 ML
SURE-JECT INSULIN SYRINGE 1 ML
SURE-PREP ALCOHOL PREP PADS
TECHLITE 0.3 ML 29GX12MM (1/2)
TECHLITE 0.3 ML 30GX8MM (1/2)
TECHLITE 0.3 ML 31GX6MM (1/2)
TECHLITE 0.3 ML 31GX8MM (1/2)
TECHLITE 0.5 ML 30GX12MM (1/2)
TECHLITE 0.5 ML 30GX8MM (1/2)
TECHLITE 0.5 ML 31GX6MM (1/2)
TECHLITE 0.5 ML 31GX8MM (1/2)
TECHLITE INS SYR 1 ML
29GX12MM



TECHLITE INS SYR 1 ML
30GX12MM

TECHLITE INS SYR 1 ML 31GX6MM
TECHLITE INS SYR 1 ML 31GX8MM
TECHLITE PEN NEEDLE 29GX1/2"
TECHLITE PEN NEEDLE 29GX3/8"
TECHLITE PEN NEEDLE 31GX1/4"
TECHLITE PEN NEEDLE 31GX3/16"
TECHLITE PEN NEEDLE 31GX5/16"
TECHLITE PEN NEEDLE 32GX1/4"
TECHLITE PEN NEEDLE 32GX5/16"
TECHLITE PEN NEEDLE 32GX5/32"
TECHLITE PLUS PEN NDL 32G 4MM
TERUMO INS SYRINGE U100-1 ML
TERUMO INS SYRINGE U100-1/2 ML
TERUMO INS SYRINGE U100-1/3 ML
TERUMO INS SYRNG U100-1/2 ML
THINPRO INS SYRIN U100-0.3 ML
THINPRO INS SYRIN U100-0.5 ML
THINPRO INS SYRIN U100-1 ML
TOPCARE CLICKFINE 31G X 1/4"
TOPCARE CLICKFINE 31G X 5/16"
TOPCARE ULTRA COMFORT
SYRINGE

TRUE CMFRT PRO 0.5 ML 30G 5/16"
TRUE CMFRT PRO 0.5 ML 31G 5/16"
TRUE CMFRT PRO 0.5 ML 32G 5/16"
TRUE CMFT SFTY PEN NDL 31G
SMM

TRUE CMFT SFTY PEN NDL 31G
6MM

TRUE CMFT SFTY PEN NDL 32G
4MM

TRUE COMFORT 0.5 ML 30G 1/2"
TRUE COMFORT 0.5 ML 30G 5/16"
TRUE COMFORT 0.5 ML 31G 5/16"
TRUE COMFORT 0.5 ML 31GX5/16"
TRUE COMFORT 1 ML 31GX5/16"
TRUE COMFORT ALCOHOL 70%
PADS

TRUE COMFORT PEN NDL 31G
8MM

TRUE COMFORT PEN NDL
31GX5MM

TRUE COMFORT PEN NDL
31GX6MM
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TRUE COMFORT PEN NDL 32G
5MM

TRUE COMFORT PEN NDL 32G
6MM

TRUE COMFORT PEN NDL
32GX4MM

TRUE COMFORT PEN NDL 33G
4MM

TRUE COMFORT PEN NDL 33G
5MM

TRUE COMFORT PEN NDL 33G
6MM

TRUE COMFORT PRO 1 ML 30G 1/2"
TRUE COMFORT PRO 1 ML 30G
5/16"

TRUE COMFORT PRO 1 ML 31G
5/16"

TRUE COMFORT PRO 1 ML 32G
5/16"

TRUE COMFORT PRO ALCOHOL
PADS

TRUE COMFORT SFTY 1 ML 30G
1/2"

TRUE COMFRT PRO 0.5 ML 30G
1/2"

TRUE COMFRT SFTY 1 ML 30G
5/16"

TRUE COMFRT SFTY 1 ML 31G
5/16"

TRUE COMFRT SFTY 1 ML 32G
5/16"

TRUEPLUS PEN NEEDLE 29GX1/2"
TRUEPLUS PEN NEEDLE 31G X 1/4"
TRUEPLUS PEN NEEDLE 31GX3/16"
TRUEPLUS PEN NEEDLE 31GX5/16"
TRUEPLUS PEN NEEDLE 32GX5/32"
TRUEPLUS SYR 0.3 ML 29GX1/2"
TRUEPLUS SYR 0.3 ML 30GX5/16"
TRUEPLUS SYR 0.3 ML 31GX5/16"
TRUEPLUS SYR 0.5 ML 28GX1/2"
TRUEPLUS SYR 0.5 ML 29GX1/2"
TRUEPLUS SYR 0.5 ML 30GX5/16"
TRUEPLUS SYR 0.5 ML 31GX5/16"
TRUEPLUS SYR 1 ML 28GX1/2"
TRUEPLUS SYR 1 ML 29GX1/2"
TRUEPLUS SYR 1 ML 30GX5/16"



TRUEPLUS SYR 1 ML 31GX5/16"
ULTICAR INS 0.3 ML 31GX1/4(1/2)
ULTICARE INS 1 ML 31GX1/4"
ULTICARE INS SYR 0.3 ML 30G
8MM

ULTICARE INS SYR 0.3 ML 31G
6MM

ULTICARE INS SYR 0.3 ML 31G
8MM

ULTICARE INS SYR 0.5 ML 30G
8MM (OTC)

ULTICARE INS SYR 0.5 ML 31G
6MM

ULTICARE INS SYR 0.5 ML 31G
8MM (OTC)

ULTICARE INS SYR 1 ML 30GX1/2"
ULTICARE PEN NEEDLE 31GX3/16"
ULTICARE PEN NEEDLE 6MM 31G
ULTICARE PEN NEEDLE 8MM 31G
ULTICARE PEN NEEDLES 12MM
29G

ULTICARE PEN NEEDLES 4MM 32G
MICRO, 32GX4MM

ULTICARE PEN NEEDLES 6MM 32G
ULTICARE SAFE PEN NDL 30G 8MM
ULTICARE SAFE PEN NDL 5MM 30G
ULTICARE SAFETY 0.5 ML 29GX1/2
(RX)

ULTICARE SYR 0.3 ML 29G 12.7MM
ULTICARE SYR 0.3 ML 30GX1/2"
ULTICARE SYR 0.3 ML 31GX5/16"
SHORT NDL

ULTICARE SYR 0.5 ML 30GX1/2"
ULTICARE SYR 0.5 ML 31GX5/16"
SHORT NDL

ULTICARE SYR 1 ML 31GX5/16"
ULTIGUARD SAFE 1 ML 30G
12.7MM

ULTIGUARD SAFEQ.3 ML 30G
12.7MM

ULTIGUARD SAFEQ.5 ML 30G
12.7MM

ULTIGUARD SAFEPACK 1 ML 31G
8MM

ULTIGUARD SAFEPACK 29G
12.7MM
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ULTIGUARD SAFEPACK 31G 5MM
ULTIGUARD SAFEPACK 31G 6MM
ULTIGUARD SAFEPACK 31G 8MM
ULTIGUARD SAFEPACK 32G 4MM
ULTIGUARD SAFEPACK 32G 6MM
ULTIGUARD SAFEPK 0.3 ML 31G
8MM

ULTIGUARD SAFEPK 0.5 ML 31G
8MM

ULTILET ALCOHOL STERL SWAB
ULTILET INSULIN SYRINGE 0.3 ML
ULTILET INSULIN SYRINGE 0.5 ML
ULTILET INSULIN SYRINGE 1 ML
ULTILET PEN NEEDLE

ULTILET PEN NEEDLE 4MM 32G
ULTRA COMFORT 0.3 ML SYRINGE
ULTRA COMFORT 0.5 ML 28GX1/2"
CONVERTS TO 29G

ULTRA COMFORT 0.5 ML 29GX1/2"
ULTRA COMFORT 0.5 ML SYRINGE
ULTRA COMFORT 1 ML 31GX5/16"
ULTRA COMFORT 1 ML SYRINGE
ULTRA FLO 0.3 ML 30G 1/2" (1/2)
ULTRA FLO 0.3 ML 30G 5/16"(1/2)
ULTRA FLO 0.3 ML 31G 5/16"(1/2)
ULTRA FLO PEN NEEDLE 31G 5MM
ULTRA FLO PEN NEEDLE 31G 8MM
ULTRA FLO PEN NEEDLE 32G 4MM
ULTRA FLO PEN NEEDLE 33G 4MM
ULTRA FLO PEN NEEDLES 12MM
29G

ULTRA FLO SYR 0.3 ML 29GX1/2"
ULTRA FLO SYR 0.3 ML 30G 5/16"
ULTRA FLO SYR 0.3 ML 31G 5/16"
ULTRA FLO SYR 0.5 ML 29G 1/2"
ULTRA THIN PEN NDL 32G X 4MM
ULTRA-FINE 0.3 ML 30G 12.7MM
ULTRA-FINE 0.3 ML 31G 6MM (1/2)
ULTRA-FINE 0.3 ML 31G 8MM (1/2)
ULTRA-FINE 0.5 ML 30G 12.7MM
ULTRA-FINE INS SYR 1 ML 31G
6MM

ULTRA-FINE INS SYR 1 ML 31G
8MM

ULTRA-FINE PEN NDL 29G 12.7MM
ULTRA-FINE PEN NEEDLE 31G 5MM



ULTRA-FINE PEN NEEDLE 31G 8MM
ULTRA-FINE PEN NEEDLE 32G 6MM
ULTRA-FINE SYR 0.5 ML 31G 6MM
ULTRA-FINE SYR 0.5 ML 31G 8MM
ULTRA-FINE SYR 1 ML 30G 12.7MM
ULTRA-THIN Il 1 ML 31GX5/16"
ULTRA-THIN Il INS 0.3 ML 30G
ULTRA-THIN Il INS 0.3 ML 31G
ULTRA-THIN Il INS 0.5 ML 29G
ULTRA-THIN Il INS 0.5 ML 30G
ULTRA-THIN I INS 0.5 ML 31G
ULTRA-THIN Il INS SYR 1 ML 29G
ULTRA-THIN I INS SYR 1 ML 30G
ULTRA-THIN Il PEN NDL 29GX1/2"
ULTRA-THIN Il PEN NDL 31GX5/16
ULTRACARE INS 0.3 ML 30GX5/16"
ULTRACARE INS 0.3 ML 31GX5/16"
ULTRACARE INS 0.5 ML 30GX1/2"
ULTRACARE INS 0.5 ML 30GX5/16"
ULTRACARE INS 0.5 ML 31GX5/16"
ULTRACARE INS 1 ML 30G X 5/16"
ULTRACARE INS 1 ML 30GX1/2"
ULTRACARE INS 1 ML 31G X 5/16"
ULTRACARE PEN NEEDLE
31GX1/4"

ULTRACARE PEN NEEDLE
31GX3/16"

ULTRACARE PEN NEEDLE
31GX5/16"

ULTRACARE PEN NEEDLE
32GX1/4"

ULTRACARE PEN NEEDLE
32GX3/16"

ULTRACARE PEN NEEDLE
32GX5/32"

ULTRACARE PEN NEEDLE
33GX5/32"

UNIFINE OTC PEN NEEDLE 31G
SMM

UNIFINE OTC PEN NEEDLE 32G
4MM

UNIFINE PEN NEEDLE 32G 4MM
UNIFINE PENTIPS 12MM 29G
29GX12MM, STRL

UNIFINE PENTIPS 31GX3/16"
31GX5MM,STRL,MINI
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UNIFINE PENTIPS 32G 4MM
UNIFINE PENTIPS 32GX1/4"
UNIFINE PENTIPS 33GX5/32"
UNIFINE PENTIPS 6MM 31G
UNIFINE PENTIPS MAX 30GX3/16"
UNIFINE PENTIPS NEEDLES 29G
UNIFINE PENTIPS PLUS 29GX1/2"
12MM

UNIFINE PENTIPS PLUS 30GX3/16"
UNIFINE PENTIPS PLUS 31GX1/4"
ULTRA SHORT, 6MM

UNIFINE PENTIPS PLUS 31GX3/16"
MINI

UNIFINE PENTIPS PLUS 31GX5/16"
SHORT

UNIFINE PENTIPS PLUS 32GX5/32"
UNIFINE PENTIPS PLUS 33GX5/32"
UNIFINE PROTECT 30G 5MM
UNIFINE PROTECT 30G 8MM
UNIFINE PROTECT 32G 4MM
UNIFINE SAFECONTROL 30G 5MM
UNIFINE SAFECONTROL 30G 8MM
UNIFINE SAFECONTROL 31G 5MM
UNIFINE SAFECONTROL 31G 6MM
UNIFINE SAFECONTROL 31G 8MM
UNIFINE SAFECONTROL 32G 4MM
UNIFINE ULTRA PEN NDL 31G 5MM
UNIFINE ULTRA PEN NDL 31G 6MM
UNIFINE ULTRA PEN NDL 31G 8MM
UNIFINE ULTRA PEN NDL 32G 4MM
VANISHPOINT 0.5 ML 30GX1/2" SY
OUTER

VANISHPOINT INS 1 ML 30GX3/16"
VANISHPOINT U-100 29X1/2 SYR
VERIFINE INS SYR 1 ML 29G 1/2"
VERIFINE PEN NEEDLE 29G 12MM
VERIFINE PEN NEEDLE 31G 5MM
VERIFINE PEN NEEDLE 31G X 6MM
VERIFINE PEN NEEDLE 31G X 8MM
VERIFINE PEN NEEDLE 32G 6MM
VERIFINE PEN NEEDLE 32G X 4MM
VERIFINE PEN NEEDLE 32G X 5MM
VERIFINE PLUS PEN NDL 31G 5MM
VERIFINE PLUS PEN NDL 31G 8MM
VERIFINE PLUS PEN NDL 32G 4MM



VERIFINE PLUS PEN NDL 32G 4MM-

VERIFINE SYRNG 0.5 ML 31G 5/16"

SHARPS CONTAINER « VERSALON ALL PURPOSE
VERIFINE SYRING 0.5 ML 29G 1/2" SPONGE 25'S,N-STERILE,3PLY

VERIFINE SYRING 1 ML 31G 5/16"

WEBCOL ALCOHOL PREPS

VERIFINE SYRNG 0.3 ML 31G 5/16" 20'S,LARGE

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Giéi Han b6
Tudi

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao
Hiém

TRON DOl

Tiéu Chi Khac

CHI BUQC BAO HIEM THEO PHAN D KHI SU’ DUNG DONG
THO1 VO INSULIN.

Chi Dinh

Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khéng

Phég Tién
Quyet

203




INTERFERON FOR MS-AVONEX

San Pham Bi Anh Hwéng
« AVONEX INTRAMUSCULAR PEN « AVONEX INTRAMUSCULAR
INJECTOR KIT SYRINGE KIT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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INTERFERON FOR MS-BETASERON

San Pham Bi Anh Hwéng
« BETASERON SUBCUTANEOUS KIT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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INTERFERON FOR MS-PLEGRIDY

San Pham Bi Anh Hwéng

. PLEGRIDY SUBCUTANEOUS PEN . PLEGRIDY SUBCUTANEOUS
INJECTOR 125 MCG/0.5 ML, 63 SYRINGE 125 MCG/0.5 ML, 63
MCG/0.5 ML- 94 MCG/0.5 ML MCG/0.5 ML- 94 MCG/0.5 ML

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

206



INTERFERON GAMMA-1B

San Pham Bi Anh Hwéng

ACTIMMUNE

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BAN DAU: U HAT MAN :I'iNH (CGD): BUQC KE TOA BOI HOAC _

Nguwoi Ké Toa | SAU KHI THAM KHAO Y KIEN CUA BAC SI HUYET HOC, BAC S
CHUYEN GIA BENH TRUYEN NHIEM HOAC BAC SI MIEN DICH.
LOANG XUONG HOA BA AC TINH NANG (SMO): BUOQC KE
TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA BAC STNOI
TIET HOAC BAC SI HUYET HOC.

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | GIA HAN: CGD, SMO: 1) LOI iCH LAM SANG PA bUQC C\HL’J’NG
MINH SO VOI BAN BAU, VA 2) CHUA BUQC GHEP TE BAO TE
BAO HUYET.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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IPILIMUMAB

San Pham Bi Anh Hwéng

YERVOY

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: U HAC TO DI CAN KHONG THE CAT BO' )

Hiem (UNRESECT/MET MEL) 4MO, RCC/CRC/HCC: 3 THANG, TAT
CA CAC LOAI KHAC: 12 THANG BAN BAU/GIA HAN: U HAC TO:
6 THANG

Tiéu Chi Khac | GIA HAN: U H/IXC TO DA BO TRO: Kl-lONG co BANG CHU’NQ
BENH TAI PHAT (BUQ'C BINH NGHIA LA SU’ XUAT HIEN CUA
MOT HOAC NHIEU TON THUONG U HAT TO MO': TAI CHO, DI
CAN GAN HOAC XA). THUOC NAY CUNG YEU CAU XAC DINH
THANH TOAN VA CO THE bUQC BAO HIEM THEO MEDICARE
PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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ISAVUCONAZONIUM

San Pham Bi Anh Hwéng
CRESEMBA ORAL

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han ASPERGILLOSIA Z(AM LAN, MUCORMYCOSISXAM LAN: .

Nguwoi Ké Toa | DUOQC KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA
BAC SI CHUYEN GIA VE BENH TRUYEN NHIEM.

Thei Gian Bao |6 THANG

Hiém

Tiéu Chi Khac | ASPERGILLOSIA XAM LAN: THCJ’ NGHIEM HOAC CHONG CHi
DINH VOI VORICONAZOL. TIEP TUC LIEU PHAP SAU KHI
XUAT VIEN KHONG YEU CAU DPIEU KIEN BO SUNG.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu [Cé

Phég Tién
Quyet
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IVACAFTOR

San Pham Bi Anh Hwéng

KALYDECO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han XO NANG (CF): BAN E),?\U: bUQC KE TOA BOI HOAC KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUA BAC ST PHOI HOAC CHUYEN GIA XO
NANG

Thei Gian Bao | BAN DAU: 12 THANG GIA HAN: TRON DOl

Hiém

Tiéu Chi Khac | CF: BAN DAU: 1) KHQNG DONG HOP CHO‘DOT‘BIEN F508DEL
TRONG GEN DIEU HOA J5‘)ONG DAN TRUYEN MANG XO NANG
(CFTR), VA 2) KHONG SU DUNG DONG THO' VOI CHAT DIEU
HOA CFTR KHAC. GIA HAN: 1) CAl THIEN TINH TRANG LAM
SANG VA 2) KHONG SU DUNG BONG THO1 VOI CHAT BIEU
CHE CFTR KHAC.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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IVOSIDENIB

San Pham Bi Anh Hwéng
« TIBSOVO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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IXAZOMIB

San Pham Bi Anh Hwéng
« NINLARO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LAMOTRIGINE

San Pham Bi Anh Hwéng
« SUBVENITE ORAL SUSPENSION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | TAT CA CAC CHI BINH: CHONG CHI BINH HOAC KHONG THE
NUOT VIEN NEN LAMOTRIGINE.

Chi Dinh Té’t’cé cac Chi binh dwgc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu [Co
Phap Tién
Quyet
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LANREOTIDE

San Pham Bi Anh Hwéng

« lanreotide subcutaneous syringe 120 « SOMATULINE DEPOT

mg/0.5 ml

SUBCUTANEOUS SYRINGE 60
MG/0.2 ML, 90 MG/0.3 ML

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi¢i Han BENH TO PAU CHI: BAN ,DAL}: LIE}J PHAP bUQC KE TOA BOI

Ngwoi Ké Toa | HOAC KHI THAM KHAO Y KIEN CUA BAC SI NOI TIET.

Théi Gian Bao BENH TO DAU CHI: BAN DAU/GIA HAN: 12 THANG GEP-NETS,

Hiem HOI CHUNG CARCINOID: 12 THANG

Tiéu Chi Khac |[BENH TO DAU‘CHI: GIA HAN: 1) GIAM, BINH THL‘J’O’N’G H,OA
HOAC DUY TRINANG IGF-1 DUA TREN Tpél VA GIO1 TINH,
VA 2) CAl TH|EN HOAC GIAM BAU BEN VUNG CAC TRIEU
CHUNG LAM SANG.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phap Tién

Quyet
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LAPATINIB

San Pham Bi Anh Hwéng
e lapatinib

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LAROTRECTINIB

San Pham Bi Anh Hwéng
« VITRAKVI ORAL CAPSULE 100 MG, « VITRAKVI ORAL SOLUTION
25 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | DUNG DICH UONG VITRAKVI: 1) THU NGHIEM VITRAKVI
DANG VIEN NANG HOAC 2) KHONG THE UONG DANG VIEN

NANG.
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khong
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu [Co
Phap Tién
Quyet
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LAZERTINIB

San Pham Bi Anh Hwéng
« LAZCLUZE ORAL TABLET 240 MG,
80 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LEDIPASVIR-SOFOSBUVIR

San Pham Bi Anh Hwéng

« HARVONI ORAL PELLETS IN .

HARVONI ORAL TABLET

PACKET 33.75-150 MG, 45-200 MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

NONG DO RNA HCV TRONG VONG 6 THANG QUA.

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao TIEU CHi SE bUQC AP DUNG PHU HOP VOI HUONG DAN

Hiem HIEN HANH CUA AASLD/IDSA.

Tiéu Chi Khac | 1) TIEU‘CHI' SE PUQC AP DL_JNG‘PHU HOP VO HUONG DAN
HIEN HANH CUA AASLD/IDSA, VA 2) KHONG BDANG DUNG
DONG THO'I BAT KY THUOC NAO SAU DAY:
CARBAMAZEPINE, PHENYTOIN, PHENOBARBITAL,
OXCARBAZEPINE, RIFAMPIN, RIFABUTIN, RIFAPENTINE,
ROSUVASTATIN, TIPRANAVIR/RITONAVIR, SOFOSBUVIR
(NHU MOT DANG DON LE), EPCLUSA, ZEPATIER, MAVYRET,
HOAC VOSEVI.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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LENALIDOMIDE

San Pham Bi Anh Hwéng
o lenalidomide

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LENVATINIB

San Pham Bi Anh Hwéng
« LENVIMA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LETERMOVIR

San Pham Bi Anh Hwéng
PREVYMIS ORAL TABLET

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | HSCT: KHONG CO NGUY CO MAQ CMV MUON: 4 THANG,'CO

Hiem NGUY CO MAC CMV MUON: 7 THANG. GHEP THAN: 7 THANG.

Tiéu Chi Khac | CAY GHE’P TE BAQ GOQ TAO MAU (HSCT): 1) LIEU PHAI? SE )
BUQC BAT BAU TU NGAY 0 DEN NGAY 28 SAU KHI GHEP, VA
2) KHONG BU'QC NHAN THUOC QUA 100 NGAY SAU KHI
GHEP NEU KHONG CO NGUY CO Bl NHIEM VA BENH
CYTOMEGALOVIRUS (CMV) MUON, HOAC VUOT QUA 200
NGAY SAU KHI GHEP NEU CO NGUY CO NHIEM VA BENH
CMV MUON. GHEP THAN: 1) LIEU PHAP SE BUQC BAT BAU
TU NGAY 0 BEN NGAY 7 SAU KHI GHEP, VA 2) SE KHONG
NHAN THUOC QUA 200 NGAY SAU KHI GHEP.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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LEUPROLIDE

San Pham Bi Anh Hwéng
o leuprolide subcutaneous kit

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | UNG THU TUYEN TIEN LIET: 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LEUPROLIDE DEPOT

San Pham Bi Anh Hwéng
« leuprolide acetate (3 month) o« LUTRATE DEPOT (3 MONTH)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LEUPROLIDE MESYLATE

San Pham Bi Anh Hwéng
« CAMCEVI (6 MONTH)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

225



LEUPROLIDE-ELIGARD

San Pham Bi Anh Hwéng
« ELIGARD « ELIGARD (4 MONTH)
« ELIGARD (3 MONTH) « ELIGARD (6 MONTH)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LEUPROLIDE-LUPRON DEPOT

San Pham Bi Anh Hwéng

« LUPRON DEPOT « LUPRON DEPOT (4 MONTH)
« LUPRON DEPOT (3 MONTH) « LUPRON DEPOT (6 MONTH)

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | BAN DAU:ALAC NOI MAC TU' CUNG: CHAN BOAN bUQC XAC

Bat Budc NHAN THONG QUA PHAU THUAT HOAC QUAN SAT TRUC
TIEP (VI DU: SIEU AM CHAU) HOAC XAC NHAN GIAI PHAU
BENH LY (VI DU: NOI SOI BUNG HOAC MAU PHAU THUAT)
TRONG 10 NAM QUA.

Giéi Han b6

Tubi

Gi¢i Han BAN DAU: LAC NOI MAC TV CUNG: BUQC Kﬁ TOA BOI HOAC

Ngwoi Ké Toa | SAU KHI THAM KHAO Y KIEN CUA BAC SI SAN PHU KHOA.

Théi Gian Bdo | UNG THU TUYEN TIEN LIET: 12 THANG U XO TU CUNG: 3 ]

Hiém THANG. LAC NOI MAC TU CUNG: BAN DAU/GIA HAN: 6 THANG

Tiéu Chi Khac | BAN DAU:‘LAC,NOI MAC TU CUNG: 1) KHCA)NG,SL’J’ DUNG
DONG THOI VOI THUOC DIEU CHE GNRH KHAC, 2) THU
NGHIEM HOAC CHONG CHI BINH VOI THUOC CHU'A NSAID
VA PROGESTIN, VA 3) KHONG BUQC bIEU TR TONG CONG
12 THANG TRONG CUQC DOI. GIA HAN: LAC NOI MAC TU
CUNG: 1) CAI THIEN BAU LIEN QUAN DEN BENH LAC NOI MAC
TU CUNG TRONG KHI BIEU TR, 2) NHAN LIEU PHAP TRANH
THAI KEM THEO (TUC LA, THUOC TRANH THAI KET HOP
ESTROGEN-PROGESTIN HOAC CHE PHAM CHE BIEN CHUA
PROGESTIN), 3) KHONG SU DUNG BONG THO' VOI THUOC
DIEU CHE GNRH KHAC VA 4) KHONG BU'QC BIEU TRI TONG
CONG 12 THANG TRONG CUOQC BOIl.

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Theo Hwéng
Dan

Diéu Kién Tién
Quyet Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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LEUPROLIDE-LUPRON DEPOT-PED

San Pham Bi Anh Hwéng

« LUPRON DEPOT-PED (3 MONTH) « LUPRON DEPOT-PED

INTRAMUSCULAR SYRINGE KIT

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trie

Théng Tin Y Té | DAY THI SOM TRUNG UONG (CPP): BAN DAU: NONG bO

Bat Buéc HORMONE HOANG THE (LH) LON HON 0.2 DEN 0.3 MIU/ML
KHI CHAN BOAN.

Giéi Han b6

Tubi

Gi¢i Han CPP: BAN DAU: bUQC KE TOA BOI HOAC KHI THAM KHAO Y

Ngwoi Ké Toa | KIEN CUA BAC SINOI TIET.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | CPP: BAN DAU: NU GIOI: 1) DUOI1 8 TUOI KHI BAT’DAU CPP
VA 2) O GIAI DOAN TANNER 2 HOAC CAO HON bOI VOI S
PHAT TRIEN CUA NGU'C VA SU MOC LONG VUNG KIN. NAM
GIOI: 1) DUO1 9 TUOI KHI BAT DAU CPP VA 2) O GIAI BDOAN
TANNER 2 HOAC CAO HON E)OIAVO’I SU PHAT TRIEN CUA BO
PHAN SINH DUC VA SV MOC LONG VUNG KIN. GIA HAN: 1)
GIAI DOAN TANNER KHI CHAN DOAN BAN E)AUAE)A ON DINH
HOAC GIAVM DI TRONG BA LAN KHAM BENH RIENG BIET
TRONG NAM TRUOC VA 2) CHUA DEN DEN TUOI THUC TE
TUONG NG VOI TUOI DAY THI HIEN TAL.

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuoc Khéng

Theo Hwéng

Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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L-GLUTAMINE

San Pham Bi Anh Hwéng
glutamine (sickle cell)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BENH HC)NG CAU HINH LU Ol LIEM (SCD): BAN DAL}: bUOC

Ngwoi Ké Toa | KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC S
HUYET HOC

Th&i Gian Bao | BAN DAU: 12 THANG GIA HAN: TRON DO

Hiém

Tiéu Chi Khac | SCD: BAN DAU; TUQI TV 18~TUQI TRO LEN: 1) iT NHAT 2 CON
BENH HONG CAU HINH LU0l LIEM TRONG NAM QUA, 2) CAC
TRIEU CHUNG LIEN QUAN BEN HE HONG CAU HINH LUOI
LIEM GAY ANH HUONG BEN CAC HOAT DONG CUOQC SONG
HANG NGAY, HOAC 3) TIEN SU Bl HOAC DA B| HOI CHUNG
DAU NGUC CAP TAI PHAT. TUOI TU' 5 BEN 17 TUOI: BUQC
CHAP THUAN MA KHONG CO TIEU CHI BQ SUNG. GIA HAN:
DUY TRI HOAC GIAM BIEN CHUNG CAP TINH CUA SCD.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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LIDOCAINE OINTMENT

San Pham Bi Anh Hwéng
« lidocaine topical ointment

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CO THE BUOC KEM THEO VA PUQC BAO HIEM
THEO DICH VU LIEN QUAN DEN BENH THAN GIAI DOAN CUOI
HOAC PUQC BAO HIEM THEO MEDICARE PHAN D TUY THEO

HOAN CANH.
Chi Dinh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LIDOCAINE PATCH

San Pham Bi Anh Hwéng

o dermacinrx lidocan 5% patch outer e lidocan iii

e lidocaine topical adhesive e tridacaine ii
patch,medicated 5 % « ZTLIDO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Théng Tin Y Té | 1) DAU LIEN QUAN DEN DAU THAN KINH SAU ZONE, 2) BENH
Bét Budc THAN KINH DO BENH TIEU BUONG, 3) DAU LUNG MAN TiNH,
HOAC 4) VIEM XUONG KHOP & BAU GOI HOAC HONG.

Gi¢i Han b6
Tuoi

Gi¢i Han
Nguwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LIDOCAINE PRILOCAINE

San Pham Bi Anh Hwéng
lidocaine-prilocaine topical cream

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | THUOC NAY CO THE BUQC KEM THEO VA BUQ'C BAO HIEM
THEO DICH VU !_lEN QUAN DEN BENH THAN GIAI DOAN CUOI
HOAC buQoC BAO HIEM THEO MED!CARE PHAAN D TU,Y THEO
HOAN CANH. CO THE CAN NOP THONG TIN MO TA CACH SU
DUNG VA BOI CANH DUNG THUOC BE XAC DPINH.

Chi Binh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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LINVOSELTAMAB-GCPT

San Pham Bi Anh Hwéng
« LYNOZYFIC INTRAVENOUS
SOLUTION 2 MG/ML, 20 MG/ML

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LONCASTUXIMAB TESIRINE-LPYL

San Pham Bi Anh Hwéng
« ZYNLONTA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LORLATINIB

San Pham Bi Anh Hwéng
« LORBRENA ORAL TABLET 100 MG,
25 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LOTILANER

San Pham Bi Anh Hwéng
« XDEMVY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Gi®i Han Do VIEM MAT DEMODEX: 18 TUOI TRO LEN
Tubi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao |6 TUAN
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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LUMACAFTOR-IVACAFTOR

San Pham Bi Anh Hwéng
ORKAMBI ORAL TABLET

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han XO NANG (CF): BAN E),?\U: bUOC KE TOA BOI HOAC SAU KHI

Nguwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI CHUYEN GIA VE HOI PHOI
HOAC CHUYEN GIA CF.

Thei Gian Bao | BAN DAU: 6 THANG GIA HAN: TRON DOl

Hiém

Tiéu Chi Khac | CF: BAN DAL{: KHCA)NG‘SL’J’ DUNG DONG THQI VOl CHAT PIEU
CHINH BO DAN TRUYEN MANG (CFTR) KHAC TRONG BENH
XO NANG. GIA HAN: 1) CAI THIEN TINH TRANG LAM SANG VA
2) KHONG SU DUNG BONG THO'I VO'I CHAT BIEU CHE CFTR
KHAC.

Chi Pinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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MACITENTAN

San Pham Bi Anh Hwéng

OPSUMIT

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

TANG HUYET AP DONG MACH PHOI (PAH): BAN DAU: CHAN

Bat Budc DQAN buQC XAC NHAN BANG CACH BAT THONG TIM PHAI
VOI1 CAC THONG SO SAU: 1) AP LUC DONG MACH PHQI
TRUNG BINH (PAP) LON HON 20 MMHG, 2) AP SUAT MAU .
MACH PH(?I (PCWP) 15 MMHG HOAC IT HON, VA 3) SUC CAN
MACH PHOI (PVR) LON HON 2 BON V| WOOD

Giéi Han b6

Tudi

Gi&i Han PAH: BAN DAU: bUuQC KE~ TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC SI PHOL.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phép Tién
Quyet
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MARGETUXIMAB-CMKB

San Pham Bi Anh Hwéng
« MARGENZA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MARIBAVIR

San Pham Bi Anh Hwéng
« LIVTENCITY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MECASERMIN

San Pham Bi Anh Hwéng

INCRELEX

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han TIjAT BAI TRONG TANG TRUjO’NG: BAN DAU: bUQOC KE TOA

Nguwoi Ké Toa | BOI HOAC KHI THAM KHAO Y KIEN CUA BAC SINOI TIET
HOAC BAC SI THAN.

Thei Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac TI—!AT BAI TRONG TANG ]’RU’CXNG: BAN DAU: @AU XUONG
MO BUQC XAC NHAN BOT CHUP X-QUANG CO TAY VA BAN
TAY. BAN DAU/GIA HAN: KHONG sU DUNG BONG THOI VOI
THUOC HORMONE TANG TRUONG KHAC. GIA HAN: CAI
THIEN TRONG KHI BIEU TRI (TANG CHIEU CAO HOAC TANG
TOC DO CHIEU CAO).

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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MECHLORETHAMINE

San Pham Bi Anh Hwéng
« VALCHLOR

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MEPOLIZUMAB

San Pham Bi Anh Hwéng
« NUCALA SUBCUTANEOUS AUTO- « NUCALA SUBCUTANEOUS

INJECTOR

SYRINGE 100 MG/ML, 40 MG/0.4 ML

« NUCALA SUBCUTANEOUS RECON

SOLN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: HEN SUYEN: NONG PO EOSINOPHIL TRONG MAU

B4t Budc iT NHAT 150 TE BAO/MCL TRONG VONG 12 THANG QUA.

Giéi Han b6

Tudi

Gi&i Han BAN DAU: HEN SUYEN: BUQC KE TOA BOT HOAC KHI THAM

Ngwéi Ké Toa KHAO Y KIEN CUA BAC SI CHUYE[\I VE Y HOC PHOI HOAC DI
UNG. CRSWNP: BUQC KE TOA BOI HOAC KHI THAM KHAO Y
KlEN ~CUA BAC S| TAI MUI HONG, BAC S| DI UNG HOAC BAC
STMIEN DICH. COPD TANG BACH CAU Al CAO EOSIN: BUQC
KE BON AHO/}C THAM KHAO Y KIEN CUA BAC SI CHUYEN
KHOA HO HAP.

Thei Gian Bao BAN DAU: CRSWNP: 6 THANG. KHAC: 12 THANG. GIA HAN:

Hiém TAT CA CAC CHI DINH: 12 THANG

Tiéu Chi Khac | BAN DAU: TAT CA CAC CHi DINH: KHONG S DUNG DONG

THO'I VO'I CAC PHAN TU NHO SINH HOC HE THONG KHAC
HOAC CAC PHAN T NHO cO MUC TIEU (Vi DU: CHAT UC
CHE JAK, CHAT UYC CHE PDE-4) CHO CAC CHI BINH TUONG
TU. HEN SUYEN: 1) LIEU PHAP BPONG THO1 VOI LIEU TRUNG
BINH, LIEU CAO HOAC LIEU DUNG NAP TOI BA CUA
CORTICOSTEROID HIT (ICS) VA iT NHAT MOT LOAI THUOC
DUY TRi KHAC, VA 2) MOT TRONG NHUNG BIEU SAU: (A) iT
NHAT MOT BOT PHAT TRIEN HEN SUYEN CAN PHAI DUNG
LIEU THUOC CORTICOSTEROID TOAN THAN KEO DAI IT
NHAT 3 NGAY TRONG VONG 12 THANG QUA HOAC IT NHAT
MOT BOT TRAM CAM NGHIEM TRONG BEU PHAI NHAP VIEN
HOAC BDEN CAP ClPU TRONG VONG 12 THANG QUA, HOAC
(B) KIEM SOAT TRIEU CHUNG KEM MAC DU BANG AP DUNG
LIEU PHAP HIEN TAI NHU BUQC CHUNG MINH BO'I IT NHAT
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

BA TRONG SO CAC TRIEU CHUNG SAU DAY TRONG VONG 4
TUAN QUA: TRIEU CHUNG HEN SUYEN VAO BAN NGAY HON
HAI LAN/TUAN, BAT KY BEM NAO B| THU'C GIAM DO HEN
SUYEN, THUOC GIAM TRIEU CHU'NG SABA HON HAI
LAN/TUAN, BAT KY HAN CHE HOAT DONG NAO DO HEN
SUYEN. VIEM XOANG MAN TiNH CO POLYP MUI (CRSWNP): 1)
THU NGHIEM 56 NGAY VOI MOT LOAI CORTICOSTEROID BOI
MUI, 2) BANG CHUNG CO POLYP MUI BANG KIEM TRA TRUC
TIEP, NOI SOl HOAC CHUP CT XOANG, VA 3) BENH KHONG
PUQC KIEM SOAT PAY BU. BENH PHOI TAC NGHEN MAN
TiNH DO TANG BACH CAU Al TOAN: BUQC SU DUNG KET
HOP VOl THUOC GIAN PHE QUAN TAC DUNG KEO DAI
(LAMA/LABA) VA CORTICOSTEROID DANG HiT (ICS).

GIA HAN: HEN SUYEN: 1) TIEP TUC SU DUNG ICS VA iT NHAT
MOT LOAI THUOC DUY TRI KHAC, 2) PHAN NG LAM SANG
PUQC CHUNG MINH BO'I: (A) GIAM SO CON BOT PHAT HEN
SUYEN SO VOl BAN PAU, (B) GIAM SU’ DUNG THUOC CUU
HO, (C) GIAM MUC DO NGHIEM TRONG HOAC TAN SUAT CUA
CAC TRIEU CHUNG LIEN QUAN DEN BENH HEN SUYEN,
HOAC (D) TANG TY LE FEV1 DU BOAN SO VOI BAN DAU
TRUOC KHIDIEU TRI, AND 3) KHONG SU DUNG BDONG THOI
VOl CAC PHAN TU NHO SINH HOC HE THONG KHAC HOAC
CAC PHAN TU NHO CO MUC TIEU CHO CAC CHI BINH
TUONG TU. CRSWNP: 1) LOI iCH LAM SANG SO VO'I BAN
DPAU, VA 2) KHONG SU DUNG DONG THO1 VOI CAC PHAN TU
NHO SINH HOC HE THONG KHAC HOAC CAC PHAN TU NHO
CO MUC TIEU CHO CHI BINH TUONG TU. U hat wa eosin ¢6
viém da mach (EGPA): 1) GIAM TRIEU CHUNG EGPA SO VO
BAN DAU HOAC KHA NANG GIAM/LOAI BO VIEC SU DUNG
CORTICOSTEROID, VA 2) KHONG SU DUNG BONG THO!I VOI
CAC PHAN TU NHO SINH HOC HE THONG KHAC HOAC CAC
PHAN TU NHO CO MUC TIEU CHO CUNG CHI BINH. COPD
TANG BACH CAU Al LUONG TRUNG BINH EOSIN: 1) SU DUNG
KET HOP VOI LAMA/LABAV/ICS, 2) KHONG SU DUNG BONG
THO' VO'I THUOC SINH HOC TOAN THAN HOAC PHAN TU
NHO NHAM MUC TIEU KHAC CHO CUNG CHI BINH, VA 3) DAP
NG LAM SANG BUQC CHU'NG MINH BANG (A) GIAM CAC
DOT BUNG PHAT BENH COPD SO VOI BAN DAU, (B) GIAM
MU'C DO HOAC TAN SUAT CAC TRIEU CHUNG LIEN QUAN
DEN COPD, HOAC (C) TANG CHI SO FEV1 IT NHAT 5 PHAN
TRAM SO VOI MUC BAN DAU TRUGOC KHI BIEU TRI.
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Chi Binh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phép Tién
Quyet
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MIDOSTAURIN

San Pham Bi Anh Hwéng
« RYDAPT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | BENH BACH CAU TUY CAP TiNH: 6 THANG BENH TE BAO
Hiém MASTOCYTOSIS HE THONG TIEN TRIEN: 12 THANG

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MIFEPRISTONE

San Pham Bi Anh Hwéng
mifepristone oral tablet 300 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

HOI CHUNG CUSHING (CS): BAN DAU: CHAN DOAN BUQC

Bat Budc XAC NHAN Bdl: 1) CORTISOL KHQNG,CO TRONG NUjOC TIEU
24 GIO (IT NHAT 2 XET NGHIEM BE XAC NHAN), 2) XET
NGHIEM DEXAMETHASONE 1MG QUA BbEM, HOAC 3)
CORTISOL TRONG NUOC BOT VAO BEM KHUYA (IT NHAT 2
XET NGHIEM BE XAC NHAN).

Giéi Han b6

Tudi

Gi&i Han CS: BAN DAL): bUQOC KE’TOA BOI HOAC KHI THAM KHAO Y

Ngwoi Ké Toa | KIEN CUA BAC SI NOI TIET.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | CS: BAN DAU: TANG TIET CORTICOID KHONG PHAI LA HAU
QUA CUA GLUCOCORTICOID MAN TINH. GIA HAN: 1) TIEP
TUC CAI THIEN KHA NANG DUNG NAP GLUCOSE HOAC KHA
NANG DUNG NAP GLUCOSE ON’D!NH (VIDU: GIAM A1C, CAl
THIEN GLUCOSE KHI BOI), 2) TIEP TUC CO KHA NANG CHIU
DUNG VOI LIEU PHAP VA 3) TIEP TUC KHONG PHU HOP VOI
PHAU THUAT HOAC PA PHAU THUAT THAT BAI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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MILTEFOSINE

San Pham Bi Anh Hwéng
« IMPAVIDO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MIRDAMETINIB

San Pham Bi Anh Hwéng
« GOMEKLI ORAL CAPSULE 1 MG, 2 « GOMEKLI ORAL TABLET FOR
MG SUSPENSION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MIRVETUXIMAB SORAVTANSINE-GYNX

San Pham Bi Anh Hwéng
« ELAHERE

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Théng Tin Y Té | UNG THU BUONG TRUNG BIEU MO, ONG DAN TRUNG, HOAC
Bit Budc PHUC MAC NGUYEN PHAT KHAM MAT, BAO GOM DO NHAY
CAM VA KHAM BEN KHE, SE BU'OC HOAN THANH TRUOC
KHI BAT DAU LIEU PHAP VA THEO KY LICH DE XUAT.

Giéi Han b6
Tudi

Gi®i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MOMELOTINIB

San Pham Bi Anh Hwéng
« OJJAARA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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MOSUNETUZUMAB-AXGB

San Pham Bi Anh Hwéng
« LUNSUMIO « LUNSUMIO VELO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | U LYMPHOMA NANG TAI PHAT HOAC KHANG BIEU TRI: BAN
Hiém DAU: 6 THANG GIA HAN: 7 THANG.

Tiéu Chi Khac | U LYMPHOMA NANG TAI PHAT HOAC KHANG DIEU TRI: GIA
HAN: 1) DA DAT PUQC PHAN (PNG MOT PHAN VOI DIEU TR,
VA 2) CHUA BU'OC DIEU TRl QUA 17 LAN. THUOC NAY CUNG
YEU CAU XAC BINH THANH TOAN VA CO THE BU'OC BAO
HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh T4t ca cac Chi Binh dwoc Co Quan Quan Ly Thwec Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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NARCOLEPSY AGENTS

San Pham Bi Anh Hwéng

armodafinil

modafinil oral tablet 100 mg, 200 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Gi¢i Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac

Chi Dinh

Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phép Tién
Quyet
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NAXITAMAB-GQGK

San Pham Bi Anh Hwéng
« DANYELZA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

258



NERATINIB

San Pham Bi Anh Hwéng

NERLYNX

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | UNG THU vU GIAI POAN SQM (GIAI DOAN I-111): \(EU CA‘U
THUOC TRONG VONG 2 NAM SAU KHI HOAN THANH LIEU
TRASTUZUMAB CUOI CUNG. TAT CA CAC CHI DBINH KHAC
bUQC FDA QH@P THUAN DEU bUQOC BAO HIEM MA KHONG
CO TIEU CHI BO SUNG, NGOAI TRU NHU'NG TIEU CHI TREN
NHAN DA bUQC FDA CHAP THUAN.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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NILOTINIB - TASIGNA

San Pham Bi Anh Hwéng
TASIGNA ORAL CAPSULE 150 MG,

200 MG, 50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trov

Théng Tin Y Té | BENH BACH C,i_}U TUY MAN TiNH CO NHIEM §AC TiNH )

Bat Budc DUONG TINH O PHILADELPHIA (Ph+ CML) DA BUQC DIEU
TRI TRUOC DAY: PHAN TICH BOT BIEN TRUOC KHI BAT BAU
VA DUNG THUOC LA PHU HOP VOl BANG HU’O’NGADAN‘CUA
NCCN BE BUQC KHUYEN NGHI bIEU TRI DUA TREN HO SO
DOT BIEN BCR-ABLA1.

Gi¢i Han b6

Tuoi

Gi®i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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NILOTINIB DANZITEN

San Pham Bi Anh Hwéng

DANZITEN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BENH BACH CAU TUY MAN TiNH CO NHIEM SAC THE DUONG

Bat Budc TiNH O PHILADELPHIA (CML Ph+) PA bUOC DPIEU TRI TR}J’O’C
KHI BAT DAU DIEU TRI VA 2) LIEU PHAP PHU HOP VOI BANG
HUONG DAN CUA NCCN VE CAC KHUYEN NGH| BIEU TR
DUA TREN HO SO BOT BIEN BCR-ABLA1.

Gi¢i Han b6

Tuoi

Gi¢i Han

Nguwéi Ké Toa

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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NINTEDANIB

San Pham Bi Anh Hwéng

OFEV

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: XO PHOI VO CAN (IPF): MOT MAU VIEM PHOI KE

Bat Budc THUONG GAP (UIP) BPUQC CHUNG MINH BANG CHUP CAT
CcO PHAN 9IAI gAO (HRCT) f_)O’N LE HOAC KE'[ HQP SINH ]
THIET PHOI PHAU THUAT VA HRCT’. BENH PHOI KET HQP VOI
BENH XO' HE THONG (SSC-ILD): 1) IT NHAT 10% XO' HOA
TREN HRCT NGUC VA 2’) FVC Cq BA[\I IT Nlr-lAT140%‘GIA TR!
DV zKIEN. BENH ,PHOI KET XO MAN 'TINH QO KIEU HINH TIEN
TRIEN (PF-ILD): IT NHAT 10% XO HOA TREN HRCT NGUC.

Giéi Han b6

Tudi

Giéi Han BAN DAU: IPF: DUQ'C KE TOA BOI HOAC KHI THAM KHAO Y

Nguwéi Ké Toa KIEN CUA BAC SI PH’OI. ,SSC,-ILD,’PF-IITD: QUOC KE TOA Bp’l
H~OAC’ KHI THAM KHAO Y KIEN CUA BAC ST PHOI HOAC BAC
SI THAP KHOP.

Th&i Gian Bao | BAN DAU: SSC-ILD: 6 THANG IPF, PF-ILD: 12 THANG GIA HAN

Hiem (TAT CA CAC CHI DINH): 12 THANG

Tiéu Chi Khac | BAN DAU: IPF: 1) KHONG CO NGUYEN NHAN KHAC PUQC

BIET GAY BENH PHOI KET HOP (Vi DU: BENH MO LIEN KET,
DOC TINH THUOC, TIEP XUC VOI AMIANG HOAC BERYLIUM,
VIEM PHOI QUA MAN), AND 2) THU’ NGHIEM HOAC CHONG
CHIBINH VO'I THUOC BUQC UU TIEN: ESBRIET
(PIRFENIDONE). SSC-ILD: KHONG CO NGUYEN NHAN KHAC
PUQC BIET GAY BENH VIEM PHOI KE (Vi DU: SUY TIM/QUA
TAI DANG DICH, BOC TiNH PHOI DO THUOC, VIEM PHOI HIT
TAI PHAT) PF-ILD: CHU'C NANG PHOI VA CAC TRIEU CHUNG
HO HAP HOAC CHUP HINH NGU'C TRO NEN TRO NEN/TIEN
TRIEN MAC DU DA PIEU TRI BANG THUOC BUQC SU DUNG
TRONG THUC HANH LAM SANG CHO BENH ILD (KHONG DO
CAC BENH BI KEM NHU NHIEM TRUNG, SUY TIM). GIA HAN:
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

IPF, SSC-ILD, PF-ILD: CAl THIEN HOAC DUY TRI CO Y NGHIA
LAM SANG VE TY LE SUY GIAM HANG NAM.

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Co
Phap Tién
Quyeét
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NIRAPARIB

San Pham Bi Anh Hwéng
ZEJULA ORAL CAPSULE « ZEJULA ORAL TABLET

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU BU()NGATRL'J’N,G BIEU MQ, ONG DAN TRQ’NG, HOAQ
PHUC MAC NGUYEN PHAT TAI PHAT: 1) ZEJULA SE BUQC SU
DUNG NHU MOT LIEU PHAP BON, VA 2) ZEJULA BUQC BAT
DAU KHONG MUON HON 8 TUAN SAU PHAP BO CHUA
PLATINUM GAN DAY NHAT.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |Co

Phép Tién
Quyet
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NIRAPARIB-ABIRATERONE

San Pham Bi Anh Hwéng

AKEEGA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU TU)(EN TIEN, LIET DI CAN, KHONG PAP U’NQ TC')T‘
VOI LIEU PHAP NOI TIET TO (MCRPC), UNG THU TUYEN TIEN
LIET DI CAN NHAY CAM VOI LIEU PHAP THIEN HOAN
(MCSPC): 1) bA PHAU THUAT CAT BQ TINH HOAN HAI BEN, 2)
NONG bO TESTOSTERONE TRIET SAN (TUC LA DUOI 50
NG/DL), HOAC 3) SU DUNG BONG THO'1 VOI THUOC TUONG
TY GIAI PHONG HORMON GONADOTROPIN (GNRH)

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phég Tién
Quyet
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NIROGACESTAT

San Pham Bi Anh Hwéng
« OGSIVEO ORAL TABLET 100 MG,
150 MG, 50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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NITISINONE

San Pham Bi Anh Hwéng

nitisinone

« ORFADIN ORAL SUSPENSION

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BENH TYROSINE MAU DI TRUYEN LOAI 1 (HT-1): BAN DAU:

Bat Budc CHAN POAN bUQC XAC NHAN BQI NONG O
SUCCINYLACETONE TRONG NUOC TIEU HOAC TRONG
HUYET TUONG TANG CAO HOAC BOT BIEN TRONG GEN
FUMARYLACETOACETATE HYDROLASE. GIA HAN: NONG BO
SUCCINYLACETONE TRONG NUOC TIEU HOAC TRONG
HUYET TUONG DA GIAM SO VOl BAN BAU TRONG KHI BIEU
TRI BANG NITISINONE.

Giéi Han b6

Tudi

Giéi Han HT-1: BAN DAU:)DU’QC KE TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa |KHAOY KIEN CUA NGUO'l KE TOA VE CAC BENH CHUYEN
HOA DI TRUYEN.

Thei Gian Bao | BAN DAU: 6 THANG, GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | HT-1: BAN QAU: HUYEN DICH ORFADIN: THL’{’ NGHIEM HOAC
CI—!ONG CHI BDINH VO'I NITISINONE DANG VIEN NEN HOAC
VIEN NANG.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyét Phan B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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NIVOLUMAB

San Pham Bi Anh Hwéng

OPDIVO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac | UHAC TO KHONG TH'IzE CATBO HOAC DI CAN: KHC)NG SQ’
DUNG DONG THO'I VOI LIEU PHAP DINH HUONG (TUC LA
CHAT UC CHE BRAF, CHAT UC CHE MEK VA CHAT UC CHE
NTRK).

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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NIVOLUMAB-HYALURONIDASE-NVHY

San Pham Bi Anh Hwéng
. OPDIVO QVANTIG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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NIVOLUMAB-RELATLIMAB-RMBW

San Pham Bi Anh Hwéng
. OPDUALAG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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NOGAPENDEKIN ALFA

San Pham Bi Anh Hwéng
« ANKTIVA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 40 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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OFATUMUMAB-SQ

San Pham Bi Anh Hwéng
« KESIMPTA PEN

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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OLAPARIB

San Pham Bi Anh Hwéng

LYNPARZA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU BU()NGATRL'J’N,G BIEU MQ, ONG DﬂN '[RU’NG, HOAC
PHUC MAC NGUYEN PHAT TAI PHAT: THUOC SE bUQC sU
DUNG NHU MOT LIEU PHAP BDON. UNG THU TUYEN TIEN
LIET DI CAN, KHONG DAP UNG TOT VOI LIEU PHAP NOI TIET
TO: 1) BA PHAU THUAT CAT BO TINH HOAN HAI BEN, 2)
NONG DO TESTOSTERONE TRIET SAN (TUC LA DUO1 50
NG/DL), HOAC 3) SU DUNG BONG THO'1 VOI THUOC TUONG
T GIAI PHONG HORMON GONADOTROPIN (GNRH) TAT CA
CAC CHI BINH KHAC bUQC FDA CHAP THUAN BEU BUQC
BAO HIEM MA KHONG CO TIEU CHI BO SUNG, NGOAI TRV
NHUNG TIEU CHi TREN NHAN DA bU'QC FDA CHAP THUAN.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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OLUTASIDENIB

San Pham Bi Anh Hwéng
« REZLIDHIA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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OMACETAXINE

San Pham Bi Anh Hwéng
« SYNRIBO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

277



OMALIZUMAB

San Pham Bi Anh Hwéng

XOLAIR

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: HEN SUYEN: XET NGHIEM MAU HOAC LAY DA
DUONG TiNH (Vi DU: ELISA, FEIA) DOI VO CHAT GAY DI UNG
KHONG KHi LAU NAM VA NONG DO IGE HUYET THANH CO
BAN iT NHAT 30 IU/ML. DI UNG THU'C PHAM: 1) NONG DO
KHANG THE IGE TRONG HUYET THANH TOI THIEU 30 1U/ML,
VA 2) KET QUA XET NGHIEM CHICH DA DUONG TiNH VO iT
NHAT MOT LOAI THU'C PHAM, HOAC KET QUA THU THACH DI
NG THU'C PHAM DUQC THEO DOI Y TE DUONG TiNH VOI iT
NHAT MOT LOAI THU'C PHAM.

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

BAN DAU/GIA HAN: ME DAY TU PHAT MAN TINH (CSU): PUOC
KE TOA BO'T HOAC SAU KHI THAM KHAO Y KIEN CUA BAC SI
DI NG, BAC ST DA LIEU HOAC BAC ST MIEN DICH. BAN DAU:
VIEM MUI XOANG MAN TiNH CO POLYP MUI (CRSWNP):
PUOC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST TAI MOI HONG, BAC ST DI UNG HOAC BAC STMIEN DICH.
HEN SUYEN: BUOC KE TOA BOI HOAC KHI THAM KHAO Y
KIEN CUA BAC ST CHUYEN VE DI (’NG HOAC Y HOC PHO!. DI
NG THUC PHAM: DU'OC KE TOA BOI HOAC SAU KHI THAM
KHAO Y KIEN CUA BAC ST DI (’/NG HOAC MIEN DICH.

The¢i Gian Bao
Hiém

BAN DAU/GIA HAN: HEN SUYEN 12 THANG/12 THANG, CSU 6
THANG/12 THANG, CRSWNP 6 THANG/12 THANG, DI UNG
THUC PHAM 12 THANG/24 THANG

Tiéu Chi Khac

BAN DAU: CSU: 1) THU NGHIEM VA DUY TRI HOAC CHONG
CHIBINH VOl THUOC KHANG HISTAMINE H1 THE HE THU HAI
VA 2) VAN B| NHIEM HIV HOAC PHU MACH HAU HET CAC
NGAY TRONG TUAN TRONG iT NHAT 6 TUAN. CRSWNP: 1)
THU NGHIEM 56 NGAY VOI MOT LOAI CORTICOSTEROID
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

DUNG TAI MUI, 2) THUO NGHIEM HOAC CHONG CHI BINH VO
MOT THUOC PUQC LU TIEN: NUCALA, DUPIXENT VA 3)
KHONG SU DUNG DONG THO' VOI CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT UC CHE PDE-4) CHO
CHI BINH TU MIEN DICH. HEN SUYEN: 1) LIEU PHAP BONG
THO' VO'I LIEU TRUNG BINH, LIEU CAO HOAC LIEU DUNG
NAP TOI BA CUA CORTICOSTEROID HIT (ICS) VA iT NHAT
MOT LOAI THUOC DUY TRI KHAC, VA 2) MOT TRONG NHUNG
DIEU SAU: (A) IT NHAT MOT BOT PHAT TRIEN HEN SUYEN
CAN PHAI DUNG LIEU THUOC CORTICOSTEROID TOAN THAN
KEO DAI 3 NGAY HOAC NHIEU HON TRONG VONG 12 THANG
QUA HOAC iT NHAT MOT BDOT TRAM CAM NGHIEM TRONG
DEU PHAI NHAP VIEN HOAC BEN CAP ClPU TRONG VONG 12
THANG QUA, HOAC (B) KIEM SOAT TRIEU CHUNG KEM MAC
DU BDANG AP DUNG LIEU PHAP HIEN TAI NHU BUQC CHUNG
MINH BO' iT NHAT BA TRONG SO CAC TRIEU CHUNG SAU
DAY TRONG VONG 4 TUAN QUA: TRIEU CHU'NG HEN SUYEN
VAO BAN NGAY HON HAI LAN/TUAN, BAT KY BEM NAO BI
THUC GIAM DO HEN SUYEN, THUOC GIAM TRIEU CHUNG
SABA HON HAI LAN/TUAN, BAT KY HAN CHE HOAT BONG
NAO DO HEN SUYEN VA 3) KHONG S’ DUNG BONG THO' VOI
DUPIXENT, TEZSPIRE HOAC THUOC SINH HOC CHONG IL5
KHI DUNG CHO BENH HEN SUYEN. DI UING THU'C PHAM: 1)
SU DUNG DONG THO'I VOI BON THUOC TY TIEM/TIEM
EPINEPHRINE, VA 2) KHONG S DUNG BDONG THO!I VOI LIEU
PHAP MIEN DICH DAC TRUNG CHO DAU PHONG. GIA HAN:
CSU: DUY TRI HOAC CHONG CHIi BINH VOI THUOC KHANG
HISTAMINE H1 THE HE THU HAI. CRSWNP: 1) LO1 iCH LAM
SANG SO VOI BAN BAU, VA 2) KHONG SU’ DUNG BONG THOI
VOl CAC PHAN TU NHO SINH HOC HE THONG KHAC HOAC
CAC PHAN TU NHO cO MUC TIEU (Vi DU: CHAT U'C CHE JAK,
CHAT UC CHE PDE-4) CHO CHIi BINH Ty MIEN DICH. HEN
SUYEN: 1) KHONG S DUNG DONG THO'I VO'I DUPIXENT,
TEZSPIRE HOAC CAC THUOC SINH HOC CHONG IL5 KHI
PUQC S DUNG CHO BENH HEN SUYEN, 2) TIEP TUC SU
DUNG ICS VA iT NHAT MOT LOAI THUOC DUY TRi KHAC, VA
3) DAP NG LAM SANG BUQC CHUNG MINH BOI MOT
TRONG CAC BIEN PHAP SAU BAY: (A) GIAM SO BOQT PHUC
HOI HEN SUYEN TU MUC PAU, (B) GIAM SU’ DUNG THUOC
CUU HO, (C) GIAM MUC BO NGHIEM TRONG HOAC TAN SUAT
CUA CAC TRIEU CHUNG LIEN QUAN PEN BENH HEN SUYEN,
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
HOAC (D)’TANG TY LE PHAN TRAM FEV1 DY DOAN TEJ’ GIA
TRI CO BAN TRUOC KHI DBIEU TRI. DI UNG THU'C PHAM: 1) DI
UNG THU'C PHAM QUA IGE LIEN TUC, 2) SU DUNG DONG
THO1 VOI BON THUOC TY TIEM/TIEM EPINEPHRINE, VA 3)
KHONG SU DUNG BONG THO' VO!I LIEU PHAP MIEN DICH
DAC TRUNG CHO BAU PHONG.

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Co

Phép Tién
Quyeét
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OSIMERTINIB

San Pham Bi Anh Hwéng
« TAGRISSO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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OXANDROLONE

San Pham Bi Anh Hwéng
e oxandrolone

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao |6 THANG
Hiém

Tiéu Chi Khac | DI HOA PROTEIN, DAU XUONG: 1) DPUQC THEO DOI BENH
VIEM GAN, KHOI U TE BAO GAN VA THAY BOI MUC LIPID
MAU, 2) KHONG BIET HOAC NGHI NGO UNG THU TUYEN
TIEN LIET HOAC UNG THU VU & BENH NHAN NAM, UNG THU'
VU & N GIOI Bl TANG CANXI MAU, SUY THAN (GIAI DOAN
SUY THAN CUA VIEM THAN), HOAC TANG CANXI MAU, VA 3)
KHONG Bl ROI LOAN CHUYC NANG GAN NANG.

Chi Dinh T4t ca cac Chi Binh dwoc Co Quan Quan Ly Thwec Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PACRITINIB

San Pham Bi Anh Hwéng
« VONJO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | XO T’L’JY: GIA HAN: TIEP TUC PUQC HUONG LQI ICH TU
THUOC

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PALBOCICLIB

San Pham Bi Anh Hwéng
« IBRANCE

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PARATHYROID HORMONE

San Pham Bi Anh Hwéng

NATPARA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6

Tuoi

Gi¢i Han HA CANXI MAU THU PHAT DO SUY TUYEN’GIAE’ bUOC KE )

Ngwoi Ké Toa | TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC SI NOI TIET.

Thei Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | HA CANXI MAU THL’}’ PHAT DO SuY TUYEN GIAP 1) THU
NGHIEM HOAC CHONG CHI BINH VOI CALCITRIOL, 2) SUY
TUYEN CAN GIAP KHONG PHAI DO DOT BIEN THU THE CAM
NHAN CANXI (CSR), VA 3) SUY TUYEN GIAP KHONG bUQC
XEM LA SUY TUYEN GIAP CAP TINH SAU PHAU THUAT.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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PASIREOTIDE DIASPARTATE

San Pham Bi Anh Hwéng
« SIGNIFOR

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Giéi Han BENH CUSHING (CD): BAN IIE)AULDU’O’C ’KE TOA BO'I HOAC KHI
Ngweoi Ké Toa | THAM KHAO Y KIEN CUA BAC SINOI TIET.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG
Hiém

Tiéu Chi Khac | CD: GIA HAN: 1)VTIEP TUC CAI THIEN BENH CUSHING VA 2)
DUY TRi KHA NANG DUNG NAP SIGNIFOR.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PAZOPANIB

San Pham Bi Anh Hwéng
e pazopanib oral tablet 200 mg, 400 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | U SARCOMA MO MEM TIEN TRIEN (STS): KHONG BUQC SU
DUNG CHO STS M® BACH HOC HOAC U MO BPUONG TIEU

HOA (GIST)
Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
Sw Dung
Thuoc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

287



PEGFILGRASTIM - APGF

San Pham Bi Anh Hwéng
« NYVEPRIA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi6i Han PUQC KE TOA BOT HOAC SAU KHI THAM KHAO Y KIEN CUA
Ngwoi Ké Toa | BAC STHUYET HOC HOAC BAC STUNG THU.

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PEGFILGRASTIM - CBQV

San Pham Bi Anh Hwéng
UDENYCA ONBODY

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han bBUOC KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA

Ngwoi Ké Toa | BAC SIHUYET HOC HOAC BAC SI UNG THU.

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | UNG THU KHONG PHAI TDY UDENYCA: THU NGHIEM HOAC
CHONG CHi BINH VOI THUOC UU TIEN NYVEPRIA. UDENYCA
ONBODY: 1) THU NGHIEM HOAC CHONG CHI BINH VOI ]
THUOC UU TIEN NYVEPRIA, HOAC 2) RAO CAN TIEP CAN (VI
DU: RAO CAN DU LICH, KHONG THE QUAY LAl PHONG KHAM
DE TIEM).

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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PEGINTERFERON ALFA-2A

San Pham Bi Anh Hwéng

PEGASYS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi¢i Han \/IEM GAN B: BUQC KE TOA BC’TI,HO/_S:C SAU KHI THAM KHAO
Ngwoi Ké Toa |Y KIEN CUA BAC ST TIEU HOA, BAC ST CHUYEN VE BENH

TRUYEN NHIEM HOAC BAC ST CHUYEN VE BIEU TRI VIEM
GAN (Vi DU: BAC ST CHUYEN VE GAN).

Thp’i Gian Bao
Hiem

VIEM GAN B/VIEM GAN C: 48 TUAN.

Tiéu Chi Khac

Chi Dinh

Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Pidu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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PEGVISOMANT

San Pham Bi Anh Hwéng
« SOMAVERT

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PEMBROLIZUMAB

San Pham Bi Anh Hwéng

KEYTRUDA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac | UHAC TO KHONG TH'IzE CATBO HOAC DI CAN: KHC)NG SQ’
DUNG DONG THO'I VOI LIEU PHAP DINH HUONG (TUC LA
CHAT UC CHE BRAF, CHAT UC CHE MEK VA CHAT UC CHE
NTRK).

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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PEMBROLIZUMAB-BERAHYALURONIDASE
ALFA-PMPH

San Pham Bj Anh Hwéng
« KEYTRUDA QLEX

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Ngwéi Ké Toa

Théi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khoéng
Phap Tién
Quyet
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PEMIGATINIB

San Pham Bi Anh Hwéng

PEMAZYRE

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac | UNG THU DUONG MAT/ONG MAT, U’TUY'/U LYMPHOID: KHAM
MAT TOAN DIEN, BAO GOM CHUP CAT LOP QUANG HOC
(OCT), SE bBUQC HOAN THANH TRUOC KHI BAT BAU LIEU
PHAP VA THEO KY LICH BE XUAT bUQC KHUYEN NGHI.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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PENICILLAMINE TABLET

San Pham Bi Anh Hwéng
penicillamine oral tablet

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: CYSTINE NIEU: B] SOI THAN VA MOT TRONG

Bat Budc NHO’NG TRIEU CHUNG SAU: 1) PHAN TiCH SOI CHO THAY SU
HIEN DIEN CUA CYSTINE, 2) SU HIEN DIEN CUA CAC TINH
THI; CYSTINE LpC GIiAC bPAC TRU’N‘G CL{A BENH LY TREN
PHAN TICI—! NUOC TIEU HOAC 3) TIEN SU GIA DINH B SQI
NIEU VA SANG LOC XIANIDE-NITROPRUSSIDE DUONG TINH.

Giéi Han b6

Tudi

Gi&i Han BAN DAU: BENH WILSONS: BUQ'C KE TOA BOI HOAC SAU KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUAABAC Sl QAN HOAC TIEU HOA. ]
CYSTINE NIEU: DUQC KE TOA BOI HOAC KHI THAM KHAO Y
KIAEN CUA,BAC SI THAN. VIEM KHO’P'DANG THAP (RA):PU’QC
KE ]’OA BO|1 HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP
KHOP.

Th&i Gian Bao | BAN DAU: 12 THANG, GIA HAN: TRON DOI.

Hiem

Tiéu Chi Khac | BAN DAU: BENH WILSONS: 1) DIEM LEIPZIG 4 HOAC HON. RA:

1) KHONG CO TIEN S’ HOAC BANG CHUNG KHAC VE SUY
THAN, VA 2) THZ NGHIEM HOAC CHONG CHi BINH TRONG 3
THANG PIEU TRI BANG MOT THUOC DMARD (THUOC CHONG
THAM KHOP DBIEU TRI BENH) - NEU BENH NHAN DA THU
METHOTREXATE, THI CAN THU NGHIEM VO LIEU LUONG
LON HON HOAC BANG 20 MG MOI TUAN HOAC LIEU DUNG
NAP TOI BA. GIA HAN: RA: 1) KHONG CO TIEN SUY HOAC
BANG CHUNG KHAC VE SUY THAN, VA 2) DA TRAI NGHIEM
HOAC DUY TRI SU CAI THIEN SO LUONG KHOP BAU HOAC
SO LUONG KHOP SUNG SO VOl BAN PAU. BENH WILSONS,
CYSTINE NIEU: TIEP TUC PUQC HUONG LOI iCH TU THUOC.
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Chi Binh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phép Tién
Quyet
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PEXIDARTINIB

San Pham Bi Anh Hwéng
« TURALIO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PIMAVANSERIN

San Pham Bi Anh Hwéng

NUPLAZID

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6 ROI LOAN Té\M THAN O BENH PARKINSON (PD): BAN BAU: 18

Tudi TUOI TRO LEN

Giéi Han ROI LOAN TAM THAN & PD: BAN fE)AU:,E)U’Q’C Kﬁ TOA BOI

Nguwoi Ké Toa | HOAC SAU KHI THAM KHAO Y KIEN CUA BAC SI THAN KINH,
BAC SI LAQ KHOA HOAC BAC SI CHUYEN GIA SUC KHOE
HANH VI (VI DU: BAC SI TAM THAN).

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | ROI LOAN j’AM TI—JAN O PD: GIA HAN: SU CAI THIEN CAC
TRIEU CHUNG ROI LOAN TAM THAN BAN DAU VA CHUNG
MINH NHU CAU DIEU TRI LIEN TUC.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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PIRFENIDONE

San Pham Bi Anh Hwéng

« pirfenidone oral capsule .

pirfenidone oral tablet 267 mg, 534
mg, 801 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

XO PHOI VO CAN (IPF): BAN DAU: MOT MAU VIEM PHOI KE

Bat Budc THU()I\JG GA’P (UIP) BUQC CHL'J’NQ MINH BANG CHUP CAT
CO PHAN GIAI CAO (HRCT) BON LE HOAC KET HOP SINH
THIET PHOI PHAU THUAT VA HRCT.

Gi¢i Han b6

Tuoi

Gi¢i Han IPF: BAN DAU: bUQOC KE TOA BOI HOAC KHI THAM KHAO Y

Ngwoi Ké Toa | KIEN CUA BAC ST PHOIL.

Thei Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | IPF: BAN DAU: 1) KHpNG co NGUYEN NHAN KHAC bUQOC
BIET GAY BENH PHOI'KET,HOPI(VI DU: BENH MO LIEN KET,
bOC TINH THU'OC,!TIEP XUC VOI AMIANG HOAC BERYLLIUM,
VIEM PHOI QUA MAN, BENH XO CUNG BI HI?; THONG, VIEM
KHOP DANG THAP, XA TR, BENH} U HAT, VIEM TIEU PHE .
QUAN TAC NGHEN TO CHU'C PHOI, NHIEM VIRUS SUY GIAM
MIEN DICH O NGUO1 (HIV), VIEM GAN DO VIRUS HOAC UNG
THU). GIA HAN: CAl THIEN HQAC DUY TRI CO Y NGHIA LAM
SANG VE TY LE SUY GIAM HANG NAM.

Chi Pinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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PIRTOBRUTINIB

San Pham Bi Anh Hwéng
« JAYPIRCA ORAL TABLET 100 MG,
50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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POMALIDOMIDE

San Pham Bi Anh Hwéng
« POMALYST

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PONATINIB

San Pham Bi Anh Hwéng

ICLUSIG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BENH BACH CAU MAN TINH DONG TUY (CML): PHAN TiCH

Bat Budc DOT BIEN TRU’Og KHI BAT BAU VA ICLUSIG PHC} HOP VOI )
BANG HUONG DAN CUA NCCN CHO CAC KHUYEN NGH| bIEU
TRI DUA TREN HO SO BOT BIEN BCR-ABL1.

Giéi Han b6

Tudi

Gi®i Han

Ngwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac

Chi Dinh

Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Pidu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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POSACONAZOLE TABLET

San Pham Bi Anh Hwéng
e posaconazole oral tablet,delayed
release (dr/ec)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Thoi Gian Bao | TIEP TUC PIEU TR| SAU KHI XUAT VIEN, DU PHONG: 6 THANG
Hiém PIEU TRI: 12 TUAN.

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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PRALSETINIB

San Pham Bi Anh Hwéng
« GAVRETO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

305



PYRIMETHAMINE

San Pham Bi Anh Hwéng

e pyrimethamine

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han TOXOPLASMOSIS: BAN DAU: bUOoC KE TOA BOI HOAC SAU

Ngwoi Ké Toa | KHI THAM KHAO' Y KIEN CUA BAC SI CHUYEN GIA VE BENH
TRUYEN NHIEM.

Thei Gian Bao | TOXOPLASMOSIS: BAN DAU: 8 TUAN, GIA HAN: 6 THANG

Hiém

Tiéu Chi Khac | TOXOPLASMOSIS: GIA HAN: MOT TRONG NHUNG DI'EU SAU:
(1) BENH LAM SANG LIEN TUC (PAU DAU, TRiIEU CHUNG
THAN KINH HOé\C SOT) VA BENH X-quang LIEN TUC (MQT
HQAC NHIEU TON THUONG KHOI LUONG TREN HINH ANH
NAO), HOAC (2) SO LUQNG CD4 DU'O1 200 TE BAO/MM3 VA
HJEN DANG DUNG THUOC CHONG VIRUS NEU HIV DUONG
TINH.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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QUININE

San Pham Bi Anh Hwéng
e quinine sulfate

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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QUIZARTINIB

San Pham Bi Anh Hwéng
« VANFLYTA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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REGORAFENIB

San Pham Bi Anh Hwéng
. STIVARGA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RELUGOLIX

San Pham Bi Anh Hwéng
« ORGOVYX

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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REPOTRECTINIB

San Pham Bi Anh Hwéng
« AUGTYRO ORAL CAPSULE 160 MG,
40 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RESMETIROM

San Pham Bi Anh Hwéng

REZDIFFRA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

VIEM GAN NHIEM MO KHONG DO RU'QU BIA (NASH): BAN

Bat Budc E)[?\U: CHAN DOAI}J bUQC XAC NHAN BANG SINH THIET HOAC
XET NGHIEM KHONG XAM LAN, PA THU BUQC TRONG 12
THANG QUA, CHUNG MINH: 1) XO GAN GIAI DOAN 2 HOAC 3,
HOAC 2) BIEM HOAT BONG CUA BENH GAN NHIEM MO
KHONG DO RUQU BIA (NAFLD) TU 4 TRO LEN.

Giéi Han b6

Tudi

Gi&i Han NASH: BAN DAU,: bBUQC I§E TOA B,(’)’I HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI GAN, BAC SI TIEU HOA, HOAC BAC
SI NOI TIET.

Thoi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | NASH: GIA HAN: V,‘&N IIEP TUC Bl GAN NHIEM MO KHONG DO
RUQU CO VIEM VA TON THUONG TE BAO GAN NHUNG
CHUA XO GAN VOI XO GAN TU MUC DO TRUNG BINH DEN
NANG (PHU HOP VOI GIAI POAN XO F2 BEN F3).

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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RETIFANLIMAB-DLWR

San Pham Bi Anh Hwéng
. ZYNYZ

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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REVUMENIB

San Pham Bi Anh Hwéng
« REVUFORJ ORAL TABLET 110 MG,
160 MG, 25 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RIBOCICLIB

San Pham Bi Anh Hwéng

« KISQALI ORAL TABLET 200 MG/DAY
(200 MG X 1), 400 MG/DAY (200 MG
X 2), 600 MG/DAY (200 MG X 3)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RIBOCICLIB-LETROZOLE

San Pham Bi Anh Hwéng

« KISQALI FEMARA CO-PACK ORAL 2.5 MG, 600 MG/DAY(200 MG X 3)-
TABLET 200 MG/DAY(200 MG X 1)- 2.5 MG
2.5 MG, 400 MG/DAY(200 MG X 2)-

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RIFAXIMIN

San Pham Bi Anh Hwéng
XIFAXAN ORAL TABLET 200 MG,

550 MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao TIEU CHAY DU LICH, BENH NAO GAN (HE): 12 THANG IBS-D: 8

Hiém TUAN.

Tiéu Chi Khac | HE: THU NGHIEM HOAC CHONG CHT DINH VOI LACTULOSE
HOAC LIEU PHAP LACTULOSE BONG THOI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu [Co

Phép Tién
Quyet
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RILONACEPT

San Pham Bi Anh Hwéng

ARCALYST

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

HOI CHUNG DINH KY LIEN QUAN DEN CRYOPYRIN (CAPS): 1)
MOT TRONG NHING PIEU SAU DAY: (A) XET NGHIEM DI
TRUYEN CHO CAC BOT BIEN CHUYC NANG TANG TRUONG
TRONG GEN NLRP3, HOAC (B) CO DAU HIEU VIEM (TUC LA,
CRP, ESR, PROTEIN AMYLOID A TRONG HUYET THANH (SAA)
TANG CAO) HOAC PROTEIN S100), VA 2) HAI TRONG SO
NHUNG DIEU SAU: PHAT BAN GIONG ME DAY (VIEM DA BACH
CAU TRUNG TiNH), CON CAM LANH, MAT THINH LU'C THAN
KINH CAM GIAC, TRIEU CHUNG CO XUONG KHGOP, VIEM
MANG NAO KHONG DO VI KHUAN MAN TiNH, BAT THUONG
VE XUONG. THIEU CHAT DOI KHANG THE INTERLEUKIN-1
(DIRA): 1) MOT TRONG NHIPNG BIEU SAU: (A) XET NGHIEM DI
TRUYEN CHO CAC BOT BIEN CHU'C NANG TANG TRUONG
TRONG GEN IL1RN, HOAC (B) CO DAU HIEU VIEM (TUC LA
CRP TANG, ESR), VA 2) MOT TRONG NHIPNG BIEU SAU: PHAT
BAN GIONG VOI VAY NEN THE MU, VIEM TUY XUONG, VIEM
XUONG TUY KHONG DO VI KHUAN, BONG MONG. VIEM
MANG NGOAI TIM TAI PHAT (RP): HAI TRONG SO NHUNG
PIEU SAU DAY: DAU NGUC LIEN QUAN DEN VIEM MANG
NGOAI TIM, TIENG CO MANG NGOAI TIM, PIEN TAM BO CHO
THAY DOAN ST TREN CAO HOAC DOAN PR TRONG LAY LAN,
TRAN DICH MANG NGOAI TIM MOT HOAC NGAY CANG NANG
HON.

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngweoi Ké Toa

The¢i Gian Bao
Hiém

CAPS, DIRA: TRON BOI. RP: 12 THANG
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Khac | CAPS: KHONG SU DUNG BONG THO!I VOI CAC PHAN TU NHO
SINH HOC HE THONG KHAC HOAC CAC PHAN TU NHO NHAM
MUC TIEU (Vi DU: CHAT U'C CHE JAK, CHAT UYC CHE PDE-4)
CHO CAPS. DIRA: 1) KHONG SU¥ DUNG DONG THOI V&I CAC
PHAN TU NHO SINH HOC HE THONG KHAC HOAC CAC PHAN
TU NHO NHAM MUC TIEU CHO DIRA, VA 2) THU NGHIEM
CHAT LU TIEN: KINERET. RP: 1) DA Bl MOT DOAN VIEM MO
CO TIM CAP TiNH, 2) KHONG CO TRIEU CHUNG TRONG 4
PEN 6 TUAN VA 3) KHONG SU DUNG BDONG THOT VI CAC
PHAN TU NHO SINH HOC HE THONG KHAC HOAC CAC PHAN
TU NHO MUC TIEU CHO RP.

Chi DPinh Tét ca cac Chi Binh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phép Tién
Quyet
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RIMEGEPANT

San Pham Bi Anh Hwéng

NURTEC ODT

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac |DBIEU TR| DAU NL’J’A PAU CAP TiNH: BAN E)AU’: THW NGHIEM’
HOAC CHONG CHI BINH VOl MOT LOAI THUOC TRIPTAN (VI
DU: SUMATRIPTAN, RIZATRIPTAN). BAN ,E)AU,/GIA HAN:
KHONG DU’QC'SL’J’ DUNG DONG THO1 VOl CAC THUOC UC
CHE CGRP KHAC BE DIEU TRI DAU NUA DAU CAP TINH. GIA
HAN: 1) CAI THIEN SO VOl MUC BAN DAU TRONG BANG CAU
HOI DANH GIA KET QUA BIEU TRI CA,P TINH DO’BENH NHAN
T BAO CAO, HOAC 2) LIEU PHAP CO HIEU QUA CN DINH
TRONG PHAN LON CAC CON BAU NUA DAU. PHONG NGUA
DAU NUA DAU TUNG CAP DO: BAN BAU/GIA HAN: KHONG
BUOC SU DUNG DONG THO1VOI CAC THUOC UC CHE CGRP
KHAC DE PHONG NGUA CHUNG DAU NUA DAU. GIA HAN:
GIAM TAN SUAT, MUC BO NGHIEM TRONG HOAC THOI GIAN
DAU PAU DO AU NUA PAU KHI BIEU TRI.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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RIOCIGUAT

San Pham Bi Anh Hwéng

ADEMPAS

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: TANG HUYET AP DONG MACH PHOI (PAH): CHAN

Bat Budc DQAN buQC XAC NHAN BANG CACH BAT THONG TIM PHAI
VOI1 CAC THONG SO SAU: 1) AP LUC DONG MACH PHQI
TRUNG BINH (PAP) LON HON 20 MMHG, 2) AP SUAT MAU .
MACH PH(?I (PCWP) 15 MMHG HOAC IT HON, VA 3) SUC CAN
MACH PHOI (PVR) LON HON 2 BON V| WOOD TANG HUYET
AP PHOI MAN TiNH DO THROMBOEMBOVY THAC MAN TAI
PHAT (CTEPH) (NHOM 4 CUA WHO): TRIEU CHUNG CHUC
NANG LOAI lI-IV CUA WHO.

Gi¢i Han b6

Tuoi

Gi¢i Han BAN DAU:’PAI'-I, CTEPH: BUOC L(E TOA BOI HOAC SAU KHI

Nguwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC S
PHOI.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | BAN DAU: PAH: KHONG SU’ DUNG BONG THO' VOI NITRAT,

CHAT CHO NITRIC OXIT, CHAT UC CHE ,
PHOSPHODIESTERASE (PDE) HOAC CHAT *C CHE PDE
KHONG BAC HIEU. CTEPH: 1) KHONG SU DUNG DONG THOIl
VOI NITRAT, CHAT CHO NITRIC OXIT, CHAT (’C CHE
PHOSPHODIESTERASE (PDE) HOAC CHAT UYC CHE PDE
KHONG DAC HIEU, AND 2) KHONG PHAI LA NG VIEN PHAU
THUAT HOAC CTEPH KHONG THE HOAT BONG HOAC BENH
TAT LIEN TUC HOAC TAI PHAU SAU KHI BIEU TRI PHAU
THUAT. GIA HAN: PAH, CTEPH: KHONG S DUNG PONG THOII
VO'I NITRAT, CHAT CHO NITRIC OXIT, CHAT UC CHE
PHOSPHODIESTERASE (PDE) HOAC CHAT YC CHE PDE
KHONG BAC HIEU.
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Chi Binh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khéng
Phép Tién
Quyet
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RIPRETINIB

San Pham Bi Anh Hwéng
« QINLOCK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RISANKIZUMAB-RZAA

San Pham Bi Anh Hwéng

SKYRIZI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN MANG BAO PHU 3 PHAN TRAM TRO' LEN DIEN TiCH BE
MAT CO THE HOAC TON THUONG VAY NEN ANH HUONG
PEN TAY, CHAN, MAT, DA DAU HOAC VUNG SINH DUC.

Giéi Han b6
Tudi

Gi®i Han
Ngweoi Ké Toa

BAN DAU: PSO: DUQC KE TOA BOI HOAC KHI THAM KHAO Y
KIEN CUA BAC ST DA LIEU. VIEM KHOP VAY NEN (PSA):
PUQC KE TOA BOT HOAC KHI THAM KHAO Y KIEN CUA BAC
ST THAP KHOP HOAC BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAI TRANG (UC): DPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT
THUOC *C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC 'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG S DUNG BONG THO'1 VOl CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT U’C CHE PDE-4) CHO
CHI BINH TUONG TU. GIA HAN: PSO, PSA: TIEP TUC BUQC
HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét

327




RITUXIMAB AND HYALURONIDASE HUMAN-SQ

San Pham Bi Anh Hwéng
RITUXAN HYCELA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | U LYMPHO NANG (FL), U LYMPHO TE BAO B LON LAN TC’)/}
(DLBCL), BENH BACH CAU LYMPHO MAN TINH (CLL): 1) DA
HOAC SE BUQC TRUYEN TINH MACH IT NHAT MOT LIEU BAY
DD SAN PHAM RITUXIMAB TRUOC KHI BAT DAU DIEU TR
BANG RITUXIMAB VA HYALURONIDASE, VA 2) KHONG SU
DUNG BONG THO'I VOI THUOC SINH HOC TOAN THAN HOAC
PHAN TU NHC)’NH/IXM MUC TIEU KHAC (VI DU: THpOC ucC
CHE JAK, THUOC UC CHE PDE-4) CHO CUNG CHI BINH.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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RITUXIMAB-ABBS

San Pham Bi Anh Hwéng

TRUXIMA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BAN DAU: VIEM KHQP DANG THAP (RA):BUOC KE TOA BOI

Nguwoi Ké Toa | HOAC KHI THAM KHAO Y KIEN CUA BAC SI THAP KHOP. U
LYMPHO KHONG HODGKIN (NHL), BENH BACH CA’U
LYMPHOCYTIC MAN TINH (CLL): BUQC KE TOA BOI HOAC
SAU KHI THAM KHAO Y KIEN CUA BAC ST UNG THU.

Theoi Gian Bao | RA: BAN E),AU: 6 THANG, GIA HAN: 12 THANG NHL, GPA, MPA,

Hiém PV: 12 THANG CLL: 6 THANG

Tiéu Chi Khac | BAN DA}J: TAT CA pAC ,CHi DINH: KHONG SU¥ DUNG DONG
THO1 VOl CAC PHAN TU NHQ SINH HOC HE THONG’KHAC
HOAC CAC PHAN TU NHO CO MUC TIEU (VI DU: CHAT UC
CHE JAK, CHAT UC CHE PDE-4) CHO CHI DINH TUONG TU.
RA: THU NGHIEM HOAC CHONG CHI BINH VO'I HAI THUOC
BUQC UU TIEN SAU BAY: HUMIRA/CYLTEZO/YUFLYMA,
XELJANZ, RINVOQ, ORENCIA. GIA HAN: RA: 1) TIEP TUC
HUONG LOTICH TU TH’UOC VA 2) KHONG SU DUNG DO,NG
THO1VOI CAC PHAN TU NHQ SINH HOC HE THONG KHAC
HOAC CAC PHAN T NHO cO MUC TIEU CHO CHIi BINH
TUONG TUY..

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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ROPEGINTERFERON ALFA-2B-NJFT

San Pham Bi Anh Hwéng
« BESREMI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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RUCAPARIB

San Pham Bi Anh Hwéng

RUBRACA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | UNG THU TU)(EN TIEN, LIET DI CA~N, KI:IONG DAP U{NG TOT
VOl LIEU PHAP NOI TIET TO: 1) DA PHAU THUAT CAT Bp TINH
HOAN HAI BEN, 2) NONG bO TESTOSTERONE TRIET SAN
(TUC LA DUOI 50 NG/DL), HQAC 3) SU DUNG BONG THO'I VOI
THUOC TUONG TU GIAI PHONG HORMON GONADOTROPIN
(GNRH)

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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RUXOLITINIB

San Pham Bi Anh Hwéng

JAKAFI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao | XO TUY: BAN DAU:’G THANG, GIA HAN: 12 THANG DA HONG

Hiém CAU, GVHD: 12 THANG

Tiéu Chi Khac | BAN DAU: BENH GHEP MAN "I'iNH,VO’I VAT CHU (CGVHD):
KHONG SU’ DUNG BONG THOIl VOI REZUROCK, NIKTIMVO
HOAC IMBRUVICA. GIA HAN: XO TUY: TIEP TUC BUQC
HUONG LQTICH TU THUOC. CGVHD: KHONG SU DUNG
DONG THO'l VOI REZUROCK, NIKTIMVO HOAC IMBRUVICA.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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SAPROPTERIN

San Pham Bi Anh Hwéng
« javygtor oral tablet,soluble e Ssapropterin oral tablet,soluble

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

BAN DAU: 2 THANG, GIA HAN 12 THANG.

Tiéu Chi Khac | TANG PHENYLALANIN MAU (HPA): BAN DAU: KHCA)’NG sU
DUNG BONG THO'1 VOI PALYNZIQ. GIA HAN: 1) TIEP TUC
BUQC HUONG LOIICH TU VIEC BIEU TR| VA 2) KHONG SU
DUNG DONG THO' VO PALYNZIQ.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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SECUKINUMAB SQ

San Pham Bi Anh Hwéng

COSENTYX (2 SYRINGES) .
COSENTYX PEN (2 PENS)

COSENTYX SUBCUTANEOUS
SYRINGE 75 MG/0.5 ML
« COSENTYX UNOREADY PEN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA PAU HOAC MAT. VIEM KHOP COT
SONG TRUC KHONG THAY TREN X-QUANG (NR-AXSPA): 1)
NONG DO PROTEIN PHAN NG C (CRP) VUQT QUA GIOI HAN
TREN CUA MUC BiNH THUONG HOAC 2) VIEM KHOP CUNG
CHAU TREN CHUP CONG HUONG TU (MRI).

Giéi Han b6

Tudi

Gi®i Han BAN DAU: PSO, VIEM TUYEN MO HOI MU (HS): BUOC KE TOA

Ngwoi Ké Toa | BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU. VIEM
KHOP VAY NEN (PSA): PUQC KE TOA BO'I HOAC KHI THAM
KHAO Y KIEN CUA BAC ST THAP KHOP HOAC BAC ST DA LIEU.
VIEM COT SONG DINH KHOP (AS), NR-AXSPA, VIEM KHOP
LIEN QUAN DEN VIEM BAO KHOP (ERA): PUQC KE TOA BOI
HOAC KHI THAM KHAO Y KIEN CUA BAC ST THAP KHOP.

Thei Gian Bao | BAN DAU: HS: 12 THANG, TAT CA CAC CHI BINH KHAC: 6

Hiém THANG GIA HAN: 12 THANG

Tiéu Chi Khac | BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT

THUOC U'C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(QUANG HOA TRI LIEU), 2) CHONG CHi BINH HOAC KHONG
DUNG NAP CA THUOC UC CHE MIEN DICH VA PUVA, HOAC 3)
BENH NHAN BANG CHUYEN TU THUOC SINH HOC KHAC,
THUOC UC CHE PDE-4 HOAC THUOC UC CHE JAK CHO CHI
DINH TUONG TU. AS, NR-AXSPA: THU NGHIEM HOAC
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
CHONG Cljﬁ DINH }/O’I THUQC NSAID. ERA: THU NGHIEM
HOAC CHONG CHI BINH VOI MOT THUOC NSAID,
SULFASALAZINE HOAC METHOTREXATE. BAN DAU/QIA HAN:
TAT CA CAC CHI BINH: KHONG SU DUNG DONG THO1VOI
CAC PHAN TU NI-]O SINH HOC HE THONG KHAC HOAC CAC
PHAN TU NHO CO MUC TIEU (VI DU: CHAT UC CHE JAK,
CHAT UC CHE PDE-4) CHO CHI BINH TUONG TU. GIA HAN:
TAT CA CAC CHI BINH: TIEP TUC BUQC HUONG LOT ICH TU
THUOC.

Chi Dinh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Swr Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Co

Phép Tién
Quyet
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SELEXIPAG

San Pham Bi Anh Hwéng

« UPTRAVI ORAL TABLET 1,000 MCG,
1,200 MCG, 1,400 MCG, 1,600 MCG,

UPTRAVI ORAL TABLETS,DOSE
PACK

200 MCG, 400 MCG, 600 MCG, 800

MCG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

TANG HUYET AP DONG MACH PHOI (PAH): BAN DAU: CHAN

Bat Budc DQAN buQC XAC NHAN BANG CACH BAT THONG TIM PHAI
VOI CAC THONG SO SAU: 1) AP LUC DONG MACH PHQI
TRUNG BINH (PAP) LON HON 20 MMHG, 2) AP SUAT MAU
MACH PH(?I (PCWP) 15 MMHG HOAC IT HON, VA 3) SUC CAN
MACH PHOI (PVR) LON HON 2 BbON VI WOOD

Giéi Han b6

Tubi

Gi¢i Han PAH: BAN DAU: bUQC KE~ TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC SI PHOL.

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PAH: BAN PAU: THQ’ NQHIE,M HOAC CH(‘)N’G CHi,E)!NH VOI
HAI j’HUQC SAU BAY TU CAC NHOM THUOC KHAC NHAU: 1)
PHIEN BAN CONG THU'C CUA CHAT bOI KHANG THE THE
ENTOHELIN DUNG BUONG UONG, 2) PHIEN BAN CONG
THUC CUA CHAT UC CHE PHOSPHODIESTERASE TYPE-5
DUNG bUONG UONG CHO PAH, 3) PHIEN BAN CONG THUC
CUA CHAT KICH THICH CGMP DUNG BUONG UONG.

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SELINEXOR

San Pham Bi Anh Hwéng

« XPOVIO ORAL TABLET 100 MG/WEEK (60 MG X 1), 60MG
MG/WEEK (50 MG X 2), 40 TWICE WEEK (120 MG/WEEK), 80
MG/WEEK (10 MG X 4), 40 MG/WEEK (40 MG X 2), 80
MG/WEEK (40 MG X 1), 40MG MG/WEEK (80 MG X 1), 80MG
TWICE WEEK (40 MG X 2), 60 TWICE WEEK (160 MG/WEEK)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SELPERCATINIB

San Pham Bi Anh Hwéng
. RETEVMO ORAL CAPSULE 40 MG, . RETEVMO ORAL TABLET 120 MG,
80 MG 160 MG, 40 MG, 80 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SELUMETINIB

San Pham Bi Anh Hwéng
« KOSELUGO ORAL CAPSULE 10 MG, « KOSELUGO ORAL CAPSULE,
25 MG SPRINKLE 5 MG, 7.5 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SEVABERTINIB

San Pham Bi Anh Hwéng
« HYRNUO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Té’t’cé cac Chi binh dwgc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SILDENAFIL TABLET

San Pham Bi Anh Hwéng
sildenafil (pulm.hypertension) oral

tablet

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Théng Tin Y Té TANG HUYET AP DQNG MACH PHOI (PAH): BAN DAU: TL}OI

Bat Budc TU 18 TUOI TRO LEN: CHA[\I DOAN BUQC XAC NHAN BANQ
CACH BAT THONG TIM PHAI VOI CAC THONG,SO SAU: 1) AP
LUC DONQ MACH PHC)I TRUNG BINH (PAP) LON HON 20
MMHG, 2) AP SU,AT MAU MACH PHOI (PCWP) 15 MMHG HOAC
IT HON, VA 3)ZSU"C CAN MACH FzHOI (P}/R) LON HON 2 BON
VI WOOD TUOI TU' 1 DEN 17 TUOI: CHAN BDOAN BUQC XAC
NHAN BANG VIEC BAT THONG TIN TIM PHAI VOI CAC THONG
SO SAU: 1) PAP TRUNG BINH LON HON 20 MMHG, 2) PCWP
15 MMHG HOAC IT HON, VA 3) PVR 3 bON V| WOOD HOAC
LON HON.

Giéi Han b6

Tubi

Giéi Han PAH: BAN DAU: PU’Q’,C KE~ TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa | KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC SI PHOL.

Thp’i Gian Bao | BAN BDAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PAH: BAN DAUA/GIA HAN: 1) KHONG buQcC SU DUNG DONG
THOI HOAC LIEN TUC CAC THUOC EIEU TRI ROI LOAN
CUONG DUONG BDUONG UONG (VIDU: CIALIS, VIAGRA)
HQAC BAT KY NITRAT HUU CO’)NAO DUOI BAT KY DAI\JG
NAO VA 2) KHONG SU DUNG BONG THOI VOI CAC CHAT
KiCH THICH GUANYLATE CYCLASE.

Chi Dinh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

S Dung

Thuéc Khéng
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Theo Hwéng
Dan

Diéu Kién Tién
Quyet Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SIPONIMOD

San Pham Bi Anh Hwéng

« MAYZENT ORAL TABLET 0.25 MG, 1 « MAYZENT STARTER(FOR 2MG
MG, 2 MG MAINT)

« MAYZENT STARTER(FOR 1MG
MAINT)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SIROLIMUS PROTEIN-BOUND

San Pham Bi Anh Hwéng
« FYARRO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SODIUM OXYBATE-XYREM

San Pham Bi Anh Hwéng

sodium oxybate

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Thong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gioi Han BAN DAU: CON SUP CO TRONG CHUNG NGU RU, NGU QUA

Ngwoi Ké Toa | MUC VAO BAN NGAY (EDS) TRONG CHUNG NGU RU: BUQC
KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA BAC SI
THAN KINH, BAC SI TAM THAN HOAC CHUYEN GIA VE GIAC
NGU

Thoi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAU:‘EDS,TRONG CHL'J’NG‘NGL’JARU: 1)’KHQNG SQ’ DUNG
DONG THOI VOI THUOC AN THAN GAY NGU, VA 2) CHI DANH
CHO NGUOI1TU 18 TUOI TRO LEN: THU’ NGHIEM, THAT BAI
HOAC CHONG CHI BINH VO'I BAT KY PHIEN BAN NAO TRONG
DANH MUC THUOC CUA MODAFINIL, ARMODAFINIL HOAC
SUNOSI VA MOT LOAI THUOC KICH THICH CHUNG BUQC CHI
DBINH CHO CHUNG ROI LOAN VAN BONG QUA MUC O BENH
NHAN NGU RU. CON SUP CO TRONG CHUNG NGU RU:
KHONG SU DUNG BONG THO'1 VOI THUOC AN THAN. GIA
HAN: CON SUP CO TRONG CHUNG NGU RU, NEDS TRONG
CHUNG NGU RU: 1) CAI THIEN BEN VUNG CAC TRIEU
CHUNG SO VOI BAN DAU VA 2) KHONG SU DUNG DONG
THO'I VO THUOC AN THAN.

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuoc Khong
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Theo Hwéng
Dan

Diéu Kién Tién
Quyet Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SOFOSBUVIR/VELPATASVIR

San Pham Bi Anh Hwéng

« EPCLUSA ORAL PELLETSIN .

EPCLUSA ORAL TABLET

PACKET 150-37.5 MG, 200-50 MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

NONG DO RNA HCV TRONG VONG 6 THANG QUA.

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao TIEU CHi SE bUQC AP DUNG PHU HOP VOI HUONG DAN

Hiém HIEN HANH CUA AASLD/IDSA.

Tiéu Chi Khac | 1) TIEU‘CHi SE PUQC AP DL_JNG‘PHU HOP VO HU’ONG DAN
HIEN HANH CUA AASLD/IDSA, VA 2) KHONG BDANG DUNG
DONG THO'I BAT KY THUOC NAO SAU DAY: AMIODARONE,
CARBAMAZEPINE, PHENYTOIN, PHENOBARBITAL,
OXCARBAZEPINE, RIFAMPIN, RIFABUTIN, RIFAPENTINE, Phac
do dieu tri HIV c6 chira EFAVIRENZ, ROSUVASTATIN AT DOSES
ABOVE 10MG, TIPRANAVIR/RITONAVIR, TOPOTECAN,
SOVALDI (NHU MOT THUOC BON LE), HARVONI, ZEPATIER,
MAVYRET, HOAC VOSEVI, VA 3) BENH NHAN B| XO GAN MAT
BU CAN PHAI DUNG RIBAVIRIN BONG THOI TRU KHI
RIBAVIRIN KHONG DU DIEU KIEN.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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SOFOSBUVIR/VELPATASVIR/VOXILAPREVIR

San Pham Bi Anh Hwéng

« VOSEVI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

NONG DO RNA HCV TRONG VONG 6 THANG QUA

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao TIEU CHi SE bUQC AP DUNG PHU HOP VOI HUONG DAN

Hiém HIEN HANH CUA AASLD/IDSA.

Tiéu Chi Khac | 1) TIEU‘CHi SE PUQC AP DL_JNG‘PHU HOP VO HU’ONG DAN
HIEN HANH CUA AASLD/IDSA, VA 2) KHONG BDANG DUNG
DONG THO'I BAT KY THUOC NAO SAU DAY: AMIODARONE,
CARBAMAZEPINE, PHENYTOIN, PHENOBARBITAL,
OXCARBAZEPINE, RIFAMPIN, RIFABUTIN, RIFAPENTINE,
CYCLOSPORINE, PITAVASTATIN, PRAVASTATIN (LIEU TREN
40MG), ROSUVASTATIN, METHOTREXATE, MITOXANTRONE,
IMATINIB, IRINOTECAN, LAPATINIB, SULFASALAZINE,
TOPOTECAN, OR HIV REGIMEN THAT CONTAINS EFAVIRENZ,
ATAZANAVIR, LOPINAVIR, TIPRANAVIR/RITONAVIR, SOVALDI
(DUO1 DANG THUOC BON), EPCLUSA, HARVONI, ZEPATIER,
HOAC MAVYRET, VA 3) KHONG B] SUY GAN VUA HOAC NANG
(CHILD-PUGH B HOAC C).

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SOMATROPIN - NORDITROPIN

San Pham Bi Anh Hwéng
« NORDITROPIN FLEXPRO

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai BAN DAU/GIA HAN: TANG CUONG THE THAO, CHONG LAO
Trov HOA.

Thong Tin Y Té
Bat Budc

BAN DAU: THIEU HORMONE TANG TRUONG O TRE EM
(GHD), THAN THON THAP BENH LY (ISS), NHO VO'I TUOI THAI
(SGA), HOI CHUYNG NOONAN: CHIEU CAO IT NHAT 2 LECH
CHUAN DUO'I CHIEU CAO TRUNG BINH CUA TRE EM CUNG
PO TUOI VA GIOI TINH. HOI CHUPNG TURNER (TS): BUQC
XAC NHAN BANG PHAN TiCH NHIEM SAC THE
(CARYOTYPING). HOI CHUNG PRADER WILLI (PWS): CHAN
DOAN DI TRUYEN BU'QC XAC NHAN CUA PWS. GHD NGU Ol
LON: 1) MAC BENH BAM SINH, DI TRUYEN HOAC CO THE (Vi
DU U SO HAU, GIAM SAN TUYEN YEN, TUYEN YEN SAU LAC
CHO, XA TRI SO TRUOC BO), HOAC 2) GHD BUQC XAC NHAN
BO'I MOT TRONG CAC XET NGHIEM KiCH THICH HORMONE
TANG TRUONG (GH) SAU BAY: (A) XET NGHIEM DUNG NAP
INSULIN (GH BINH CAO 5 NG/ML HOAC iT HON), (B) XET
NGHIEM KiCH THICH GLUCAGON (MOT TRONG CAC XET
NGHIEM SAU: (1) PAP I’NG BINH CAO 3 NG/ML HOAC iT HON
VA BMI DUOI 25 KG/M2, (I1) DPAP NG BINH CAO 3 NG/ML
HOAC iT HON VA BMI TU 25 - 30 KG/M2 VO'I XAC SUAT
TRUOC XET NGHIEM, (1) DAP NG BINH CAO 1 NG/ML HOAC
iTHON VA BMI TU 25 - 30 KG/M2 VOI XAC SUAT XET NGHIEM
THAP, HOAC (1IV) BAP NG BINH CAO 1 NG/ML HOAC iT HON
VA BMI LON HON 30 KG/M2), HOAC (C) XET NGHIEM
MACIMORELIN (GH BINH CAO LA 2.8 NG/ML HOAC iT HON).

Gi¢i Han b6
Tuoi

SGA: 2 TUOI TRO LEN.

Gi¢i Han
Ngweoi Ké Toa

BAN DAU/GIA HAN: TAT CA CAC CHI BINH: DUQC KE TOA BO|
HOAC KHI THAM KHAO Y KIEN CUA BAC STNOI TIET.

The¢i Gian Bao
Hiém

BAN DAU/GIA HAN: 12 THANG
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Khac

BAN DAU: GHD & TRE EM, ISS, SGA, TS, HOI CHUNG
NOONAN: PAU XUONG MO DUQC XAC NHAN BOI CHUP X-
QUANG CO TAY VA BAN TAY. BAN DAU/GIA HAN: GHD &
NGUOI LON, GHD & TRE EM, SGA, TS, PWS, HOI CHUNG
NOONAN: KHONG S’ DUNG BONG THO! VOI INCRELEX. GIA
HAN: ISS: 1) CAI THIEN TRONG KHI BPIEU TR| (TANG CHIEU
CAO HOAC TOC DO PHAT TRIEN TANG), VA 2) DAU XUONG
MO BUQ'C XAC NHAN BOT CHUP X-QUANG CO TAY VA BAN
TAY. GHD O TRE EM, SGA, TS, HOI CHIPNG NOONAN: 1) CAl
THIEN TRONG KHI BIEU TR| (TANG CHIEU CAO HOAC TOC
PO PHAT TRIEN TANG), VA 2) PAU XUONG MO BUQC XAC
NHAN BO'T CHUP X-QUANG CO TAY VA BAN TAY HOAC CHUA
HOAN THANH QUA TRINH PHAT TRIEN TRUG'C TUOI DAY THI.
PWS: CAI THIEN THANH PHAN CO' THE.

Chi Dinh

Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phép Tién
Quyet
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SOMATROPIN - SEROSTIM

San Pham Bi Anh Hwéng
SEROSTIM SUBCUTANEOUS
RECON SOLN 4 MG, 5 MG, 6 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai BAN DAU/GIA HAN: TANG CUONG THE THAO, CHONG LAO

Trov HOA.

Théng Tin Y Té BAN E)Ap: HIV/SUY GI{\M: MO'I: TRONG NHONG CACH SAU bE

Bat Budc GIAM CAN: 1) GIAM CAN NGOAI'Y MUON 10% TRONG VONG
12 THANG HOAC GIAM CAN 5% TRONG VONG 6 THANG, 2)
GIAM 5% KHOI LUONG TE BAO CO THE (BCM) TRONG VONG
6 THANG, 3) BCM NHO HON 35% (NAM) TONG TRONG LUONG
CO THE VA CHI SO KHOI LUONG CO THE (NBMI)ZNHO HON 27
KG/MET VUONG, 4) BCM NHO HON 23% (NU) TONG TRONG
LUONG CO THE VA BMI N'HO HON 27 KG/MET VUONG, HOAC
5) BMI NHO HON 20 KG/MET VUONG.

Giéi Han b6

Tubi

Gi¢i Han HIV/SUY Cg‘lAM: BAN D@U: bUOC KEA TOA BOI HOAQ SAU KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI TIEU HOA, CHUYEN GIA HO
TRO DINH DUONG HOAC CHUYEN GIA BENH TRUYEN
NHIEM.

Théi Gian Bao | BAN DAU/GIA HAN: 9 THANG.

Hiem

Tiéu Chi Khac | HIV/SUY G‘IAM: GIA HAN: 1) LOI iCH LAM SANG VE KHOI
LUONG VA TRONG LUONG CO.

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SONIDEGIB

San Pham Bi Anh Hwéng
. ODOMZO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Théng Tin Y Té | UNG THU BIEU MO TE BAO DAY TIEN TRIEN TAI CHO (BCC):
B4t Budc NONG DO CREATINE KINASE (CK) VA CREATININE HUYET
THANH CO BAN

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SORAFENIB

San Pham Bi Anh Hwéng
e Sorafenib

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SOTATERCEPT-CSRK

San Pham Bi Anh Hwéng
WINREVAIR SUBCUTANEOQUS KIT
45 MG, 90 MG (45 MG X 2)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

TANG HUYET AP DONG MACH PHOI (PAH): BAN DAU: CHAN

Bat Buoc DQAN buQC XAC NHAN BANQ CACH BAT THONG TIMXPHAI
VOl CAC THONG SO SAU: 1) AP LUC DONGIMACH’ PHOI
TRUNG BINH (PAP) LON HON 20 MMHG, 2) AP SUAT MAU
MACH PHOI (PCWP) 15 MMHG HOAC IT HON, VA 3) SUC CAN
MACH PHOI (PVR) LON HON 2 BON V| WOOD

Gi¢i Han b6

Tuoi

Gi¢i Han PAH: BAN E)AU: bUQOC KE~ TOA BOI HOAC SAU KHI THAM

Ngwoi Ké Toa |KHAO Y KIEN CUA BAC ST TIM MACH HOAC BAC ST PHOIL.

The&i Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | PAH: BAN DA,U: 1) TREN BOI CANH LIEU PHAR PAH (iT NI—!AT
TRONG 3 THANG) VO IT NHAT HAI TRONG SO CAC THUOC
SAU BAY TU CAC NHOM THUOC KHAC NHAU: A) CHAT DQI
KHANG THU THE ENDOTHELIN BUONG UONG, B) CHAT UC
CHE PHOSPHODIESTERASE TYPE-5 DUNG BUONG UONG
CHO PAH, C) CHAT KICH THICH CGMP bUONG UONAG, D)
IV/SQ PROSTACYCLIN, HOAC 2) TREN MQT TAC NHAN TU
MOT TRONG CAC NHOM THUOC TREN VA CO pHONQ CHI
DINH HOAQ KHONG DUNG NAP VOI TAT CA CAC NHOM
THUOC KHAC.

Chi Pinh Tét,cé cac Chi Binh dwoc Co Quan Quéan Ly Thuc Phém va Duwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Theo Hwéng
Dan

Diéu Kién Tién
Quyet Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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SOTORASIB

San Pham Bi Anh Hwéng
« LUMAKRAS ORAL TABLET 120 MG,
240 MG, 320 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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STIRIPENTOL

San Pham Bi Anh Hwéng
 DIACOMIT ORAL CAPSULE 250 MG, « DIACOMIT ORAL POWDER IN
500 MG PACKET 250 MG, 500 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi6i Han HOI CHUNG DRAVET: BAN BAU: DUOC KE TOA BOI HOAC
Ngwoi Ké Toa | KHI THAM KHAO Y KIEN CUA BAC STTHAN KINH.

Th&i Gian Bao | BAN DAU/GIA HAN: 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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SUNITINIB

San Pham Bi Anh Hwéng
e Sunitinib malate

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | U MO BEM BUONG TIEU HOA (GIST): THU NGHIEM HOAC
CHONG CHi BINH VO IMATINIB.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phap Tién
Quyet
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TADALAFIL - ADCIRCA, ALYQ

San Pham Bi Anh Hwéng

e alyq

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

TANG HUYET AP DONG MACH PHOI (PAH): BAN DAU: CHAN

B4t Budc DOAN DUQC XAC NHAN BANG CACH DAT THONG TIM PHAI
VO CAC THONG SO SAU: 1) AP LIC DONG MACH PHOI
TRUNG BINH (PAP) LON HON 20 MMI—!G, 2) AP SUAT MAU .
MACH PHOI (PCWP) 15 MMHG HOAC IT HON, VA 3) SU'C CAN
MACH PHOI (PVR) LON HON 2 BON VI WOOD

Giéi Han b6

Tubi

Gi&i Han PAH: BAN DAU: DUQC KE TOA BOI HOAC SAU KHI THAM

Nguwoi Ké Toa | KHAO Y KIEN CUA BAC SI TIM MACH HOAC BAC SI PHOI.

Thp’i Gian Bao | BAN BDAU/GIA HAN: 12 THANG

Hiem

Tiéu Chi Khac | PAH: BAN DAU/GIA HAN: 1) KHONG DUOC SU DUNG DONG
THOI HOAC LIEN TUC CAC TrHUOC PlEU TRI ROI LOAN
CU’O’NG’DU’O"NG DPUONG UONG (VI DU: CIAL!S, VJAGRA)
HOAC BAT KY NITRAT HJ'U CO' NAO DUO1 BAT KY DANG
NAO VA 2) KHONG SU DUNG BONG THO'I VOI CAC CHAT
KICH THICH GUANYLATE CYCLASE.

Chi Dinh Tét ca cac chi dinh dwoc chap nhan vé mat y khoa.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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TADALAFIL-CIALIS

San Pham Bi Anh Hwéng
tadalafil oral tablet 2.5 mg, 5 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu ChiLoai | ROI LOAN CUONG DUONG KHONG BU'Q'C CHAN DOAN PHI
Trov DAI TUYEN TIEN LIET LANH TINH (BPH).

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac |BPH: 1) THU NGHIEM MOT THUOC CHAN ALPHA (Vi DU: )
DOXAZOSIN, TERAZOSIN, TAMSULOSIN, ALFUZOSIN), VA 2)
THU NGHIEM MOT CHAT UC CHE 5-ALPHA-REDUCTASE (VI
DU: FINASTERIDE, DUTASTERIDE). CHI AP DUNG CHO HAM
LUONG 2.5MG VA 5MG

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |Co

Phép Tién
Quyet

366




TALAZOPARIB

San Pham Bi Anh Hwéng

TALZENNA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | UNG THU VQ TIEN TRIEN HOAC DI CAN: 1) DA BDUQC DIEU
TRI BANG HOA TR| TRONG TAN Bé TRO, BO TRQ, HOAC DI
CAN, VA 2) NEU UNG THU VU CO THE HIEN HORMONE (HR)
DUONG TINH, PADBUQC BIEU TRI BANG LIEU PHAP NOI TIET
TRUOC DO HOAC bUQC CHO LA KHONG PHU HOP CHO
LIEU PHAP NOI TIET. UNG THU TUYEN TIEN LIET DI CAN,
KHONG DAP UNG TOT VOI LIEU PHAP NOI TIET TO: 1) PA
PHAU THUAT CAT BO TINH HOAN HAI BEN, 2) NONG DO
TESTOSTERONE TRIET SAN (TUC LA DUO1 50 NG/DL), HOAC
3) SU DUNG BONG THO'I VOI THUOC TUONG TU GIAI PHONG
HORMON GONADOTROPIN (GNRH)

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

St Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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TALETRECTINIB

San Pham Bi Anh Hwéng
. IBTROZI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TALQUETAMAB-TGVS

San Pham Bi Anh Hwéng
« TALVEY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TARLATAMAB-DLLE

San Pham Bi Anh Hwéng
« IMDELLTRA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TAZEMETOSTAT

San Pham Bi Anh Hwéng
« TAZVERIK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TEBENTAFUSP-TEBN

San Pham Bi Anh Hwéng
« KIMMTRAK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TECLISTAMAB-CQYV

San Pham Bi Anh Hwéng
« TECVAYLI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TELISOTUZUMAB VEDOTIN-TLLV

San Pham Bi Anh Hwéng
. EMRELIS

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TELOTRISTAT

San Pham Bi Anh Hwéng
« XERMELO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi&i Han HOI CHUNG CARCINOID TIEU CHAY: PUQC KE TOA BOI
Ngwoi Ké Toa | HOAC SAU KHI THAM KHAO Y KIEN CUA BAC STUNG THU
HOAC BAC ST TIEU HOA

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TEPOTINIB

San Pham Bi Anh Hwéng
« TEPMETKO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TERIPARATIDE

San Pham Bi Anh Hwéng
« teriparatide subcutaneous pen injector
20 mcg/dose (560mcg/2.24ml)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

Bat Budc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao | 24 THANG

Hiém

Tiéu Chi Khac LQANG XUONG: CHUA BUQC D!EU TRI TiCH LQY TRONG
TONG CONG 24 THANG BANG BAT KY LIEU PHAP HORMONE
TUYEN GIAP NAO, TRU KHI VAN O MUC HOAC PA TRO LAl
MUC NGUY CO GAY XUONG CAO

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu Cau Liéu | Khéng

Phép Tién
Quyet
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TESTOSTERONE

San Pham Bi Anh Hwéng

« lestosterone transdermal gel in .
metered-dose pump 12.5 mg/ 1.25
gram (1 %), 20.25 mg/1.25 gram (1.62

%)

testosterone transdermal gel in packet
1 % (25 mg/2.5gram), 1 % (60 mg/5
gram)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trov

Théong Tin Y Té

SUY SINH DUC NAM: BAN DAU: BPUOC XAC NHAN BOI: 1) iT

Bat Budc NHAT HAI LAN XET NGHIEM NONG DO TESTOSTERONE )
TRONG HUYET THANH DUO1 300 NG/DL TRONG NHUNG LAN
RIENG BIET, HOAC 2) NONG DO TESTOSTERONE TRONG
HUYET THANH TU DO DUGl 5 NG/DL.

Gi¢i Han b6

Tuoi

Gi®i Han

Nguwéi Ké Toa

Thoi Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | SUY SINH DUC NAM: BAN DAU: 1) 40 TUOI TR(:)’ LEN: KHANG
NGUYEN DAC HIEU TUYEN TIEN LIET (PSA) BPA BUOC BANH
GIA BE SANG LOC UNG THU TUYEN TIEN LIET. GIA HAN: 1) 40
TUOI TRO LEN: PSA BA BUQC DANH GIA DE SANG LOC UNG
THU TUYEN TIEN LIET, VA 2) CAI THIEN CAC TRIEU CHUNG
SO VOl MUC BAU VA KHA NANG CHIU BUNG DIEU TRI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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TESTOSTERONE CYPIONATE - DEPO

San Pham Bi Anh Hwéng
« lestosterone cypionate

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

SUY SINH DUC NAM: BAN DAU: BPUOC XAC NHAN BOI: 1) iT

Bat Budc NHAT HAI LAN XET NGHIEM NONG DO TESTOSTERONE )
TRONG HUYET THANH DUO1 300 NG/DL TRONG NHUNG LAN
RIENG BIET, HOAC 2) NONG BO TESTOSTERONE TRONG
HUYET THANH TU DO DUG'l 5 NG/DL.

Gi¢i Han b6

Tuoi

Gi¢i Han

Nguwéi Ké Toa

Thei Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | SUY SINH DUC NAM: BAN DAU: 1) 40 TUOI TR(:)’ LEN: KHANG
NGUYEN DAC HIEU TUYEN TIEN LIET (PSA) BA BUOC BANH
GIA BE SANG LOC UNG THU TUYEN TIEN LIET. GIA HAN: 1) 40
TUOI TRO LEN: PSA BA BUQC DANH GIA DE SANG LOC UNG
THU TUYEN TIEN LIET, VA 2) CAI THIEN CAC TRIEU CHUNG
SO VOl MUC BAU VA KHA NANG CHIU BUNG DIEU TRI.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet
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TESTOSTERONE ENANTHATE

San Pham Bi Anh Hwéng

o testosterone enanthate

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

SUY SINH DUC NAM: BAN DAU: BPUOC XAC NHAN BOI: 1) iT

Bat Budc NHAT HAI LAN XET NGHIEM NONG DO TESTOSTERONE )
TRONG HUYET THANH DU’('JI 300 NG/DL TRONG NHU'NG LAN
RIENG BIET, HOAC 2) NONG DO TESTOSTERONE TRONG
HUYET THANH T DO DUO'l 5 NG/DL.

Gi¢i Han b6

Tuoi

Gi¢i Han

Nguwéi Ké Toa

Thei Gian Bao | BAN DAU/GIA HAN: DAY THi, MUON O NAM GIQ’I: 6 THANG,

Hiém SUY SINH DUC NAM: 12 THANG CHI BINH KHAC: 12 THANG

Tiéu Chi Khac | BAN D{&U: SUY SINH DUC NAM: 1) 40 TUOI TR(:)’ LEN: KHANG
NGUYEN BAC HIEU TUYEN TIEN LIET (PSA) BA BbUQC BANH
GIA BE SANG LOC UNG THU TUYEN TIEN LIET. GIA HAN: SUY
SINH DUC NAM: 1) 40 TUOI TRO LEN: PSA BA bUQ'C DANH
GIA BE SANG LOC UNG THU TUYEN TIEN LIET, VA 2) CAI
THIEN CAC TRIEU CHUNG SO VOI MUC BAU VA KHA NANG
CHIU BUNG BIEU TRI. DAY THI MUON O NAM GIOI: CHUA
NHAN BUQC HON HAI LICH TRINH LIEU PHAP THAY THE
TESTOSTERONE KEO DAI 6 THANG

Chi Dinh Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Piéu Kién Tién
Quyét Phan B

Yéu Cau Liéu
Phap Tién
Quyet
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TETRABENAZINE

San Pham Bi Anh Hwéng

e tetrabenazine

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Giéi Han BENH HUNTINGTON: BUQC KE~TOA BOI HOAC SAU KHI A
Ngwoi Ké Toa | THAM ’KHAO Y KIEN CUA BAC ST THAN KINH HOAC CHUYEN
GIA ROI LOAN VAN BONG

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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THALIDOMIDE

San Pham Bi Anh Hwéng
« THALOMID ORAL CAPSULE 100
MG, 150 MG, 200 MG, 50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TISLELIZUMAB-JSGR

San Pham Bi Anh Hwéng
« TEVIMBRA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TISOTUMAB VEDOTIN-TFTV

San Pham Bi Anh Hwéng
« TIVDAK

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TIVOZANIB

San Pham Bi Anh Hwéng
. FOTIVDA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TOCILIZUMAB-AAZG SQ

San Pham Bi Anh Hwéng

TYENNE

« TYENNE AUTOINJECTOR

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

BAN DAU: VIEM KHOP DANG THAP (RA), VIEM KHOP Ty
PHAT O THIEU NIEN (PJIA): BPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST THAP KHOP. VIEM KHOP VO
CAN O TRE VI THANH NIEN CO HE THONG (SJIA): PUQC KE
TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA BAC ST
THAP KHOP, BAC ST DA LIEU HOAC BAC ST MIEN DICH.

Thp’i Gian Bao
Hiém

BAN DAU: RA, PJIA, SJIA, GCA: 6,THANG CRS: 1 THANG GIA
HAN: RA, PJIA, SJIA, GCA: 12 THANG

Tiéu Chi Khac

BAN DAU: RA: THU NGHIEM HOAC CHONG CHI BINH VO'I HAI
THUOC PU'QC UU TIEN SAU PAY:
HUMIRA/CYLTEZO/YUFLYMA, XELJANZ, RINVOQ, ORENCIA.
VIEM BONG MACH TE BAO KHONG LO (GCA): 1) bPA HOAN
THANH, BAT BAU HOAC SAP BAT BAU QUA TRINH GIAM DAN
GLUCOCORTICOID VA 2) BPANG THU NGHIEM HOAC CHONG
CHIi BINH VO'I THUOC BU'QOC LU TIEN: RINVOQ. PJIA: THU
NGHIEM HOAC CHONG CHi BINH VOI1 HAl THUOC BUOC LU
TIEN SAU BAY: HUMIRA/CYLTEZO/YUFLYMA, XELJANZ IR,
ORENCIA, RINVOQ. BAN BDAU/GIA HAN: TAT CA CAC CHI
DINH: KHONG SU DUNG BONG THOI VOI CAC PHAN TU NHO
SINH HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO
MUC TIEU (Vi DU: CHAT U'C CHE JAK, CHAT UC CHE PDE-4)
CHO CHI BINH TUONG TU. GIA HAN: RA, PJIA, SJIA: TIEP TUC
PUOC HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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TOCILIZUMAB-AAZG-IV

San Pham Bi Anh Hwéng

« TYENNE
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)
Tiéu Chi Loai | BENH DO VIRUS CORONA 2019 (COVID-19) &' NGU'O'l LON
Trov NAM VIEN.

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi¢i Han BAN E),?\U: VIEM KI:IC’TP DANG THAP (RA), VIEM KHOP TY

Nguwoi Ké Toa | PHAT O THIEU NIEN (PJIA): BUOQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC SI THAP KHOP. VIEM KHOP VO
CAN O TRE V| THANH NIEN CO HE THONG (SJIA): BUQC KE
TOA BOI HOAC SAU KHI THAM KHAO Y KIEN QUA BAC SI
THAP KHOP, BAC SI DA LIEU HOAC BAC SI MIEN DICH.

Théi Gian Bao | BAN DAU: RA, PJIA, SJIA, GCA: 6,THANG CRS: 1 THANG GIA

Hiém HAN: RA, PJIA, SJIA, GCA: 12 THANG

Tiéu Chi Khac | BAN BAU: TAT CA CAC CHI BINH: KHONG SU DUNG BONG

THO'I VO'I CAC PHAN TU NHO SINH HOC HE THONG KHAC
HOAC CAC PHAN T NHO CcO MUC TIEU (Vi DU: CHAT UC
CHE JAK, CHAT U'C CHE PDE-4) CHO CHIi BINH TUONG TU.
RA: THU NGHIEM HOAC CHONG CHI BINH VOI HAI THUOC
DUQC UU TIEN SAU DAY: HUMIRA/CYLTEZO/YUFLYMA,
XELJANZ, RINVOQ, ORENCIA. VIEM BONG MACH TE BAO
KHONG LO (GCA): 1) DA HOAN THANH, BAT DAU HOAC SAP
BAT BAU QUA TRINH GIAM DAN GLUCOCORTICOID VA 2)
DANG THU NGHIEM HOAC CHONG CHi BINH VOl THUOC

DU OC LU TIEN: RINVOQ. PJIA: THU NGHIEM HOAC CHONG
CHi BINH VOl HAl THUOC BU'QOC LU TIEN SAU PAY:
HUMIRA/CYLTEZO/YUFLYMA, XELJANZ IR, ORENCIA,
RINVOQ. GIA HAN: RA, PJIA, SJIA: 1) TIEP TUC HPYONG LOI
iCH TU THUOC VA 2) KHONG SU DUNG BONG THO'I VOI CAC
PHAN TU NHO SINH HOC HE THONG KHAC HOAC CAC PHAN
TU NHO cO MUC TIEU CHO CHI BPINH TUONG TU.. GCA:
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)
KHONG SU DUNG DQNG THOI \/OI CAC PI-!AN TU NHQ SINH
HOC HE THONG KHAC HOAC CAC PHAN T NHO NHAM MUC
TIEU CUNG MOT CHI DINH.

Chi Binh Tat ca cac Chi Dinh dwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Cé
Phép Tién
Quyet
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TOFACITINIB

San Pham Bi Anh Hwéng

XELJANZ

o XELJANZ XR

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

BAN DAU: VIEM KHOP DANG THAP (RA), VIEM COT SONG
DINH KHOP (AS), VIEM DA KHOP TU PHAT O THIEU NIEN
(PCJIA): DUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN
CUA BAC ST THAP KHOP. VIEM KHOP VAY NEN (PSA): PUOC
KE TOA BO'T HOAC KHI THAM KHAO Y KIEN CUA BAC ST
CHUYEN KHOA THAP KHOP HOAC BAC ST DA LIEU. VIEM
LOET DAI TRANG (UC): BUQC KE TOA BOI HOAC KHI THAM
KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: RA: TH’ NGHIEM HOAC CHONG CHI BINH TRONG
3 THANG DPIEU TR| BANG MOT THUOC CHONG THAP KHOP
TONG HOP DMARD (THUOC CHONG THAP KHOP BIEU TRI
BENH) - NEU BENH NHAN DA THOY METHOTREXATE, THI CAN
THU NGHIEM VO LIEU iT NHAT 20 MG MOI TUAN HOAC LIEU
DUNG NAP TOI BA. AS: THU NGHIEM HOAC CHONG CHi BINH
VOl THUOC NSAID. BAN DAU/GIA HAN: TAT CA CAC CHI DINH:
KHONG SU DUNG BONG THOI VOI CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT U'C CHE JAK, CHAT U'C CHE PDE-4) CHO
CHI DINH TUONG TU. GIA HAN: RA, PSA, AS, PCJIA: TIEP TUC
PUOC HUONG LOI ICH TU THUOC.

Chi Dinh

Tét ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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TOLVAPTAN

San Pham Bi Anh Hwéng
« JYNARQUE ORAL TABLET .
o tolvaptan

tolvaptan (polycys kidney dis) oral
tablets, sequential

« tolvaptan (polycys kidney dis) oral

tablet

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

THAN DA NANG DI TRUYEN GEN TRQI NHIEM SAC THE

Bat Budc THUONG (ADPKD): BAN DAU: BENH THAN BA NANG bUQC
XAC NHAN QUA CT, MRI HOAC SIEU AM.

Gi¢i Han b6

Tuoi

Gi¢i Han ADPKD: BAN JE)IAU: bUuQC KE TOA BOI HOAC KHI THAM KHAO

Ngwoi Ké Toa |Y KIEN CUA BAC SI THAN.

Thei Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | ADPKD: BANADAU: KHONG B| SUY THAN GIAI DOAN o{¥]e]
(TUC LA KHONG DANG CHAY THAN NHAN TAO). GIA HAN:
CHUA TIEN TRIEN DEN GIAI DPOAN SUY THOA

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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TOPICAL TRETINOIN

San Pham Bi Anh Hwéng

« ALTRENO « tretinoin topical cream
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)
Tiéu Chi Loai CHi DINH THAM MY NHU NEP NHAN, LAO HOA DO ANH SANG,
Trwe NAM DA.

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac | MUN TRUNG CA: THUOC TRETINOIN DUNG B| TAI QH@ YEU
CAU PHAI THU NGHIEM HOAC CHONG CHIBINH VOI SAN
PHAM TRETINOIN GOC.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu [Co

Phép Tién
Quyet
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TORIPALIMAB-TPZI

San Pham Bi Anh Hwéng

LOQTORZI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

UNG THU VOM HONG (NPC): BIEU TRI HANG DAU: 24 THANG,
PA BUOC DIEU TRI TRUGC DO: TRON DO,

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC BINH THANH TOAN VA cO
THE BU'QOC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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TOVORAFENIB

San Pham Bi Anh Hwéng
« OJEMDA ORAL SUSPENSION FOR « OJEMDA ORAL TABLET
RECONSTITUTION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TRAMETINIB SOLUTION

San Pham Bi Anh Hwéng
MEKINIST ORAL RECON SOLN

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiem

Tiéu Chi Khac | U HAC TO KHONG '[HE CAT,BO'HO‘AC DI CAN, U HAC TO,
UNG THU PHO[ KHONG PHAI TE BAO N,HO DI CAN (NSCLC),
UNG THU TUYEN GIAP KHONG BIET HOA TIEN TRIEN TAI
CHO HOAC DI CAN (ATC), KHOI U RAN KHONG THE CAT BO
HOAC DI CAN, U THAN KINH BEM CAP DO THAP (LGG):
KHONG THE NUOT MEKINIST DANG VIEN NEN.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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TRAMETINIB TABLET

San Pham Bi Anh Hwéng
« MEKINIST ORAL TABLET 0.5 MG, 2
MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TRASTUZUMAB-DKST

San Pham Bi Anh Hwéng
« OGIVRI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | THUOC NAY CUNG YEU CAU XAC DINH THANH TOAN VA CO
THE PUQC BAO HIEM THEO MEDICARE PHAN B HOAC D.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TRASTUZUMAB-HYALURONIDASE-OYSK

San Pham Bi Anh Hwéng
HERCEPTIN HYLECTA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thp’i Gian Bao
Hiem

12 THANG

Tiéu Chi Khac | UNG THU VU BO TRO, UNG THU vU DI CAN:’THL’J’ NGHIEM
HOAC CHONG QHi DINH VOI MOT TRONG CAC THUOC bUQC
UU TIEN SAU BAY: HERZUMA, OGIVRI, ONTRUZANT,
TRAZIMERA.

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu [Cé

Phég Tién
Quyet
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TRAZODONE

San Pham Bi Anh Hwéng
« RALDESY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | ROI LOAN TRAM CAM NANG (MDD): CHONG CHI BINH HOAC
KHONG THE NUOT TRAZODONE DANG VIEN NEN.

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TREMELIMUMAB-ACTL

San Pham Bi Anh Hwéng

IMJUDO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | UHCC: 30 NGAY. UNG THUY PHOI KHONG PHAI TE BAO NHO DI

Hiém CAN (NSCLC): 5 THANG

Tiéu Chi Khac | UNG THU BIEU I\/IO TE BAO GAN KHONG THE CAT BO (UHCC):
CHUA BUQC DIEU TR| BANG IMJUDO TRUOC BO. NSCLC:
CHUA NHAN BUQC TONG CONG 5 LIEU IMJUDO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu | Khong

Phép Tién
Quyet
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TRIENTINE CAPSULE

San Pham Bi Anh Hwéng
trientine oral capsule 250 mg

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BENH WILSONS: BAN DAU: BIEM LEIPZIG 4 HOAC HON.

Bat Budc

Giéi Han b6

Tudi

Gi¢i Han BENH WILSONS: BAN E)AUZ’DU’Q’C KE TOA BGIAHOAQ KHI

Ngwoi Ké Toa | THAM KHAO Y KIEN CUA BAC SI GAN HOAC TIEU HOA.

Théi Gian Bao | BAN DAU: 12 THANG, GIA HAN: TRON DO,

Hiem

Tiéu Chi Khac | BENH WILSONS: BAN E),;\U: THL’J"NGHIEM HOAC CHONG CHI
DINH VO1 PHIEN BAN CONG THUC CUA PENICILLAMINE
DANG VIEN NEN. GIA HAN: TIEP TUC BUQC HUONG LO' ICH
TU THUOC.

Chi Pinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu [Cé

Phég Tién
Quyet
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TRIFLURIDINE/TIPIRACIL

San Pham Bi Anh Hwéng
« LONSURF ORAL TABLET 15-6.14
MG, 20-8.19 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TRIPTORELIN-TRELSTAR

San Pham Bi Anh Hwéng

« TRELSTAR INTRAMUSCULAR
SUSPENSION FOR
RECONSTITUTION

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trov

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Ngwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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TUCATINIB

San Pham Bi Anh Hwéng
« TUKYSA ORAL TABLET 150 MG, 50
MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

409



UBROGEPANT

San Pham Bi Anh Hwéng

UBRELVY

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac |DBIEU TR| DAU NL’J’A PAU CAP TINH: BAN PAU: 1) THU NGHIEM
HOAC CHONG CHI BINH VOI MOT TRIPTAN (VI DU: )
SUMATRIPTAN, RIZATRIPTAN), VA 2) KHONG SU DUNG BONG
THO'1VOI CAC CHAT UC CHE CGRP KHAC i:DE DIEU TRI BAU
NUA BAU CAP TINH. GIA HAN: 1) KHONG SU DUNG DONG
THO'1VOI CAC CHAT UC CHE CGRP KHAC bE bBIEU TR| BAU
NUA DAQ CAP TINH VA 2) MOT TRONG CAC THUOC SAU DBAY:
(A) SU CAI THIEN TU MUC BAU TRONG BANG CAU HOI VE
KET QUA BIEU TR| CAP TINH BUQC XAC NHAN BOI BENH
NHAN BAO CAO, HOAC (B) LIEU PHAP CO HIEU QUA NHAT
QUAN TRONG PHAN LON CAC CON DAU NUA bAU.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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UPADACITINIB

San Pham Bi Anh Hwéng

RINVOQ

« RINVOQ LQ

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

BAN DAU: VIEM KHOP COT SONG TRUC KHONG THAY TREN

Bat Buoc X-QUANG (NR-AXSPA): 1) NONG DO PROTEIN PHAN UNG C
VUOT QUA GIOIT HAN TREN CUA MUC BINH THUONG HOAC
2) VIEM KHOP CUNG CHAU TREN CHUP CONG HUONG TU
(MRI).

Gi¢i Han b6

Tubi

Gi¢i Han BAN PAU: VIEM KHOP DANG THAP (RA), VIEM COT SONG

Ngwoi Ké Toa | DINH KHOP (AS), NR-AXSPA, VIEM KHOP T PHAT O THIEU
NIEN (PJIA): PUQC KE TOA BOI HOAC KHI THAM KHAO Y
KIEN CUA BAC ST THAP KHOP. VIEM KHOP VAY NEN (PSA):
PUQC KE TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC
ST CHUYEN KHOA THAP KHOP HOAC BAC ST DA LIEU. AD:
PUQC KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA
BAC ST DA LIEU, BAC ST DI UNG HOAC BAC ST MIEN DICH.
VIEM LOET BAI TRANG (UC), BENH CROHNS (CD): BUQC KE
TOA BOI HOAC KHI THAM KHAO Y KIEN CUA BAC ST TIEU
HOA.

Th&i Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAU: RA: THU NGHIEM HOAC CHONG CHi BINH TRONG

3 THANG DPIEU TRl BANG MOT THUOC CHONG THAP KHOP
TONG HOP DMARD (THUOC CHONG THAP KHOP PIEU TRI
BENH) - NEU BENH NHAN DA THU METHOTREXATE, THI CAN
THU NGHIEM VOl LIEU iT NHAT 20 MG MOI TUAN HOAC LIEU
DUNG NAP TOI BA. AD: 1) NGUA DAl DANG HOAC NUT NE/RI
DICH/CHAY MAU O VUNG DA Bl ANH HUONG, VA 2) THU
NGHIEM HOAC CHONG CHI BINH VOI CORTICOSTEROID BOI
NGOAI DA, CHAT (PC CHE CALCINEURIN BOI NGOAI DA, CHAT
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

U'C CHE PDE4 BOI NGOAI DA HOAC CHAT U'C CHE JAK BOI
NGOAI DA. AS, NR-AXSPA: THU NGHIEM HOAC CHONG CHi
PINH VO THUOC CHONG VIEM KHONG STEROID (NSAID).
VIEM DONG MACH TE BAO KHONG LO (GCA): A HOAN
THANH, BAT DAU HOAC SAP BAT DAU QUA TRINH GIAM DAN
GLUCOCORTICOID. BAN BDAU/GIA HAN: TAT CA CAC CHI
DINH: KHONG S’ DUNG BDONG THO'I VO'I CAC PHAN TU NHO
SINH HOC HE THONG KHAC HOAC CAC PHAN T NHO cO
MUC TIEU (Vi DU: CHAT U’C CHE JAK, CHAT 'C CHE PDE-4)
CHO CHI BINH TUONG TU. GIA HAN: RA, PSA, AS, NR-AXSPA,
PJIA: TIEP TUC BUQC HUONG LOQI ICH TU THUOC. AD: CAl
THIEN TRONG KHI DIEU TRI.

Chi Dinh

Tat ca cac Chi Dinh duwoc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu |[Co

Phép Tién
Quyet
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USTEKINUMAB-AAUZ SQ

San Pham Bi Anh Hwéng
ustekinumab-aauz

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Trwéc

(PA)

Tiéu Chi Loai

Trwe

Théng Tin Y Té | BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY

Bat Budc NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TICH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA DAU HOAC MAT.

Gi¢i Han b6

Tuoi

Gi®i Han BAN DAU: VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOIl

Ngwdi Ké Toa | HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAl TRANG (UC): PUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN BAU: PSO: 1) iT NHAT DA DUNG THU 3 THANG MOT LOAI

THUOC U'C CHE MIEN DICH BUONG UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC PUVA (QUANG TR
LIEU), 2) CHONG CHIi BINH HOAC KHONG DUNG NAP CA
THUOC UC CHE MIEN DICH VA PUVA, HOAC 3) BENH NHAN
DANG CHUYEN TU MOT LOAI THUOC SINH HOC, THUOC UcC
CHE PDE-4 HOAC THUOC *C CHE JAK KHAC CHO CUNG
MOT CHI BINH. LAN DAU/GIA HAN: TAT CA CAC CHI DINH:
KHONG SU DUNG BONG THO'I VOI CAC PHAN T NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT U'C CHE JAK, CHAT YC CHE PDE-4) CHO
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

CHI BINH TUONG TU. GIA HAN: PSA, PSO: TIEP TUC BUOC
HUONG LOT iCH TU THUOC.

Chi Dinh Tét’cé cac Chi Binh dwgc Co Quan Quan Ly Thyc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu |[Co
Phap Tién
Quyeét
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USTEKINUMAB-AEKN IV

San Pham Bi Anh Hwéng

SELARSDI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA DAU HOAC MAT.

Giéi Han b6
Tudi

Gi®i Han
Ngweoi Ké Toa

BAN DAU: VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOl
HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAI TRANG (UC): DPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT
THUOC *C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC 'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG S DUNG BONG THO'1 VOl CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT U’C CHE PDE-4) CHO
CHI BINH TUONG TU. GIA HAN: PSA, PSO: TIEP TUC BUQC
HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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USTEKINUMAB-AEKN SQ

San Pham Bi Anh Hwéng

SELARSDI

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA DAU HOAC MAT.

Giéi Han b6
Tudi

Gi®i Han
Ngweoi Ké Toa

BAN DAU: VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOl
HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAI TRANG (UC): DPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT
THUOC *C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC 'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG S DUNG BONG THO'1 VOl CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT U’C CHE PDE-4) CHO
CHI BINH TUONG TU. GIA HAN: PSA, PSO: TIEP TUC BUQC
HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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USTEKINUMAB-KFCE IV

San Pham Bi Anh Hwéng

YESINTEK

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA DAU HOAC MAT.

Giéi Han b6
Tudi

Gi®i Han
Ngweoi Ké Toa

BAN DAU: VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOl
HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAI TRANG (UC): DPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT
THUOC *C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC 'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG S DUNG BONG THO'1 VOl CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT U'C CHE PDE-4) CHO
CHI BINH TUONG TU. GIA HAN: PSA, PSO: TIEP TUC BUOC
HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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USTEKINUMAB-KFCE SQ

San Pham Bi Anh Hwéng

YESINTEK

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

BAN DAU: BENH VAY NEN MANG BONG (PSO): BENH VAY
NEN BAO PHU 3 PHAN TRAM TRO LEN DIEN TiCH BE MAT CO
THE HOAC TON THUONG VAY NEN ANH HUONG DEN TAY,
CHAN, VUNG SINH DUC, DA DAU HOAC MAT.

Giéi Han b6
Tudi

Gi®i Han
Ngweoi Ké Toa

BAN DAU: VIEM KHOP VAY NEN (PSA): BUQC KE TOA BOl
HOAC KHI THAM KHAO Y KIEN CUA BAC ST DA LIEU HOAC
BAC ST THAP KHOP. PSO: DUQC KE TOA BOI HOAC KHI
THAM KHAO Y KIEN CUA BAC ST DA LIEU. BENH CROHN (CD),
VIEM LOET DAI TRANG (UC): DPUQC KE TOA BOT HOAC KHI
THAM KHAO Y KIEN CUA BAC ST TIEU HOA.

Thp’i Gian Bao
Hiém

BAN DAU: 6 THANG GIA HAN: 12 THANG

Tiéu Chi Khac

BAN DAU: PSO: 1) THU NGHIEM iT NHAT 3 THANG MOT
THUOC *C CHE MIEN DICH UONG (CYCLOSPORINE,
METHOTREXATE, TACROLIMUS) HOAC LIEU PHAP PUVA
(Quang héa trj liéu), 2) CHONG CHI BINH HOAC KHONG DUNG
NAP CA THUOC 'C CHE MIEN DICH VA PUVA, HOAC 3) BENH
NHAN BDANG CHUYEN TU THUOC SINH HOC KHAC, THUOC
(YC CHE PDE-4 HOAC THUOC U’C CHE JAK CHO CHI BINH
TUONG TU. BAN BDAU/GIA HAN: TAT CA CAC CHI BINH:
KHONG S DUNG BONG THO'1 VOl CAC PHAN TU NHO SINH
HOC HE THONG KHAC HOAC CAC PHAN TU NHO cO MUC
TIEU (Vi DU: CHAT UC CHE JAK, CHAT U'C CHE PDE-4) CHO
CHI BINH TUONG TU. GIA HAN: PSA, PSO: TIEP TUC BUOC
HUONG LOI iCH TU THUOC.

Chi Dinh

Tét,cé cac Chi Binh duwgc Co Quan Quan Ly Thuyc Phém va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

S Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién
Quyeéet Phan B

Yéu Cau Liéu
Phap Tién
Quyeét
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VALBENAZINE

San Pham Bi Anh Hwéng

INGREZZA

« INGREZZA SPRINKLE

INGREZZA INITIATION PK(TARDIV)

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tubi

Gi&i Han ROI LOAN VAN BONG MUON (TD) DL}’C}QKE TOA BOI HOAC

Nguwoi Ké Toa | SAU KHI THAM KHAO Y KIEN CUA BAC SI THAN KINH, BAC SI
TAM THAN HOAC BAC SI CHUYEN GIA ROI LOAN VAN BONG.
BENH MAU MAU LIEN QUAN BEN BENH HUNTINGTON: BUQC
KE TOA BOI HOAC SAU KHI THAM KHAO Y KIEN CUA BAC Si
THAN KINH HOAC BAC SI CHUYEN GIA ROI LOAN VAN BDONG.

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | TD: TIEN SU’ DUNG CAC THUOC GAY ROI LOAN VAN BONG
MUON.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu | Khong

Phég Tién
Quyet
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VANDETANIB

San Pham Bi Anh Hwéng
« CAPRELSA ORAL TABLET 100 MG,
300 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Th&i Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | HIEN DANG ON BINH TREN CAPRELSA KHONG YEU CAU TIEU
CHi BO SUNG.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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VANZACAFTOR-TEZACAFTOR-
DEUTIVACAFTOR

San Pham Bj Anh Hwéng
ALYFTREK ORAL TABLET 10-50-125
MG, 4-20-50 MG

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6

Tuoi

Giéi Han CF: BAN DAL}: bUQC KE TOA BOI HOAC KHI THAM KHAO Y

Ngwoi Ké Toa | KIEN CUA BAC ST PHOI HOAC CHUYEN GIA XO NANG.

Théi Gian Bao | BAN DAU: 6 THANG GIA HAN: TRON DO,

Hiém

Tiéu Chi Khac | CF: BAN DAU: KHC)NG sU DUNG’DONG TH‘C‘YI vOl1BO DIEU
CHE CFTR KHAC. GIA HAN: 1) CAl THIEN TINH TRANG LAM
SANG VA 2) KHONG SU DUNG BONG THO1 VOI CHAT BIEU
CHE CFTR KHAC.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B
Yéu Cau Liéu | Khong

Phég Tién
Quyet
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VEMURAFENIB

San Pham Bi Anh Hwéng
« ZELBORAF

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac | U ’H/\C TO: ZELBORAF SE PUQC SU DUNG BOC LAP HOAC
KET HOP VOI COTELLIC

Chi Dinh Tét ca cac Chi Dinh dwgc Co Quan Quan Ly Thwe Phdm va Dwoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng

Theo Hwéng

Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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VENETOCLAX

San Pham Bi Anh Hwéng
« VENCLEXTA ORAL TABLET 10 MG, « VENCLEXTA STARTING PACK
100 MG, 50 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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VERICIGUAT

San Pham Bi Anh Hwéng

VERQUVO

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN DAU/GIA HAN: 12 THANG.

Hiém

Tiéu Chi Khac | SUY TIM (HF): DIEU KIEN BAN DAU: 1) PA THU’,NGHIEM, )
CHONG CHI BINH HOAC KHONG DUNG NAP VOI MOT THUOC
UC CHE SGLT-2 VU TIEN, VA 2) BA THU NGHIEM, CHONG CH
DINH HOAC KHONG DUNG NAP VOI MOT THUOC THUOC
THUOC THUOC THUOC TIEU CHUAN SAU BAY: (A) THUOC UC
CHE ACE, ARB HOAC ARNI, (B) THUOC CHEN BETA
(BISOPROLOL, CARVEDILOL, METOPROLOL SUCCINATE),
HOAC (C) THUOC BOI KHANG ALDOSTERONE
(SPIRONOLACTONE, EPLERENONE). BAN DAU/GIA HAN:
KHONG BUQC SU DUNG DONG THOI VOI RIOCIGUAT HOAC
CAC THUOC UC CHE PDE-5.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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VIGABATRIN

San Pham Bi Anh Hwéng

vigabatrin
vigadrone

e vigpoder

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Giéi Han BAN E),AU: CcO GIAT CUC BO PHlAJ’C HOP’KHO CHUA (CPS), CO

Nguwoi Ké Toa | GIAT O TRE SO SINH: PUQC KE TOA BOI HOAC KHI THAM
KHAOQO Y KIEN CUA BAC SI THAN KINH.

Thei Gian Bao | BAN DAU/GIA HAN: 12 THANG

Hiém

Tiéu Chi Khac | BAN DAUV: CPS: THU NGHIEM HOAC CHONG CHI BINH VOI
HAI THUOC CHONG DONG KINH.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyeét Phan B

Yéu Cau Liéu [Co

Phép Tién
Quyet
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VIMSELTINIB

San Pham Bi Anh Hwéng
« ROMVIMZA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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VISMODEGIB

San Pham Bi Anh Hwéng
« ERIVEDGE

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet

433



VONOPRAZAN

San Pham Bi Anh Hwéng

VOQUEZNA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | BAN PAU: H PYLORI: 30 NGAY. EE: 8 TUAN. NERD: 4 TUAN.

Hiém GIA HAN: EE: 24 TUAN.

Tiéu Chi Khac | BAN BAU: VIEM THUC QUAN BAO MON (EE): THC}’ NGHIEM
HOAC CHONG CHI BINH VOI HAI THUOC UC CHE BOM
PROTON O LIEU TOI BA TRONG 8 'I:UAN MOI THUOC. BENH
TRAO NGUQC DA DAY - THC QUAN KHONG BAO MON
(NERD): 1) KHONG CO TRUOC BAY DIEU TR ’THAT BAI VOI
VOQUEZNA TRONG 12 THANG QUA VA 2) THU NGHIEM HOAC
CHONG CHI BINH VOI MOT THUOC UC CHE BOM PROTON O
LIEU TOI DA TRONG 8 TUAN. GIA HAN: EE: DUY TRI PHAN
UNG LAM SANG TREN VOQUEZNA

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung

Thuéc Khéng
Theo Hwéng
Dan

Didu Kién Tién
Quyét Phén B
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Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Yéu Cau Liéu
Phép Tién
Quyet

Co
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VORASIDENIB

San Pham Bi Anh Hwéng
« VORANIGO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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VORICONAZOLE SUSPENSION

San Pham Bi Anh Hwéng
voriconazole oral suspension for

reconstitution

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trie

Théng Tin Y Té

Bat Buoc

Gi¢i Han b6

Tuoi

Gi¢i Han

Ngwéi Ké Toa

Thei Gian Bao NHIEI\/I TRUNG CANDIDA: 3 THANG. TIEP TUC LIEU PHAP, TAT

Hiém CA CAC CHI BINH KHAC: 6 THANG

Tiéu Chi Khac NHIfEM TrRUNG CANDIDA: CHONG CI:Ii BINH HOAC KHQNG )
THE NUOT FLUCONAZOLE DANG VIEN NEN. TAT CA CAC CHI
DINH TRU BENH NAM CANDIDA THU'C QUAN: KHONG THE
NUOT VIEN NEN. TIEP TUC LIEU PHAP SAU KHI XUAT VIEN
KHONG YEU CAU BIEU KIEN BO SUNG.

Chi Dinh Tat ca cac Chi Dinh duwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khéng

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyét Phan B

Yéu Cau Liéu |[Cé

Phég Tién
Quyet
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ZANIDATAMAB-HRII

San Pham Bi Anh Hwéng
. ZIHERA

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ZANUBRUTINIB

San Pham Bi Anh Hwéng

BRUKINSA

Tiéu Chi Cho
Phép Trwéc
(PA)

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Trwe

Théong Tin Y Té

Bat Budc

Giéi Han b6

Tudi

Gi®i Han

Nguwéi Ké Toa

Théi Gian Bao | 12 THANG

Hiém

Tiéu Chi Khac | U LYMPHO TE BAO MANG: KHONG DUNG NAP VOI ]
CALQUENCE. BENH BACH CAU LYMPHOCYTIC MAN TiNH, U
LYMPHOCYTIC NHO: KHONG DUNG VOI CALQUENCE HOAC
IMBRUVICA. BENH UNG THU MAU MACROGLOBULINEMIA
WALDENSTROM: KHONG CAN THUC HIEN BUOC NAO.

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Sw Dung

Thuoc Khong

Theo Hwéng

Dan

Diéu Kién Tién | Khong

Quyet Phan B

Yéu CauLiéu |Co

Phép Tién
Quyet
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ZENOCUTUZUMAB-ZBCO

San Pham Bi Anh Hwéng
« BIZENGRI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ZIFTOMENIB

San Pham Bi Anh Hwéng
« KOMZIFTI

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi¢i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Té’t’cé cac Chi binh dwgc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ZOLBETUXIMAB-CLZB

San Pham Bi Anh Hwéng
« VYLOY

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ZONGERTINIB

San Pham Bi Anh Hwéng
« HERNEXEOS

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trwe

Thong Tin Y Té
Bat Budc

Giéi Han b6
Tudi

Gi®i Han
Nguwéi Ké Toa

Thoi Gian Bao | 12 THANG
Hiém

Tiéu Chi Khac

Chi Dinh Tét’cé cac Chi binh dwoc Co Quan Quan Ly Thyc Phém va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

Str Dung
Thuéc Khéng
Theo Hwéng
Dan

Diéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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ZURANOLONE

San Pham Bi Anh Hwéng
« ZURZUVAE ORAL CAPSULE 20 MG,
25 MG, 30 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Trwéc
(PA)

Tiéu Chi Loai
Trie

Thong Tin Y Té
Bat Buéc

Gi¢i Han b6
Tuoi

Gi¢i Han
Ngwéi Ké Toa

Thei Gian Bao | 14 NGAY
Hiém

Tiéu Chi Khac

Chi Dinh Tat ca cac Chi Dinh dwgc Co Quan Quan Ly Thuc Pham va Duoc
Pham Hoa Ky (Food and Drug Administration, FDA) chap thuan.

S Dung
Thuéc Khéng
Theo Hwéng
Dan

biéu Kién Tién | Khong
Quyét Phan B

Yéu Cau Liéu | Khong
Phap Tién
Quyet
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