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(Danh Sach Cho Phép Trwéc)

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

Luu y cho cdc hi vién hi¢n tai: Nguoi thu huéng phdi s dung cac nha thudc trong mang ludi dé tiép
can loi ich vé thUOc ké toa. “Céc loi ich, Danh Sach Thudc Puoc Bao Tra, mang ludi cac nha thube va
cac nha cung cap dich vu y té ciing nhu cac khoan dong thanh toan co thé thay ddi theo thoi gian trong
ca ndm va vao ngay | thang 1 hang nam.”

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

Quy vi c6 thé tai mién phi tai liéu nay & cac dinh dang khac, chiang han nhu ban in ¢& 16n, 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 (Mai gio PST), 7 ngay ngay trong tuan, ké ca cac ngay I&. Nguoi dung 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 Ilamar al
1-800-718-4347. La llamada es gratuita.
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ABELCET

Cac San Pham Bj Anh Huéng

ABELCET

Tiéu Chi Cho Phép

Trwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té Bat
Buéc

Gié¢i Han po6 Tuai

Gi¢i Han Bac SiKé
Toa

Thei Gian Bao Hiém

Cho dgén cudi nam dwong lich.

Tiéu Chi Khac

Tuy thuéc vao cach xac dinh Phan B va Phan D. M4t hiéu lyc
hodc c6 tac dung bat loi c6 y nghia lam sang déi vai thusc
thay thé trong danh muc thuéc: Amphotericin B thong
thueng.

Chi pinh

Tat ca cac Chi binh duvgc Co Quan Quan Ly Thyc Pham va
Duoc Phim (Food and Drug Administration, FDA) chap
thuan.

St Dung Thuéc
Khéng Theo Huéng

Din




Tiéu Chi Cho Phép | Chi Tiét Tiéu Chi

Trwéc

piéu Kién Tién Khéng
Quyét Phan B




ABILIFY MAINTENA

Cac San Pham Bi Anh Hwéng

ABILIFY ASIMTUFII SUSPENSION,EXTENDED REL
INTRAMUSCULAR RECON 300 MG, 400 MG
SUSPENSION,EXTENDED REL o ABILIFY MAINTENA

SYRING 720 MG/2.4 ML, 960 MG/3.2 INTRAMUSCULAR

ML SUSPENSION,EXTENDED REL
« ABILIFY MAINTENA SYRING
INTRAMUSCULAR
Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwéc
Tiéu Chi Loai
Trw
Thong Tin Y T€ | ba ghi nhan tién s dung aripiprazole dang uéng ma khéng cé
Bat Buoc bat ky tac dung phu dang ké nao vé mat lam sang.
Gi¢i Han po
Tusi
Gi¢i Han Bac Si
Ké Toa
Thei Gian Bdo | Cho dén cusi nam duong lich.
Hiém
Tiéu Chi Khac | M4t hiéu lyc hodc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
Invega Sustenna, Invega Trinza hodc Risperdal Consta.




Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Chi binh

Tat ca cac Chi binh duoc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B




ACITRETIN

Cac San Pham Bi Anh Hwéng

e acitretin

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Da Liéu
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
calcipotriene, clobetasol, cyclosporine, fluocinonide,
methotrexate hoac Tazorac.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan




Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B




ACTIMMUNE

Cac San Pham Bi Anh Hwéng
« ACTIMMUNE

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc, Bac St Chuyén Khoa vé Bénh
Ké Toa Truyén Nhiém, Bac St Chuyén Khoa Ung Thu, Bac St Chuyén
Khoa Chinh Hinh, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B




ADEFOVIR

Cac San Pham Bi Anh Hwéng
. adefovir

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Gan Mat, Bac
Ké Toa St Chuyén Khoa vé Bénh Truygn Nhiém

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B




ADHD

Cac San Pham Bi Anh Hwéng
dexmethylphenidate oral tablet o methylphenidate hcl oral solution

methylphenidate hcl oral capsule er « methylphenidate hcl oral tablet

biphasic 30-70

« methylphenidate hcl oral tablet

methylphenidate hcl oral capsule er extended release i

biphasic 50-50

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gi¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan




Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng

10




AIMOVIG

Cac San Pham Bi Anh Hwéng
« AIMOVIG AUTOINJECTOR

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Than Kinh, Bac St Chuyén Khoa Chuyén biéu
Tri Con Pau Pau, Bac St Chuyén Khoa Chuyén piéu Tri Con bau

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
mét trong cac loai thuéc thay thé trong danh muc thuéc:
divalproex, valproic acid hogc topiramate va Mat hiéu lyc hoic
co tac dung bat lgi ¢ y nghia lam sang déi véi mét trong cac loai
thuéc thay thé trong danh muc thuéc: metoprolol, timolol,
propranolol.

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.

11




Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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ALOSETRON

Cac San Pham Bi Anh Hwéng

alosetron

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Haéi chirng ruét kich thich kem theo tiéu chay: Mat hiéu lyc hoic
co tac dung bat lgi c6 y nghia lam sang déi vai thusc thay thé

trong danh muyc thuéc: loperamide.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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AMBISOME

Cac San Pham Bi Anh Hwéng

« AMBISOME

« amphotericin b liposome

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D. M4t hiéu lwc hoic
€O tac dung bat lgi c6 y nghia lam sang déi vai thuéc thay thé
trong danh muc thuéc: Amphotericin B thong thueng.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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AMITRIPTYLINE

Cac San Pham Bi Anh Hwéng

amitriptyline

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Chép thuan néu duai 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

cho phép truéc sé dugc ap dung.

Gig¢i Han Bac Si

Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam dwong lich.

Tiéu Chi Khac Bénh tram cam: Mat hiéu lyvc hodc c6 tac dung batlgi coy
nghia lam sang d8i voi hai trong sé cac loai thuéc thay thé
trong danh muc thuéc: citalopram, escitalopram, fluoxetine,
sertraline, venlafaxine, desvenlafaxine, duloxetine, mirtazapine
hoic bupropion

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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AMOXAPINE

Cac San Pham Bi Anh Hwéng

e amoxapine

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Gi¢i Han b6 Tuai Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu

chi cho phép truéc sé dugc ap dung.

Gi¢i Han Bac SiKé

Toa

Thei Gian Bao Cho dén cusi nam duwong lich.

Hiém

Tiéu Chi Khac M3t hiéu lyc hodc cé tac dung bat loi cd y nghia [am sang déi
vai hai trong sé cac loai thudc thay thé trong danh muc
thuéc: citalopram, escitalopram, fluoxetine, sertraline,
venlafaxine, desvenlafaxine, duloxetine, mirtazapine hoic
bupropion

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng

20




AMPHOTERICIN B

Cac San Pham Bi Anh Hwéng

amphotericin b

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac Tuy thuéc vao cach xac dinh Phan B va Phan D.
Chi pinh T4t ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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ANTICONVULSANTS 1

Cac San Pham Bi Anh Hwéng

APTIOM ORAL TABLET 200 MG, 400 « EPIDIOLEX

MG, 600 MG, 800 MG « FYCOMPA ORAL SUSPENSION
BRIVIACT ORAL SOLUTION « FYCOMPA ORAL TABLET
BRIVIACT ORAL TABLET 10 MG, 100

MG, 25 MG, 50 MG, 75 MG

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trwr

Théng Tin Y T&

Bat Buoc

Gié¢i Han po6 Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao
Hiém

Cho d@én cudi nam dwong lich.

Tiéu Chi Khac

M3t hiéu lyc hodc c6 tac dung bt loi c6 y nghta Iam sang déi
véi mét trong cac loai thudc thay thé trong danh muyc thuéc:
carbamazepine, clonazepam, divalproex, ethosuximide,
felbamate, gabapentin, lamotrigine, levetiracetam,
lorazepam, oxcarbazepine, phenytoin, tiagabine, topiramate,

valproic acid hogc zonisamide.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

22




Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B

23




ANTICONVULSANTS 2

Cac San Pham Bi Anh Hwéng

o clobazam oral suspension « FINTEPLA
o clobazam oral tablet o VIMPAT ORAL TABLET
« DIACOMIT

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trwr

Thong Tin Y Té Bat
Buéc

Gié¢i Han po6 Tuai

Gi¢i Han Bac SiKé

Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Clobazam, Fenfluramine hoac Stiripentol: Phai dugc s dung
nhu thuéc diéu tri bé sung cho con déng kinh. Lacosamide:
Doi véi bénh dong kinh cuc bé: Mat hiéu lwc hodc c6 tac dung
bat loi c6 y nghta lam sang déi véi hai trong sé cac loai thuéc
sau: carbamazepine, divalproex, felbamate, gabapentin,
levetiracetam, oxcarbazepine, phenytoin, tiagabine,
topiramate, axit valproic hoic zonisamide. béi véi con dong
kinh co cirng-co giat: Mat hiéu lywc hoic c6 tac dung bat lgi
co y nghia lam sang déi vai hai trong sé cac loai thuéc sau:

lamotrigine, levetiracetam, phenytoin hoac topiramate.

24




Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién Khéng
Quyét Phan B
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ANTINEOPLASTIC

Cac San Pham Bi Anh Hwéng

abiraterone oral tablet 250 mg, 500
mg

AFINITOR DISPERZ ORAL TABLET
FOR SUSPENSION 2 MG

AKEEGA

ALECENSA

ALUNBRIG

AYVAKIT ORAL TABLET 100 MG, 200
MG, 25 MG, 300 MG, 50 MG
BALVERSA ORAL TABLET 3 MG, 4
MG, 5 MG

BESREMI

BOSULIF

BRAFTOVI ORAL CAPSULE 75 MG
BRUKINSA

CABOMETYX

CALQUENCE

CALQUENCE (ACALABRUTINIB MAL)
CAPRELSA

COMETRIQ

COPIKTRA

COTELLIC

DAURISMO ORAL TABLET 100 MG,
25 MG

ERIVEDGE

26

ERLEADA ORAL TABLET 240 MG, 60
MG

erlotinib oral tablet 100 mg, 150 mg,
25mg

everolimus (antineoplastic) oral
tablet

everolimus (antineoplastic) oral
tablet for suspension 3 mg, 5 mg
EXKIVITY

FOTIVDA

GAVRETO

gefitinib

GILOTRIF

GLEOSTINE

IBRANCE

ICLUSIG ORAL TABLET 10 MG, 15
MG, 30 MG, 45 MG

IDHIFA

imatinib oral tablet 100 mg, 400 mg
IMBRUVICA ORAL CAPSULE 140 MG,
70 MG

IMBRUVICA ORAL SUSPENSION
IMBRUVICA ORAL TABLET 140 MG,
280 MG, 420 MG, 560 MG

INLYTA ORAL TABLET 1 MG, 5 MG
INQOVI

INREBIC



IRESSA

JAKAFI

JAYPIRCA ORAL TABLET 100 MG, 50
MG

KISQALI FEMARA CO-PACK

KISQALI ORAL TABLET 200 MG/DAY
(200 MG X 1), 400 MG/DAY (200 MG
X 2), 600 MG/DAY (200 MG X 3)
KOSELUGO ORAL CAPSULE 10 MG,
25 MG

KRAZATI

lapatinib

lenalidomide

LENVIMA ORAL CAPSULE 10
MG/DAY (10 MG X 1), 12 MG/DAY 4
MG X 3), 14 MG/DAY(10 MG X 1-4
MG X 1), 18 MG/DAY (10 MG X 1-4
MG X2), 20 MG/DAY (10 MG X 2), 24
MG/DAY(10 MG X 2-4 MG X 1), 4
MG, 8 MG/DAY (4 MG X 2)
LONSURF

LORBRENA ORAL TABLET 100 MG,
25 MG

LUMAKRAS ORAL TABLET 120 MG,
320 MG

LYNPARZA

LYTGOBI

MATULANE

MEKINIST ORAL RECON SOLN
MEKINIST ORAL TABLET 0.5 MG, 2
MG
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MEKTOVI

NERLYNX

NEXAVAR

NINLARO

NUBEQA

ODOMZO

OJJAARA ORAL TABLET 100 MG, 150
MG, 200 MG

ONUREG

ORGOVYX

ORSERDU ORAL TABLET 345 MG, 86
MG

PANRETIN

PEMAZYRE

PIQRAY ORAL TABLET 200 MG/DAY
(200 MG X 1), 250 MG/DAY (200 MG
X1-50 MG X1), 300 MG/DAY (150
MG X 2)

POMALYST

PURIXAN

QINLOCK

RETEVMO ORAL CAPSULE 40 MG,
80 MG

REVLIMID

REZLIDHIA

ROZLYTREK ORAL CAPSULE 100 MG,
200 MG

RUBRACA

RYDAPT

SCEMBLIX ORAL TABLET 20 MG, 40
MG



sorafenib

SPRYCEL ORAL TABLET 100 MG, 140
MG, 20 MG, 50 MG, 70 MG, 80 MG
STIVARGA

sunitinib malate

SUTENT

SYNRIBO

TABLOID

TABRECTA

TAFINLAR

TAGRISSO

TALZENNA ORAL CAPSULE 0.1 MG,
0.25 MG, 0.35 MG, 0.5 MG, 0.75 MG,
1 MG

TASIGNA

TAZVERIK

TEPMETKO

THALOMID

TIBSOVO

TRUSELTIQ ORAL CAPSULE 100
MG/DAY (100 MG X 1), 125
MG/DAY (100 MG X1-25MG X1), 50
MG/DAY (25 MG X 2), 75 MG/DAY
(25MG X 3)

TUKYSA ORAL TABLET 150 MG, 50
MG

TURALIO ORAL CAPSULE 125 MG,

200 MG
VANFLYTA
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VENCLEXTA

VENCLEXTA STARTING PACK
VERZENIO

VITRAKVI ORAL CAPSULE 100 MG,
25 MG

VITRAKVI ORAL SOLUTION
VIZIMPRO

VONJO

VOTRIENT

WELIREG

XALKORI

XERMELO

XOSPATA

XPOVIO ORAL TABLET 100
MG/WEEK (50 MG X 2), 40 MG/WEEK
(40 MG X 1), 40MG TWICE WEEK (40
MG X 2), 60 MG/WEEK (60 MG X 1),
60MG TWICE WEEK (120 MG/WEEK),
80 MG/WEEK (40 MG X 2), 80MG
TWICE WEEK (160 MG/WEEK)
XTANDI

YONSA

ZEJULA ORAL CAPSULE

ZEJULA ORAL TABLET 100 MG, 200
MG, 300 MG

ZELBORAF

ZOLINZA

ZYDELIG

ZYKADIA



Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tro

Théng Tin Y Té
Bit Buéc

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cugi nam duwong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc chap thuan ve mat Y Té.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdéng
Quyét Phan B
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APOKYN

Cac San Pham Bi Anh Hwéng

« APOKYN

e apomorphine

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé6 cac loai thuéc thay thé trong danh muc thuéc: thuésc
tri bénh Parkinson chang han nhv amantadine, bromocriptine,
carbidopa/levodopa, entacapone, pramipexole, ropinirole hoic
selegiline.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

30




Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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APREPITANT

Cac San Pham Bi Anh Hwéng

o aprepitant

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

6 thang.

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D. M4t hiéu lwc hoic
co tac dung bat lgi c6 y nghia lam sang déi véi mét trong cac loai
thuéc d6i khang 5-HT3 trong danh muc thuéc: ondansetron
hodc granisetron trir khi hoi vién dang duoc hoa tri.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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ARCALYST

Cac San Pham Bi Anh Hwéng
o ARCALYST

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Dung déng thoi bat ky yéu t8 hoai tir khéi u (Tumor Necrosis
Trw Factor, TNF)-tac nhan ngan chan nao, chang han nhu Enbrel,

Humira hoiac Remicade.

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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ARIPIPRAZOLE

Cac San Pham Bi Anh Hwéng

« aripiprazole oral solution e aripiprazole oral

tablet disintegrating

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Tai lieu ghi nhan tinh trang khé nuét hodc khong thé nuét hoisc
ma&t hiéu lwc hogc co tac dung bat Igi c6 y nghia lam sang déi véi
thuéc thay thé trong danh muc thuéc: aripiprazole dang uéng.

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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ARMODAFINIL

Cac San Pham Bi Anh Hwéng

armodafinil

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | Ching ngu rii: Mat hiéu lyc hoic co tac dung bat lgi co y nghia
lam sang déi vai tat ca cac loai thuéc thay thé trong danh muc
thuéc: dextroamphetamine va methylphenidate.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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ATOVAQUONE

Cac San Pham Bi Anh Hwéng

atovaqguone

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | Viém phéi do Pneumocystis: M4t hiéu lyc hogc cé tac dung bat
loi c6 y nghta lam sang déi véi thuéc thay thé trong danh muc
thuéc: trimethoprim/sulfamethoxazole.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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AUBAGIO

Cac San Pham Bi Anh Hwéng
. AUBAGIO . teriflunomide

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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AUSTEDO

Cac San Pham Bi Anh Hwéng
« AUSTEDO ORALTABLET 12 MG, 6

MG, 9 MG

Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwérc

Tiéu Chi Loai S&r dung ddng thei véi mot Chat U'c Ché Monoamine Oxidase

Trir (Monoamine Oxidase Inhibitor, MAOI). Bénh tram cam khong
dugc diéu tri hoac diéu tri khdng day dd, hoac tinh trang ty tur
dang dién ra & bénh nhan mac bénh Huntington.

Thong TinY Té

Bat Buoc

Gi¢i Han po

Tuéi

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Than Kinh, Bac St Chuyén Khoa Tam Than

Thei Gian Bao

Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac Mua giat (Bénh Huntington): Mat hiéu lyc hoac cé tac dung bat
loi c6 y nghta lam sang déi véi thudc thay thé trong danh muc
thuéc: tetrabenazine. Chi ap dung véi viéc cho phép lai: Tai liéu
ghi nhan phan &ng tich cyc véi viéc tri lieu bang thuédc.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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AUVELITY

Cac San Pham Bi Anh Hwéng
o« AUVELITY

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | Bénh tram cam: M4t hiéu lyc hoic co tac dung bat lgi co y nghia
lam sang d6i vai hai trong sé cac loai thugc thay thé trong danh
muc thuéc: citalopram, escitalopram, fluoxetine, sertraline,
venlafaxine, desvenlafaxine, duloxetine, mirtazapine hoic

bupropion

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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CASPOFUNGIN

Cac San Pham Bi Anh Hwéng
« caspofungin

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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CLOMIPRAMINE

Cac San Pham Bi Anh Hwéng

clomipramine

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:

fluoxetine, fluvoxamine, paroxetine hoic sertraline.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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CLOZAPINE

Cac San Pham Bi Anh Hwéng
o clozapine oral tablet disintegrating + VERSACLOZ
100 mg, 12.5 mg, 150 mg, 200 mg,

25 mg

Tiéu Chi Cho Phép

Trwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trwr

Thong Tin Y Té Bat
Buéc

Tai lieu ghi nhan tinh trang khé nuét hodc khong thé nuét
hodc mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam
sang déi véi thusc thay thé trong danh muc thuéc:

clozapine dang uéng.

Gié¢i Han po6 Tuai

Gi¢i Han Bac SiKé
Toa

Bac St Chuyén Khoa Tam Than

Thei Gian Bao Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi binh

Tat ca cac Chi binh duoc FDA chap thuan.

St Dung Thuéc
Khéng Theo Hwéng

Din

pieu Kién Tién
Quyét Phan B
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CONSTIPATION AGENTS

Cac San Pham Bi Anh Hwéng

MOVANTIK

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
mét trong cac loai thuéc thay thé trong danh muc thuéc:
lactulose hoic polyethylene glycol.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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CORLANOR

Cac San Pham Bi Anh Hwéng
o CORLANOR ORAL SOLUTION « CORLANOR ORAL TABLET

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Suy tim & bénh nhan truéng thanh: Suy tim twr d6 Il dén a6 IV
duoc Hiép Hoi Tim Mach New York (New York Heart Association,
NYHA) ghi nhan véi phan suat tdng mau nhé hon hoic bang
35% va nhip xoang véi nhip tim Itc nghi lén hon hogc bang 70
nhip méi phut (beats per minute, bpm). Tai liéu ghi nhan rang
bénh nhan dang s dung ligu thuéc chen beta dung nap téi da
hodc co tien st khdng dung nap, chéng chi dinh hodc qua man
voi thudc chen beta duoc ghi nhan. pa ghi nhan viéc s dung
dong thai vai mot chat e ché men chuyén angiotensin
(Angiotensin-converting Enzyme, ACE) hoic thuéc chen thu thé
angiotensin (Angiotensin Receptor Blockers, ARB), trir khi ca hai
déu khong duoc dung nap hoic chéng chi dinh. Suy tim & bénh
nhi: Suy tim tir d6 Il d&€n d6 IV dwgc NYHA/Ross ghi nhan véi
phan suat téng mau nhé hon hoic bang 45% va nhip xoang véi
nhip tim ldc nghi lén hon hoic bang 105 bpm & nhém nhé 6-12
thang tuéi, Ién hon hoic bang 95 bpm & nhém nhé 1-3 tuéi, lon
hon hoic bang 75 bpm & nhém nhé 3-5 tuéi, I6n hon hoic bang
70 bpm & nhom nho 5-18 tuéi
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Gi¢i Han Po

Tuoi

Gi&i Han Bac Si | Bac St Chuyén Khoa Tim
Ké Toa

Thei Gian Bdo | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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COSENTYX

Cac San Pham Bi Anh Hwéng
e COSENTYX (2 SYRINGES) e COSENTYX SUBCUTANEOUS
e COSENTYX PEN (2 PENS) SYRINGE 75 MG/0.5 ML

o COSENTYX UNOREADY PEN

Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwéc

Tiéu Chi Loai

Trir

Thong Tin Y T€ | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon

Bat Buoc 3% albumin huyét thanh bo (Bovine Serum Albumin, BSA) hoic
anh huéng dén cac vung co thé quan trong nhv ban tay, ban
chan, mit hoic bé phan sinh duc.

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao

Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh viém cét séng dinh khap: Béi vai nguoi len, mat hiéu luc
hogc c6 tac dung bat lgi c6 y nghia lam sang déi véi ca hai loai
thuéc thay thé trong danh muc thuéc: Enbrel va Humira. Bénh

viém khép vay nén: Béi voi nguei en, mat hiéu lyc hodc co tac
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
dung bat lgi c6 y nghia lam sang dé8i vai ca hai loai thuéc thay thé
trong danh muc thuéc: Enbrel va Humira. Bénh Vay Nén Thé
Mang: Béi voi nguei len, mat hiéu lyc hodc ¢ tac dung bat loi co
y nghia lam sang déi véi mét trong cac loai thuéc thay thé trong
danh muyc thuéc: Humira, Enbrel hogc Skyrizi. Viem Cét S6ng Thé
Truc Khéng Thay Ten Thuong Trén X-Quang: Méat hiéu lyc hoac
co tac dung bat lgi co y nghia lam sang d8i veéi thusc chéng viém
khoéng steroid (Non-Steroidal Anti-Inflammatory Drug, NSAID)
hay khéng dung nap hoic chéng chi dinh vai NSAID.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng

Quyét Phan B
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CYCLOBENZAPRINE

Cac San Pham Bi Anh Hwéng
cyclobenzaprine oral tablet 10 mg, 5

mg

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

cho phép truéc sé dugc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac | Tai ligu giai thich lgi ich cu thé da xac minh cda thuéc va loi ich d6
lén hon nguy co tiém &n nhu thé nao

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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DALFAMPRIDINE

Cac San Pham Bi Anh Hwéng

dalfampridine

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Suy than trung binh hoic ning (CrCL 50 mL/phut hoic thap
hon).

Théng Tin Y Té | Sr dung déng thoi véi mét tac nhan tac dung cham cho bénh da

Bit Buéc xo cing. Tai lieu ghi nhan tinh trang di lai khé khan (chang han
nhu bai kiém tra di bé tinh thai gian trén quang duong dai 25
foot: Bénh nhan phai di dwoc 25 foot trong vong 8-45 giay). Chi
ap dung véi viéc cho phép lai: Tai lieu ghi nhan phan &ng tich cyc
Vi viéc tri lieu bang thuéc.

Giéi Han Po

Tuéi

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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DALIRESP

Cac San Pham Bi Anh Hwéng

« DALIRESP

o roflumilast

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Suy gan, tir trung binh dén nang (Child-Pugh B hoic C).

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
Wixela hoic Fluticasone/Salmeterol, Anoro Ellipta, Serevent,
Spiriva hoic Tudorza.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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DEFERASIROX

Cac San Pham Bi Anh Hwéng
« deferasirox oral tablet, dispersible

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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DESIPRAMINE

Cac San Pham Bi Anh Hwéng

o desipramine

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Bénh tram cam: Mat hiéu lyc hoic co tac dung bat lgi co y nghia
lam sang d6i vai hai trong sé cac loai thugc thay thé trong danh
muc thuéc: citalopram, escitalopram, fluoxetine, sertraline,
venlafaxine, desvenlafaxine, duloxetine, mirtazapine hoic

bupropion

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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DUNG DICH DIAZEPAM

Cac San Pham Bi Anh Hwéng

diazepam intensol

diazepam oral solution 5 mg/5 m/ (1
mg/mi)

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Tai lieu ghi nhan tinh trang kho nuét hodc khéng thé nuést.

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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DIMETHYL FUMARATE

Cac San Pham Bi Anh Hwéng

dimethyl fumarate

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: Aubagio va
glatiramer.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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DISOPYRAMIDE

Cac San Pham Bi Anh Hwéng
o disopyramide phosphate oral
capsule

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

Tuéi cho phép truéc sé dugc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac M3t hiéu lyc hodc c6 tac dung bat loi c6 y nghta Iam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
acebutolol, amiodarone, flecainide, mexiletine, propafenone,
quinidine hoic sotalol.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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DOXEPIN

Cac San Pham Bi Anh Hwéng

« doxepin oral capsule .

doxepin oral concentrate

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Daéi vai lieu doxepin trung binh hang ngay I6n hon 6 mg: Ching
lo au: Mat hiéu lwc hoic co tac dung bat lgi c6 y nghia [am sang
ddi véi hai trong sé cac loai thuéc thay thé trong danh muc
thuéc: buspirone, duloxetine, escitalopram hoic venlafaxine.
Bénh tram cam: M4t hiéu lyc hoic co tac dung bat lgi co y nghia
lam sang d6i vai hai trong sé cac loai thuéc thay thé trong danh
muc thuéc: citalopram, escitalopram, fluoxetine, sertraline,
venlafaxine, desvenlafaxine, duloxetine, mirtazapine hoic
bupropion
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B

72




DRIZALMA

Cac San Pham Bi Anh Hwéng
DRIZALMA SPRINKLE

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Tai lieu ghi nhan tinh trang kho nuét hoic khéng thé nust mét

Bat Buac vién nang nguyén ven hoic Mat hiéu lyc hoic co tac dung bat lgi
€O y nghia lam sang déi vai thuéc thay thé trong danh muc
thuéc: duloxetine.

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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DRONABINOL

Cac San Pham Bi Anh Hwéng

o dronabinol

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Giéi Han 6 Tuéi

Gi¢i Han Bac SiKé

Toa

Thei Gian Bao Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac Budn ndn va nén do hoa tri: Mat hiéu lyc hoidc cé tac dung
bat loi c6 y nghta lam sang déi voi hai trong sé cac loai thuéc
thay thé trong danh muc thuéc: chlorpromazine, granisetron,
metoclopramide, ondansetron hogc prochlorperazine.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kién Tién Khéng

Quyét Phan B
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DROXIDOPA

Cac San Pham Bi Anh Hwéng
o droxidopa

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ELIGARD

Cac San Pham Bi Anh Hwéng
« ELIGARD o ELIGARD (4 MONTH)
o ELIGARD (3 MONTH) o ELIGARD (6 MONTH)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Giéi Han Bac Si | Bac St Chuyén Khoa Ung Thu, Bac St Chuyén Khoa Niéu
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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EMSAM

Cac San Pham Bi Anh Hwéng
« EMSAM

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Str dung déng thei vai cac thusc serotonin khac (tic la Thuéc te
ché tai hip thu serotonin c6 chon loc [Selective serotonin
reuptake inhibitors, SSRI], Thuéc e ché tai hap thu serotonin—
norepinephrine [Serotonin and norepinephrine reuptake
inhibitors, SNRI], Thuéc chéng tram cam ba vong [Tricyclic
antidepressants, TCA])

Théng Tin Y T&

Bat Buoc

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc cé tac dung bat loi co y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: phenelzine
va tranylcypromine.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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ENBREL

Cac San Pham Bi Anh Hwéng

« ENBREL
« ENBREL MINI

o ENBREL SURECLICK

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y Té | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon

Bit Buéc 3% BSA hoic anh huéng dén cac vung co thé quan trong nhu
ban tay, ban chan, mat hoic bé phan sinh duc.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh Thap Khép: M4t hiéu luc hodc co tac dung bat loi coy
nghia lam sang déi véi mot trong sé cac loai thuéc thay thé trong
danh muc thuéc: azathioprine, cyclosporine,
hydroxychloroquine, leflunomide, methotrexate hoic
sulfasalazine. Bénh viém khép vay nén: Mat hiéu lyc hoac co tac
dung bat lgi c6 y nghia lam sang déi véi thuéc thay thé trong
danh muc thuéc: methotrexate. Bénh viém cét séng dinh khép:
Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
mot trong sé cac loai thuéc thay thé trong danh muc thuéc:
celecoxib, diclofenac, indomethacin, naproxen hogc sulindac.
Bénh vay nén thé mang: Mat hiéu lvc hoic c6 tac dung bat loi co
y nghia lam sang déi véi mét trong sé cac loai thuéc sau:
acitretin, cyclosporine, methotrexate hoic quang trj liéu.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdéng

Quyét Phan B

81




ENTECAVIR

Cac San Pham Bi Anh Hwéng
« BARACLUDE ORAL SOLUTION e entecavir

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Tiéu Héa, Bac Si Chuyén Khoa vé Bénh

Ké Toa Truyén Nhiém

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ESBRIET

Cac San Pham Bi Anh Hwéng
« ESBRIET ORAL CAPSULE « pirfenidone oral capsule
« ESBRIET ORAL TABLET 267 MG, 801 « pirfenidone oral tablet 267 mgqg, 534

MG

mg, 801 mg

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y T&

Bat Buoc

Cho phép ban dau: Chan doan xo phéi vo can dwgc xac nhan béi
su xuat hién cta viém phdi k& thong thuong trén chup cat lop vi
tinh d6 phan giai cao (High Resolution Computed Tomography,
HRCT) va/hogc sinh thiét phéi phau thuat. Tai liéu ghi nhan cac
xét nghiém chic nang gan, tai liéu ghi nhan dung tich séng gang
sic (Forced Vial Capacity, FVC) ban d¢au lén hon hogc bang 50
phan tram gia tri dv doan VA tai lisu ghi nhan phan tram kha
nang khuéch tan dy doan caa phéi déi véi carbon monoxide
(%DLCO) lén hon hogc bang 30 phan tram.

Gi¢i Han po
Tusi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Phéi

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Khac

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo
Hwéng Dan

piéu Kién Tién | Khdéng
Quyét Phan B
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ESTROGEN

Cac San Pham Bi Anh Hwéng
« DUAVEE  estradiol transdermal patch weekly /
« estradiol oral

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai

Trir

Théng Tin Y T&

Bat Buac

Gi¢i Han Po Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu ChiKhac | Dy phong lodng xuong sau man kinh: Mat hiéu lwc hoic c6 tac
dung bat lgi c6 y nghia lam sang d6i vai tat ca cac loai thuéc thay
thé& trong danh muc thuéc: alendronic acid va risedronate. Teo
am hé va am dao: M4t hiéu luc hodc c6 tac dung bt loi coy
nghia lam sang déi véi mot trong cac loai thuéc thay thé trong

danh muc thuéc: kem estradiol hodc Kem Premarin.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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FENTANYL LOZENGE

Cac San Pham Bi Anh Hwéng
fentanyl/ citrate buccal lozenge on a

handle

Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwérc

Tiéu Chi Loai Pau cap tinh, trtng con hodc sau phau thuat.

Trir

Thong Tin Y T€ | Tai liéu ghi nhan kha ndng dung nap opioid khi s&r dung liéu

Bat Buéc phap opioid suét ngay dém gém it nhat 60mg morphin, uéng
mabi ngay, it nhat 25mg fentanyl qua da/gio, it nhat 30 mg
oxycodone, udng mai ngay, it nhat 8mg hydromorphone, uéng
mabi ngay hoic liéu twong dwong opioid khac hang ngay trong
mét tuan hodc lau hon dé giam dau béc phat do ung thw. Bénh
nhan phai duy tri s& dung opioid suédt ngay dém khi dung
fentanyl phdng thich tic thi qua niém mac.

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Chuyén piéu Trj Con bau, Bac St Chuyén
Khoa Ung Thu

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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FETZIMA

Cac San Pham Bi Anh Hwéng
« FETZIMA

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac M4t hiéu lyc hogc co tac dung bat loi c6 y nghta lam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
citalopram, escitalopram, fluoxetine, sertraline, venlafaxine,
desvenlafaxine, duloxetine, mirtazapine hoic bupropion.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kién Tién Khéng

Quyét Phan B
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FIRAZYR

Cac San Pham Bi Anh Hwéng
e Jcatibant

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y Té | Chan doan phu mach di truyén (Hereditary Angioedema, HAE),

Bat Buac phai duoc xac nhan bang xét nghiém mau.

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Dilng, Bac St Chuyén Khoa Mién Dich, Bac
Ké Toa Si Chuyén Khoa Huyét Hoc

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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FIRMAGON

Cac San Pham Bi Anh Hwéng
FIRMAGON KIT W DILUENT

SYRINGE

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Ung Thw, Bac St Chuyén Khoa Niéu

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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GENOTROPIN

Cac San Pham Bi Anh Hwéng

GENOTROPIN

« GENOTROPIN MINIQUICK

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Thiéu Hut Hooc-mon Tang Truang & Nguoi Truédng Thanh (Adult
Growth Hormone Deficiency, AGHD) (ban dau): chdn doan dugc
xac nhan la két qua ctia chan doan trudc day, la Thiéu Hut Hooc-
mon Tang Trudng (Growth Hormone Deficiency, GHD) khéi phat
& thoi thodu hoidc GHD khéi phat & tudi truéng thanh vei tai ligu
ghi nhan vé sy thi€u hut hoéc-mén do bénh tuyén yén-vung
dudi d6i gay ra baéi cac nguyén nhan hiru co hoac da biét (vi du:
tén thvong do phiu thuat, chiéu xa so, chan thuong dau, xuat
huyét duwéi mang nao trung gian) va ghi nhan vé mét xét nghiém
kich thich ho6c-mbn tang treeng (vi du: xét nghiém dung nap
insulin, arginine/Ho6c-mdn Giai Phong Hoéc-mdn Tang Truéng
(Growth Hormone Releasing Hormone, GHRH), glucagon,
arginine) dé xac nhan GHD & nguoi trvédng thanh véi gia tri
Hooc-moén Tang Truédng (Growth Hormone, GH) dinh twong ¢ng
([Xét Nghiém Dung Nap Insulin (Insulin Tolerance Test, ITT)
bang hogc dusi 5mcg/L], [GHRH + Arginine (ARG) bang hodc
dudi 11mcg/L néu chi sé khéi co thé (body mass index, BMI) duéi
25kg/m2, bang hoic duéi 8mcg/L néu BMI bang hoic trén 25 va
du¢i 30kg/m2, hoic bang hoic dudi 4mcg/L néu BMI bang hogc
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

trén 30kg/m2], [glucagon bang hoic dui 3mcg/L], [Arg bang
hoic dugi 0.4mcg/L]) hoac dugc ghi nhan la thiéu hyt 3 hodc-
mon thuy truéc tuyén yén (prolactin, Hooc-mén Vé Thuong
Than(Adrenocorticotropic Hormone, ACTH), Ho6c-mon Kich
Thich Tuyén Giap(Thyroid Stimulating Hormone, TSH), Hooc-
mon Kich Thich Nang Tring (Follicle-Stimulating Hormone
FSH)/Hobc-mon Hoang Thé Hoa (Luteinizing Hormone, LH)) va
Réi Loan Néng D6 Glucose Trong Mau Khi B6i (Impaired Fasting
Glucose, IFG-1)/somatomedin C duéi pham vi diéu chinh d6 tusi
va gigi tinh binh thuéng do phong thi nghiém cuaa bac si cung
cap. AGHD (cho phép lai): Tai lieu ghi nhan trai nghiém tich cuc

cua bénh nhan.

Gig¢i Han bo

Tuaoi

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Noi Tiét

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

pieu Kién Tién
Quyét Phan B

Khéng
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GEODON SOLUTION

Cac San Pham Bi Anh Hwéng
« Zzlprasidone mesylate

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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GILENYA

Cac San Pham Bi Anh Hwéng

« fingolimod

o GILENYA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Suy tim d6 Il hogc IV, suy tim mat bu can nhap vién, nhéi mau co
tim, dét quy, con thi€éu mau nao thoang qua hoic dau that nguc
khéng 6n dinh trong vong 6 thang qua. S&r dung déng thai thuésc
chéng loan nhip nhom la hodc nhdm Il Chan nhi that @6 hai
hodc d6 ba cda Mobitz loai Il, hoic héi chieng xoang bénh ly, trir
khi bénh nhan duoc dit may tao nhip tim chic nang. Khoang QT
tai thoi diém ban dau tir 500 ms tre [én.

Thong Tin Y Té
Bat Buoc

Gi¢i Han po

Tuaoi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac | b6i véi nguei lon: Mat hiéu lyc hoédc cé tac dung bat loi coy
nghia lam sang dé&i véi Aubagio va glatiramer.
Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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GLATIRAMER

Cac San Pham Bi Anh Hwéng

s glatiramer

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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GLATOPA

Cac San Pham Bi Anh Hwéng
e Qglatopa

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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GLYBURIDE

Cac San Pham Bi Anh Hwéng

« glyburide

« glyburide-metformin oral tablet

o glyburide micronized 1.25-250 mg, 2.5-500 mg, 5-500 mg

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

cho phép truéc sé dugc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac M3t hiéu lyc hodc c6 tac dung bat loi c6 y nghta Iam sang déi voi
thuéc thay thé trong danh muc thuéc: glipizide.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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GUANFACINE

Cac San Pham Bi Anh Hwéng

« guanfacine oral tablet

e guanfacine oral tablet extended
release 24 hr

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

cho phép truéc sé dugc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Cao huyét ap: Mat hiéu lyc hoac co tac dung bat lgi c6 y nghia
lam sang déi vai hai trong sé cac loai thuéc thay thé trong danh
muc thudc: benazepril, fosinopril, hydrochlorothiazide,
irbesartan, lisinopril, losartan, losartan/hydrochlorothiazide,
lisinopril/hydrochlorothiazide, quinapril/hydrochlorothiazide,
quinapril, ramipril hoic valsartan/hydrochlorothiazide. R&i loan
ting dong giam chu y (Attention Deficit Hyperactivity Disorder,
ADHD): Mt hiéu lyc hoic c6 tac dung bat loi cd y nghta lam
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
sang déi voi hai trong sé cac loai thuéc thay thé trong danh muc
thuéc: amphetamine/dextroamphetamine,
dexmethylphenidate, dextroamphetamine hoic
methylphenidate.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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HP ACTHAR

Cac San Pham Bi Anh Hwéng
« ACTHAR

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh digu tri chieng co that & tré so sinh

va dot cap cua bénh da xo cing

Thei Gian Bao

Hiém

Bénh da xo cing: 21 ngay. Béi vai cac chi dinh da duoc phé duyét
khac: 28 ngay.

Tiéu Chi Khac

D&i véi cac dot cdp ctia bénh da xo cirng, bénh nhan phai dugc
digu tri dong theoi vei thusc digu hoa mién dich, chdng han nhu
Aubagio, glatiramer hoic interferon beta 1a. B&i voi tat ca cac
chi dinh khac khong lién quan d@én than kinh, phai nép cac két
qua mat hiéu lyc hoic co tac dung bat lgi c6 y nghia lam sang déi
vai cac lieu phap cham soc hang dau hoac thong thuong khac.

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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HRM ANTIPSYCHOTICS

Cac San Pham Bi Anh Hwéng

molindone oral tablet 10 mg, 25 mg, « thioridazine

5mg

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi

cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé6 cac loai thuéc thay thé trong danh muc thuéc:
olanzapine, risperidone, quetiapine, ziprasidone hoic
aripiprazole.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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HUMIRA

Cac San Pham Bi Anh Hwéng

HUMIRA SUBCUTANEOUS SYRINGE

HUMIRA PEN « HUMIRA(CF)

HUMIRA PEN CROHNS-UC-HS + HUMIRA(CF) PEN

START « HUMIRA(CF) PEN CROHNS-UC-HS
(

KIT 40 MG/0.8 ML

HUMIRA(CF) PEN PSOR-UV-ADOL
HS

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Bénh vay nén thé mang: tai liéu ghi nhan bénh vay nén lién quan
dén 3% BSA hogc cao hon, hoic anh huéng dén cac vung co thé

quan trong nhu ban tay, ban chan, mat hoac bo phan sinh duc.

Gi¢i Han po

Tuaoi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Tiéu Hoa, Bac
SiNhan Khoa, Bac St Chuyén Khoa Thap Khop

Thei Gian Bao

Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh Thap Khép: M4t hiéu lyc hodc co tac dung bat loi coy
nghia lam sang déi véi mot trong sé cac loai thuéc thay thé trong
danh muc thuéc: azathioprine, cyclosporine,

hydroxychloroquine, leflunomide, methotrexate hoic
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

sulfasalazine. Bénh viém khép vay nén: Mat hiéu lyc hosc co tac
dung bt lgi 6 y nghia lam sang déi vai thuéc thay thé trong
danh muc thuéc: methotrexate. Bénh viém cét séng dinh khép:
M3t hiéu lvc hodc co tac dung bat lgi c6 y nghia lam sang déi véi
mot trong sé6 cac loai thuéc thay thé trong danh muc thuéc:
celecoxib, diclofenac, indomethacin, naproxen hogc sulindac.
Bénh vay nén thé mang: Mat hiéu lvc hoic c6 tac dung bat loi co
y nghia lam sang d&i véi mét trong sé cac loai thuéc thay thé
trong danh muc thuéc: acitretin, cyclosporine, methotrexate
hoic quang tri liéu. Bénh Crohn va Viém loét dai trang: Mat hiéu
lyc hodc co tac dung bat loi c6 y nghta lam sang déi voi mét
trong sé cac loai thuéc thay thé trong danh muyc thuéc:
budesonide, mesalamine hoic sulfasalazine.

Chi binh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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HUMIRA PEDIATRIC

Cac San Pham Bi Anh Hwéng
« HUMIRA(CF) PEDI CROHNS « HUMIRA(CF) PEN PEDIATRIC UC
STARTER

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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HUMIRA PSORIASIS

Cac San Pham Bi Anh Hwéng
« HUMIRA PEN PSOR-UVEITS-ADOL
HS

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong Tin Y T€ | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén lién quan
Bat Buéc dén 3% BSA hoic cao hon, hogc anh hueng dén cac vung co thé

quan trong nhu ban tay, ban chan, mat hodc bé phan sinh duc.

Giéi Han b6

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép, Bac
Ké Toa St Nhan Khoa, Bac St Chuyén Khoa Tiéu Hoa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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IMIPRAMINE

Cac San Pham Bi Anh Hwéng

o imipramine hc/ o Imipramine pamoate

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai

Trir

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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INCRELEX

Cac San Pham Bi Anh Hwéng
o INCRELEX

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Bénh nhi c6 khéi u ac tinh hogc tién s bénh ac tinh. S&r dung dé

Trir thdc day tang trudng & nhitng bénh nhan cé dau xwong déng.

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Néi Tiét
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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INDOMETHACIN

Cac San Pham Bi Anh Hwéng

indomethacin oral capsule

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
celecoxib, diclofenac, ibuprofen, meloxicam, nabumetone,
naproxen hojc sulindac.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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INGREZZA

Cac San Pham Bi Anh Hwéng

« INGREZZA

o INGREZZA INITIATION PACK

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y Té | Mat hiéu lyc hoac c6 tac dung bat loi c6 y nghia Iam sang déi véi

Bat Buac thuéc thay thé trong danh muc thuéc: Austedo. Tai liéu ghi nhan
diém Thang po Chuyén béng Bat Thueng Khong Ty Nguyén
(Abnormal Involuntary Movement Scale, AIMS) ban dau. Chiap
dung véi viéc cho phép lai: Tai lieu ghi nhan phan &ng tich cyc
V@i digu tri bang thuéc dugc chirng minh bang diém AIMS cai
thién so véi ban dau.

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Than Kinh, Bac St Chuyén Khoa Tam Than

Thei Gian Bao

Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B

118




INTERFERON BETA-1A

Cac San Pham Bi Anh Hwéng

« PLEGRIDY SUBCUTANEOUS PEN o REBIF (WITH ALBUMIN)
INJECTOR 125 MCG/0.5 ML - REBIF REBIDOSE

« PLEGRIDY SUBCUTANEOUS o REBIF TITRATION PACK
SYRINGE 125 MCG/0.5 ML

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: Aubagio va

glatiramer.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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INVEGA HAFYERA

Cac San Pham Bi Anh Hwéng
INVEGA HAFYERA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: Invega
Sustenna va paliperidone dang uéng.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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INVEGA SUSTENNA

Cac San Pham Bi Anh Hwéng
INVEGA SUSTENNA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: paliperidone dang uéng.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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INVEGA TRINZA

Cac San Pham Bi Anh Hwéng
INVEGA TRINZA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: Invega
Sustenna va paliperidone dang uéng.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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ISOTRETINOIN

Cac San Pham Bi Anh Hwéng

amnesteem

claravis

e myorisan

e zenatane

isotretinoin oral capsule 10 mg, 20

mg, 30 mg, 40 mg

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Da Liéu

Thei Gian Bao

Hiém

20 tuan.

Tiéu Chi Khac

Mun trieng ca: Mat hiéu lyc hodc cé tac dung bat loi cé y nghia
lam sang d6i vai hai trong sé cac loai thuéc thay thé trong danh
muc thuéc: benzoyl peroxide/clindamycin bdi tai ché, benzoyl
peroxide/erythromycin bdi tai chd, clindamycin boi tai chd,
doxycycline dang uéng, erythromycin boi tai ché, minocycline

dang uéng, tetracycline dang uéng hoéc tretinoin bai tai ché.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ITRACONAZOLE

Cac San Pham Bi Anh Hwéng

e J/traconazole oral solution

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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KALYDECO

Cac San Pham Bi Anh Hwéng

KALYDECO

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Thong Tin Y T€ | Tai liéu ghi nhan vé mét dét bién trong gen diéu hoa dé dan

Bat Buac xuyén mang cta bénh xo nang (Cystic Fibrosis Transmembrane
conductance Regulator, CFTR) dap &ng véi ivacaftor.

Gig¢i Han bo

Tuai

Gigi Han Bac Si
Ké Toa

Bac Si Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Phai

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo
Hwéng Dan

pieu Kién Tién
Quyét Phan B
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KERENDIA

Cac San Pham Bi Anh Hwéng

KERENDIA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

St dung déng thai vai chat ¢c ché manh CYP3A4 hoic chan

doan suy thuong than

Thong Tin Y Té& Bat
Buéc

Cac xét nghiém trong vong 30 ngay qua ghi nhan mdc kali
huyét thanh thap hon hogc bang 5.0 mEq/L, téc d6 loc cau
than wac tinh it nhat la 25 mL/phadt/1.73 m2 va ty lé
albumin/creatinine trong nuéc tiéu (urine albumin-to-
creatinine ratio, UACR) it nhat 1a 30 mg/g (2) bugc diéu tri
dong thoi véi chat ic ché men chuyén angiotensin
(angiotensin-converting enzyme, ACE) hoic chat ¢c ché thu
thé angiotensin (angiotensin receptor blocker, ARB) & liéu
lwong dung nap téi da duoc ghi trén nhan, trir khi cé chéng
chi dinh (3) bang chirng y té€ cho thay chat &c ché kénh dang
van chuyén natri-glucose 2 (sodium-glucose cotransport-2,
SGLT2) (Jardiance, Invokana, Farxiga, Steglatro) VA chat déi
khang thu thé mineralocorticoid steroid (spironolactone,
eplerenone) da duoc cho dung thir va khéng mang lai hiéu
qua, bi chéng chi dinh hoic khéng phu hop vé maty té cho
bénh nhan.

Gi¢i Han b6 Tuai
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Gi¢i Han Bac SiKé
Toa

Thei Gian Bao Cho dén cusi nam duong lich
Hiém

Tiéu Chi Khac

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién Khéng
Quyét Phan B
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KORLYM

Cac San Pham Bi Anh Hwéng

« KORLYM

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc

Tiéu Chi Loai Sr dung déng thei simvastatin, lovastatin va chat nén CYP3A véi

Trir pham vi diéu tri hep (vi du: cyclosporin, fentanyl, sirolimus, v.v.).
Tién s&r chdy mau am dao khéng ré nguyén nhan hoic ting san
néi mac t&r cung kéem theo tinh trang teo hoic ung thu biéu mé
néi mac t&r cung.

Thong TinY Té

Bat Buoc

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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LEDIPASVIR-SOFOSBUVIR

Cac San Pham Bi Anh Hwéng

ledipasvir-sofosbuvir

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Tai lieu ghi nhan viéc nhiém viém gan C man tinh xac nhan bang
ARN cua vi-rut viem gan C trong huyét thanh c6 thé phat hién
dugc thong qua xét nghiém dinh lwgng. Tai liéu ghi nhan kiéu
gen. Tai lieu ghi nhan xem cé xo gan hay khong va & tinh trang
con bu hay mat bu. Tai liéu ghi nhan bat ky phwong phap diéu tri
nao trwéc day. Tai liéu ghi nhan tinh trang ghép gan. Phac d6
diéu tri sé dugc phé duyét dva trén kiéu gen va kinh nghiém diéu
tri trwéc d6 nhu duoc xac dinh béi huwéng dan hién hanh caa Hiép
Hoéi Nghién Ciru Bénh Gan Hoa Ky (American Association for the
Study of Liver Diseases, AASLD).

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Gan Mat, Bac
St Chuyén Khoa vé Bénh Truygn Nhiém

Thei Gian Bao

Hiém

12 tuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Khac | M4t hiéu lyc hodc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: sofosbuvir-velpatasvir
(Epclusa thuéc géc).

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdéng
Quyét Phan B
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LEUKINE

Cac San Pham Bi Anh Hwéng
o LEUKINE INJECTION RECON SOLN

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Bénh bach cau ting dong tay qua mdc béc phat trong tdy xwong
Trir hogc mau ngoai vi bang hogc Ién hon 10%.

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc, Bac Si Chuyén Khoa Ung Thu
Ké Toa

Thei Gian Bdo | 3 thang.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi

thuéc thay thé trong danh muc thuéc: Nivestym va Zarxio.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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LEUPROLIDE ACETATE

Cac San Pham Bi Anh Hwéng
leuprolide (3 month) o leuprolide subcutaneous kit

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Ung Thw, Bac St Chuyén Khoa Niéu

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Chi binh

Tat ca cac Chi binh duoc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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LEVALBUTEROL

Cac San Pham Bi Anh Hwéng
« levalbuterol hcl inhalation solution mqg/3 mil, 1.25 mg/0.5 m| 1.25 mg/3
for nebulization 0.31 mg/3 mi, 0.63 m/

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac | Tuy thuéc vao cach xac dinh Phan B va Phan D. Mat hiéu luc hodc
co tac dung bat lgi co y nghia lam sang d8i véi thuéc thay thé
trong danh muc thuéc: dung dich thuéc hit albuterol.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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LIDOCAINE PATCH

Cac San Pham Bi Anh Hwéng
« lidocaine topical adhesive
patch,medicated 5 %

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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LINEZOLID

Cac San Pham Bi Anh Hwéng
e [linezolid chra dextrose 5% « linezolid oral tablet
 linezolid oral suspension for

reconstitution

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té

Bat Buoc

Gig¢i Han bo
Tusi

Gi¢i Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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LOKELMA

Cac San Pham Bi Anh Hwéng
« LOKELMA

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Tai lieu ghi nhan mac kali lau dai lén hon 5.0 mmol/L tai thoi

Bat Buac diém ban dau

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than, Bac St Chuyén Khoa Tim, Bac S
Ké Toa Chuyén Khoa Nai Tiét, Bac St Chuyén Khoa Huyét Hoc

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: sodium polystyrene
sulfonate.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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LUPRON DEPOT

Cac 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 Truwérc

Tiéu Chi Loai

Trow

Thong Tin Y TE | Lac néi mac t&r cung: Bénh nhan da phau thuat cit bé dé ngan
Bat Buoc ngura tai phat, hoic co tién s mat hiéu lyc, chéng chi dinh, hoic

khéng dung nap thuéc tranh thai dang uéng.

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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LYRICA

Cac San Pham Bi Anh Hwéng

o pregabalin oral capsule 100 mg, 150 « pregabalin oral solution
mg, 200 mg, 225 mg, 25 mg, 300
mg, 50 mg, 75 mg

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té

Bat Buoc

Gig¢i Han bo
Tusi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

bau day than kinh sau khi bj gi#i leo: M4t hiéu lyc hodc c6 tac
dung bat lgi c6 y nghia lam sang d8i véi thuéc thay thé trong
danh muc thuéc: gabapentin. Tén thuong day than kinh do tiéu
duong: Mat hiéu lyc hoic co tac dung bat lgi c6 y nghia [am sang
déi véi tat ca cac loai thuéc thay thé trong danh muc thuéc:
duloxetine va gabapentin. bau xo co: Mt hiéu lvc hoic c6 tac

dung bat lgi c6 y nghia lam sang déi véi hai trong sé cac loai
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
thuéc thay thé trong danh muc thuéc: duloxetine, gabapentin
hodc Savella.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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MEGESTROL

Cac San Pham Bi Anh Hwéng
« megestrol oral suspension 400 « megestrol oral tablet
mg/10 ml (40 mg/m)

Tiéu Chi Cho Phép

Trwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Giéi Han 6 Tuéi

Chép thuan néu duei 65 tudi. Néu tir 65 tuéi tré 1én, cac

tiéu chi cho phép truéc sé duwoc ap dung.

Gi¢i Han Bac SiKé

Toa

Thei Gian Bao Hiém

Cho dgén cudi nam dwong lich.

Tiéu Chi Khac Ching suy mon lién quan téi AIDS: Mat hiéu lyc hoic co
tac dung bt loi c6 y nghia lam sang déi voi tat ca cac loai
thuéc thay thé trong danh muyc thuéc: dronabinol va
oxandrolone.

Chi pinh T4t ca cac Chi binh dugc chip thuan vé mat Y Té.

St Dung Thuéc

Khéng Theo Huéng

Din

149




Tiéu Chi Cho Phép | Chi Tiét Tiéu Chi

Trwéc

piéu Kién Tién Quyét | Khong
Phan B
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MEPROBAMATE

Cac San Pham Bi Anh Hwéng

meprobamate

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
it nhat hai trong sé cac loai thuéc thay thé trong danh muc

thuéc: buspirone, duloxetine, escitalopram hogc venlafaxine.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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METHOCARBAMOL

Cac San Pham Bi Anh Hwéng

methocarbamol oral

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Tai lieu giai thich lgi ich cy thé da xac minh cda thuéc va lgi ich d6
lén hon nguy co tiém an nhu thé nao

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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METHOXSALEN

Cac San Pham Bi Anh Hwéng

methoxsalen

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
calcipotriene, clobetasol, cyclosporine, fluocinonide,
methotrexate hoic tazarotene.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B

154




METHYLDOPA/HYDROCHLOROTHIAZIDE

Cac San Pham Bi Anh Hwéng
« methyldopa-hydrochlorothiazide

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi

Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac [ Mat hiéu lyc hodc co tac dung bat loi cd y nghia lam sang dé8i voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
benazepril, fosinopril, hydrochlorothiazide, irbesartan, lisinopril,
losartan, losartan/hydrochlorothiazide,
lisinopril/hydrochlorothiazide, quinapril/hydrochlorothiazide,
quinapril, ramipril hoic valsartan/hydrochlorothiazide.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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METYROSINE

Cac San Pham Bi Anh Hwéng

s metyrosine

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Tang huyét ap nguyén phat.
Trir

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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MODAFINIL

Cac San Pham Bi Anh Hwéng

modafinil

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | Ching ngu rii: Mat hiéu lyc hoac co tac dung bat lgi co y nghia
lam sang déi vai tat ca cac loai thuéc thay thé trong danh muc
thuéc: dextroamphetamine va methylphenidate.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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NAYZILAM

Cac San Pham Bi Anh Hwéng
« NAYZILAM

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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NIVESTYM

Cac San Pham Bi Anh Hwéng
o« NIVESTYM INJECTION

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc, Bac St Chuyén Khoa vé Bénh
Ké Toa Truyén Nhiém, Bac St Chuyén Khoa Ung Thu

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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NUCALA

Cac San Pham Bi Anh Hwéng
« NUCALA

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Dilng, Bac St Chuyén Khoa Mién Dich, Bac
Ké Toa Si Chuyén Khoa Phéi, Bac St Chuyén Khoa Thap Khop, Bac St
Chuyén Khoa Huyét Hoc hodc Bac St Chuyén Khoa Tai Mii Hong.

Thei Gian Bao | Cho dén cudi nam duong lich.

Hiém

Tiéu Chi Khac Hen suyén: Mat hiéu lyc hoac c6 tac dung bat lgi cd y nghia lam
sang déi vai hai trong sé cac loai thuéc thay thé trong danh muc
thuéc: 1) budesonide, Flovent, Arnuity Ellipta hoac Qvar va 2)

fluticasone-salmeterol, Wixela hogc Breo Ellipta.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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NUEDEXTA

Cac San Pham Bi Anh Hwéng
« NUEDEXTA

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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NUPLAZID

Cac San Pham Bi Anh Hwéng
« NUPLAZID

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OCTREOTIDE

Cac San Pham Bi Anh Hwéng
« octreotide acetate injection solution

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OFEV

Cac San Pham Bi Anh Hwéng

o OFEV

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trir

Suy gan trung binh hoic nang (Child-Pugh B hoic C).

Théng Tin Y T&

Bat Buoc

Cho phép ban dau: Tai liéu xét nghiém chic nang gan. Chi ap
dung v¢i viéc cho phép lai: Tai lieu ghi nhan phan ng tich cyc
vai viéc tri liéu va tai lieu ghi nhan vé cac xét nghiém chic nang

gan.

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Phéi

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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OLANZAPINE ODT

Cac San Pham Bi Anh Hwéng

olanzapine oral tablet disintegrating

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Tai lieu ghi nhan tinh trang kho nuét hoic khdng thé nuét hoisc

Bat Buac mat hiéu lec hodc c6 tac dung bat loi c6 y nghia lam sang déi véi
thuéc thay thé trong danh muyc thuéc: olanzapine dang uéng.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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OLANZAPINE SOLUTION

Cac San Pham Bi Anh Hwéng

s Olanzapine intramuscular

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OMNITROPE

Cac San Pham Bi Anh Hwéng

« OMNITROPE

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Thiéu Hut Hooc-mon Tang Truang & Nguoi Truédng Thanh (Adult
Growth Hormone Deficiency, AGHD) (ban dau): chdn doan dugc
xac nhan la két qua ctia chan doan trudc day, la Thiéu Hut Hooc-
mon Tang Trudng (Growth Hormone Deficiency, GHD) khéi phat
& thoi thodu hoidc GHD khéi phat & tudi truéng thanh vei tai ligu
ghi nhan vé sy thi€u hut hoéc-mén do bénh tuyén yén-vung
dudi d6i gay ra baéi cac nguyén nhan hiru co hoac da biét (vi du:
tén thvong do phiu thuat, chiéu xa so, chan thuong dau, xuat
huyét duwéi mang nao trung gian) va tai liéu ghi nhan vé mot xét
nghiém kich thich hoéc-mon tang treéng (vi du: xét nghiém
dung nap insulin, arginine/GHRH, glucagon, arginine) dé xac
nhan GHD & nguei treang thanh veéi gia tri Hooc-mon Tang
Truéng (Growth Hormone, GH) dinh twong ¢ng ([ITT bang hoic
duéi 5mcg/L], [GHRH+ARG bang hogc duéi 11mcg/L néu BMI
du¢i 25kg/m2, bang hoic dusi 8mcg/L néu BMI bang hoic trén
25 va duéi 30kg/m2, hodc bang hoic dugi 4mcg/L néu BMI bang
hogc trén 30kg/m?2], [glucagon bang hogc duéi 3mcg/L], [Arg
bang hoic dugi 0.4mcg/L]) hoic dugc ghi nhan la thiéu hut 3
hodc-mon thuy truéc tuyén yén (prolactin, ACTH, TSH, FSH/LH)
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Tiéu Chi Cho | ChiTiét Tiéu Chi

Phép Truwéc
va IFG-1/somatomedin C dugi pham vi diéu chinh d6 tuéi va giéi
tinh binh thuvong do phong thi nghiém cuaa bac st cung cép.
AGHD (cho phép lai): Tai lieu ghi nhan trai nghiém tich cuc cda
bénh nhan.

Gi¢i Han bo

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Néi Tiét
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo
Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B

172




ORAL ANTIPSYCHOTICS

Cac San Pham Bi Anh Hwéng

asenapine maleate .

CAPLYTA
FANAPT

LATUDA ORAL TABLET 120 MG, 20

MG, 40 MG, 60 MG, 80 MG
lurasidone oral tablet 120 mg, 20

mg, 40 mg, 60 mg, 80 mg .

paliperidone oral tablet extended
release 24hr 1.5 mg, 3 mg, 6 mg, 9
mg

quetiapine oral tablet extended
release 24 hr 150 mg, 200 mg, 300
mg, 400 mg, 50 mg

VRAYLAR ORAL CAPSULE
VRAYLAR ORAL CAPSULE,DOSE
PACK

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Théng TinY Té
Bit Buéc

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Khac | M4t hiéu lyc hodc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong s6 cac loai thuéc thay thé trong danh muc thuéc:

olanzapine, quetiapine, risperidone, ziprasidone hoéc

aripiprazole.
Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.
St Dung Thuéc
Khéng Theo
Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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ORENCIA

Cac San Pham Bi Anh Hwéng
« ORENCIA CLICKJECT « ORENCIA SUBCUTANEOUS SYRINGE

125 MG/ML, 50 MG/0.4 ML, 87.5
MG/0.7 ML

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac si chuyén khoa thap khép, bac si chuyén khoa cay ghép

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Bénh Thap Khép: M4t hiéu lyc hodc co tac dung bat loi coy
nghia lam sang déi véi mot trong sé cac loai thuéc thay thé trong
danh muyc thuéc: azathioprine, cyclosporine,
hydroxychloroquine, leflunomide, methotrexate hoic
sulfasalazine. Bénh viém khép vay nén: Mat hiéu lyc hodc co tac
dung bat lgi c6 y nghia lam sang déi véi thuéc thay thé trong
danh muc thuéc: methotrexate.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ORKAMBI

Cac San Pham Bi Anh Hwéng
« ORKAMBI

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Tai lieu ghi nhan vé dét bién F508del déng hep tir trong gen diéu

Bat Buac hoa @6 dan xuyén mang cta bénh xo nang (CFTR).

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Ké Toa Phéi

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OTEZLA

Cac San Pham Bi Anh Hwéng

o OTEZLA

o OTEZLA STARTER ORAL
TABLETS,DOSE PACK 10 MG (4)-20
MG (4)-30 MG (47)

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y Té | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon

Bit Buéc 3% BSA hoic anh huéng dén cac vung co thé quan trong nhu
ban tay, ban chan, mat hoic bé phan sinh duc.

Gi¢i Han po

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh viém khép vay nén: Mat hiéu lyvc hoac co tac dung bat lgi co
y nghia lam sang d&i vai thudc thay thé trong danh muc thuéc:
methotrexate. Bénh vay nén thé mang: Mat hiéu lyc hodc co tac
dung bat lgi c6 y nghia lam sang d8i véi mét trong sé cac loai
thuéc thay thé trong danh muc thuéc: acitretin, cyclosporine,
methotrexate hogc quang tri liéu.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OXANDROLONE

Cac San Pham Bi Anh Hwéng

e oxandrolone

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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OXBRYTA

Cac San Pham Bi Anh Hwéng
o OXBRYTA ORAL TABLET 300 MG, « OXBRYTA ORAL TABLET FOR

500 MG

SUSPENSION

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trwr

Thong Tin Y Té& Bat
Buéc

Tai lieu ghi nhan it nhat 1 dot khang hoang tac mach (vaso-
occlusive crisis, VOC) trong 12 thang qua. Hemoglobin
(Hgb) lén hon hodc bang 5.5 va nhé hon hoic bang 10.5
g/dL. Cho phép lai: Tai lieu ghi nhan phan &ng tich cyc voi

viéc trj liéu.

Giéi Han 6 Tuéi

Gi¢i Han Bac SiKé
Toa

Bac St Chuyén Khoa Huyét Hoc

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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OXERVATE

Cac San Pham Bi Anh Hwéng
« OXERVATE

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Chan doan viém giac mac than kinh dinh dudng Giai boan 2
Bat Buoc hoic 3.

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac StNhan Khoa
Ké Toa

Thei Gian Bao | 8 tuan.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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PAH

Cac San Pham Bi Anh Hwéng

e ambrisentan

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Tim, Bac St Chuyén Khoa Phéi
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thudc thay thé trong danh muc thuéc: sildenafil hoic tadalafil.
Chap thuan néu két hop vei tadalafil cho bénh nhan tang ap
dong mach phéi (pulmonary arterial hypertension, PAH) véi
Nhom Il va Il phan loai theo chic néng béi T6 Chic Y TE Thé
Gigi (World Health Organisation functional class, WHO FC) chua
tirng diéu tri bénh.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PARATHYROID HORMONE ANALOGS

Cac San Pham Bi Anh Hwéng

o« teriparatide

o TYMLOS

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Piém T cda mat d6 khoang xwong (bone mineral density, BMD)
tir -3.5 tré xuéng dva trén cac phép do BMD tir cot séng that
lung (it nhat hai than dét séng), hong (cé xwong dui, toan bé
héng), hoic xwong quay (mét phan ba vi tri xwong quay) HOAC
diém T cta BMD tir -2.5 dén -3.5 (diém T cda BMD |lén hon -3.5 va
nhé hon hogc bang -2.5) dya trén cac phép do BMD twr cot séng
that lvng (it nhat hai than dét séng), hdng (cé xwong dui, toan bé
héng) hoic xweng quay (mét phan ba vj tri xwong quay) va tién
str gay xuong.

Gi¢i Han po
Tusi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

M3t hiéu lyc hodc c6 tac dung bét loi c6 y nghta lam sang déi voi
mét trong cac loai thuéc thay thé trong danh muc thuéc:
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
alendronic acid hoic risedronate. Yéu cau chirng minh y té cho
thoi gian diéu tri trén 24 thang.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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PDE5 INHIBITORS

Cac San Pham Bi Anh Hwéng
« alyg « tadalafil (pulm. hypertension)
o Ssildenafil (pulm.hypertension) oral ~ « TADLIQ

tablet

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai Str dung déng thoi véi nitrat hoic chat e chéPhosphodiesterase
Trir type 5 (PDES).

Thong TinY Té

Bat Buoc

Gig¢i Han bo
Tusi

Giéi Han Bac Si | Bac St Chuyén Khoa Tim, Bac St Chuyén Khoa Phéi
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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PEGASYS

Cac San Pham Bi Anh Hwéng
« PEGASYS SUBCUTANEOUS « PEGASYS SUBCUTANEOUS SYRINGE
SOLUTION

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Triwr

Thong Tin Y T€ | Viém gan C man tinh: Theoi gian diéu tri dwoc xac dinh bang cach
Bit Buéc ghi nhan cta FDA hoéc khuyén nghi cida AASLD

Giéi Han b6

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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PEGFILGRASTIM

Cac San Pham Bi Anh Hwéng
o FULPHILA « UDENYCA AUTOINJECTOR
« UDENYCA o ZIEXTENZO

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té

Bat Buoc

Gi¢i Han bo
Tusi

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc, Bac St Chuyén Khoa vé Bénh
Ké Toa Truyén Nhiém, Bac St Chuyén Khoa Ung Thu

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac M3t hiéu lyc hodc c6 tac dung bat loi c6 y nghta Iam sang déi voi

thuéc thay thé trong danh muc thuéc: Nivestym va Zarxio.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

191



Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PHENOBARBITAL

Cac San Pham Bi Anh Hwéng
o phenobarbital

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai

Trir

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
carbamazepine, clonazepam, divalproex, ethosuximide,
felbamate, gabapentin, lamotrigine, levetiracetam, lorazepam,
oxcarbazepine, phenytoin, tiagabine, topiramate hogc
zonisamide.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PIMECROLIMUS

Cac San Pham Bi Anh Hwéng

« pimecrolimus

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Giéi Han 6 Tuéi

Gi¢i Han Bac SiKé

Toa

Thei Gian Bao Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac Mat hiéu lyc hodc cé tac dung bat loi cd y nghia Iam sang déi
vai moét trong cac loai thuéc thay thé trong danh muc thuéc
boi tai ché: clobetasol, betamethasone, fluocinolone hoéc
fluocinonide va Mat hiéu lyc hoic co6 tac dung bat lgi coy
nghia lam sang dé&i voi thuéc thay thé trong danh muc thuéc:
thuéc ma& tacrolimus.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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POSACONAZOLE

Cac San Pham Bj Anh Huéng

« NOXAFIL ORAL SUSPENSION posaconazole oral

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao
Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
mot trong cac loai thuéc thay thé trong danh muc thuéc:
fluconazole, itraconazole hoac voriconazole.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B

198




PREMARIN TABLETS

Cac San Pham Bi Anh Hwéng
PREMARIN ORAL

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Dy phong lodng xwong sau man kinh: Mat hiéu lyc hoac co tac
dung bat lgi c6 y nghia lam sang d6i vai tat ca cac loai thuéc thay
thé trong danh muc thuéc: alendronic acid va risedronate. Teo
am hé va am dao: M4t hiéu luc hodc c6 tac dung bt loi coy
nghia lam sang dé&i voi thuéc thay thé trong danh muc thuéc:
kem estradiol. (Cac) chi dinh khac: That bai hodc c6 tac dung phu
c6 y nghia lam sang déi véi mét trong cac thuéc thay thé trong
cong thirc: miéng dan tham thau qua da estradiol, vién nén
estradiol hoic estropipate.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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PREMPRO TABLETS

Cac San Pham Bi Anh Hwéng
« PREMPRO

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu ChiKhac | Dy phong lodng xuong sau man kinh: Mat hiéu lwc hoic c6 tac
dung bat lgi c6 y nghia lam sang d6i vai tat ca cac loai thuéc thay
thé trong danh muc thuéc: alendronic acid va risedronate. Teo
am hé va am dao: M4t hiéu luc hodc c6 tac dung bt loi coy
nghia lam sang dé&i voi thuéc thay thé trong danh muc thuéc:
kem estradiol. (Cac) chi dinh khac: That bai hodc c6 tac dung phu
c6 y nghia lam sang déi véi mét trong cac thuéc thay thé trong
cong thirc: miéng dan tham thau qua da estradiol, vién nén
estradiol hoic estropipate.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B

202




PREVYMIS

Cac San Pham Bi Anh Hwéng
« PREVYMIS ORAL

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Ké Toa Ung Thu, Bac St Chuyén Khoa Cay Ghép

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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PROCRIT

Cac San Pham Bi Anh Hwéng

« PROCRIT INJECTION SOLUTION
10,000 UNIT/ML, 2,000 UNIT/ML,

20,000 UNIT/ML, 3,000 UNIT/ML,
4,000 UNIT/ML, 40,000 UNIT/ML

Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwérc

Tiéu Chi Loai Tang huyét ap khéong kiém soat.

Trir

Thong Tin Y T€ | B6i véi thi€u mau do bénh than man tinh: Hemoglobin (Hgb)

Bat Buéc nhé hon 10g/dL va tai lieu ghi nhan dé bao hoa transferrin lén
hon hoic bang 20% va ferritin lén hon hoidc bang 100ng/mL. Déi
vai thi€u mau do hoa tri: Hemoglobin (Hgb) thap hon 10g/dL.
Péi vai cac chi dinh phau thuat caa FDA: Hemoglobin (Hgb) la
10g/dL-13g/dL, déng thoi bénh nhan khéng phai la déi tweng
tiem nang dé hién mau ty than va dy doan s& mat mau dang ké
do phau thuat khéng phai vé tim hay mach mau va khong bat
buéc. Do Zidovudine gay ra: Hemoglobin (Hgb) thap hon
11g/dL. Héi ching réi loan sinh tay: Hemoglobin (Hgb) thap hon
11g/dL va erythropoietin thap hon hodc bang 500 mU/mL.

Gi¢i Han bo

Tuéi

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao
Hiém

Cho dén cusi nam duong lich.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D.

Chi pinh Tat ca cac Chi binh dwgc chap thuan ve mat Y Té.

St Dung Thuéc
Khéng Theo
Hwéng Dan

piéu Kién Tién | Khdéng
Quyét Phan B
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PROLASTIN C

Cac San Pham Bi Anh Hwéng
o« PROLASTIN C 1,000 MG/20 ML VL o« PROLASTIN-C INTRAVENOUS
PRICE/ONE MG,SUV RECON SOLN

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Bang ching lam sang vé bénh khi phé thiing

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich

Tiéu Chi Khac | Nong dé alpha-1 antitrypsin (AAT) trong huyét thanh trugc khi
diéu tri thap hon 11 micromol/L (80 mg/dl bang phuvong phap
khuéch tan mién dich xuyén tam hoic 50 mg/dl bang phuvong
phap do than)

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PROLIA

Cac San Pham Bi Anh Hwéng

« PROLIA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Tai lieu ghi nhan diém T cda mat d6 khoang xwong (BMD) tir -3.5
tré xusng dya trén cac phép do BMD tir cot séng that lung (it
nhat hai than dét séng), hdng (cé xweng dui, toan bé hdng), hoic
xwong quay (mét phan ba vi tri xwong quay) HOAC diém T cua
BMD tir -2.5 dén -3.5 (I¢n hon -3.5 va nhé hon hoéc bang -2.5)
dva trén cac phép do BMD tur cét séng that lwng (it nhat hai than
dét séng), hdng (cé xweng dui, toan bo héng) hoic xuwong quay

(mét phan ba vi tri xwong quay) va tién sir gay xuong.

Giéi Han Po

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: alendronic

acid va risedronate.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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PROMACTA

Cac San Pham Bi Anh Hwéng

« PROMACTA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Thong Tin Y T€ | Tai liéu ghi nhan sé lwgng tiéu cau. Giam tiéu cau trong nhiém

Bat Buac trung viém gan C: Tai liéu ghi nhan viéc diéu tri viém gan C man
tinh dya trén interferon déng thei hoic theo ké& hoach.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Huyét Hoc,
Bac St Chuyén Khoa Gan Mat, Bac Si Chuyén Khoa vé Bénh
Truyén Nhiém, Bac St Chuyén Khoa Ung Thu

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac | Gidam tiéu cau man tinh do mién dich (tv phat): M4t hiéu lwc hogc
co tac dung bat lgi ¢ y nghia lam sang déi véi mét trong cac loai
thuéc thay thé trong danh muc thuéc: dexamethasone,
methylprednisolone, prednisolone hoic prednisone.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PROMETHAZINE

Cac San Pham Bi Anh Hwéng

« promethazine oral o promethegan rectal suppository 25
o promethazine rectal suppository mg, 50 mg
125 mg, 25 mg

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwérc

Tiéu Chi Loai

Trir

Thong TinY Té

Bat Buoc

Gig¢i Han bo Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu chi

Tuéi cho phép truéc sé dugc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.
Hiém

Tiéu Chi Khac Dirng: Mat hiéu lyvc hodc co tac dung bat Igi c6 y nghia [am sang
déi véi mot trong cac loai thuéc thay thé trong danh muc thuéc:
cetirizine va levocetirizine. Buon non va non: Mat hiéu lwc hoac
co tac dung bat lgi c6 y nghia lam sang d8i véi hai trong sé cac
loai thuéc thay thé trong danh muc thuéc: chlorpromazine,

granisetron, ondansetron hoic prochlorperazine.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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PROTRIPTYLINE

Cac San Pham Bi Anh Hwéng

« protriptyline

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
citalopram, escitalopram, fluoxetine, sertraline, venlafaxine,
desvenlafaxine, duloxetine, mirtazapine hoic bupropion

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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PYRIMETHAMINE

Cac San Pham Bi Anh Hwéng

s pyrimethamine

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trir | Thiéu méau do thiéu folate

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Giéi Han Bac Si Bac St Chuyén Khoa Huyét Hoc, Bac St Chuyén Khoa HIV, Bac
Ké Toa Si Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Ung Thu, Bac St Chuyén Khoa Cay Ghép

Thei Gian Bao Cho dén cusi nam duwong lich.
Hiém
Tiéu Chi Khac Dv phong ban dau viém nao do toxoplasma: M4t hiéu luc

hoic co tac dung bat lgi c6 y nghia lam sang déi véi thuéc
thay thé trong danh muc thuéc:
trimethoprim/sulfamethoxazole.

Chi pinh T4t ca cac Chi binh dugc chip thuan vé matY Té.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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QUININE

Cac San Pham Bi Anh Hwéng

« quinine sulfate

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Phong ngtra hoic diéu tri chieng chuét rut & chan vé dém.

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

10 ngay.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi c6 y nghta lam sang déi voi
mét trong cac loai thuéc thay thé trong danh muc thuéc:

chloroquine hoic hydroxychloroquine.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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REPATHA

Cac San Pham Bi Anh Hwéng
« REPATHA PUSHTRONEX « REPATHA SYRINGE
« REPATHA SURECLICK

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Triwr

Théng Tin Y Té | Tang lipid mau nguyén phat: Tai liéu ghi nhan mac lipoprotein
Bat Buac mat dé thap (low-density lipoproteins, LDL) hién tai trén
100mg/dL trong khi dung lieu phap statin dung nap téi da va
lieu phap ezetimibe, trir khi khéng dung nap hoic chéng chi
dinh véi lieu phap statin hogc ezetimibe. Phong ngura the phat
bénh tim mach xo vira dé6ng mach (atherosclerotic
cardiovascular disease, ASCVD): Tai lieu ghi nhan it nhat mét dac
diém nguy co cao: hoi chieng mach vanh cap (acute coronary
syndrome, ACS) gan day (trong vong 12 thang qua), tién st nhai
mau co tim (myocardial infarction, Ml), tién sir dét quy do thiéu
mau cuc bé hoic bénh déng mach ngoai vi ¢6 triéu ching (tien
str O chi s6 huyét ap cé chan-canh tay [ankle-brachial index,
ABI] 16n hon 0.85, hoic trugc @6 tai thdng mach hoic cat cut chi).
Tang Cholesterol Mau Gia binh Dj Hop T (Heterozygous
Familial Hypercholesterolemia, HeFH) hoic Tang Cholesterol
Mau Gia pinh D6ng Hep T&r (Homozygous Familial
Hypercholesterolemia, HoFH): Tai lieu dé xac nhan chan doan
bang xét nghiém di truyén hogc theo tiéu chi lam sang (chéng
han nhu Simon Broome hodc tiéu chi Mang Luéi Phong Kham
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Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwéc
Lipid cda Ha Lan, hodc tién s LDL-C khéng duoc diéu tri lon hon
180 mg/dL cung véi u vang hoic giac mac), hogc bang ching vé
Tang Cholesterol Mau Gia binh & ho hang cap d6 mét hoic cap
do hai.

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Tim, Bac Si Chuyén Khoa Noi Tiét, Bac St
Chuyén Khoa Lipid

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc
Khéng Theo
Hwéng Dan

pieu Kién Tién
Quyét Phan B
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RETACRIT

Cac San Pham Bi Anh Hwéng

« RETACRIT INJECTION SOLUTION
10,000 UNIT/ML, 2,000 UNIT/ML,

20,000 UNIT/ML, 3,000 UNIT/ML,
4,000 UNIT/ML, 40,000 UNIT/ML

Tiéu Chi Cho

Chi Tiét Tiéu Chi

Phép Truwérc

Tiéu Chi Loai Tang huyét ap khéong kiém soat.

Trir

Thong Tin Y T€ | B6i véi thi€u mau do bénh than man tinh: Hemoglobin (Hgb)

Bat Buéc nhé hon 10g/dL va tai lieu ghi nhan dé bao hoa transferrin lén
hon hoic bang 20% va ferritin lén hon hoidc bang 100ng/mL. Déi
vai thi€u mau do hoa tri: Hemoglobin (Hgb) thap hon 10g/dL.
Péi vai cac chi dinh phau thuat caa FDA: Hemoglobin (Hgb) la
10g/dL-13g/dL, déng thoi bénh nhan khéng phai la déi tweng
tiem nang dé hién mau ty than va dy doan s& mat mau dang ké
do phau thuat khéng phai vé tim hay mach mau va khong bat
buéc. Do Zidovudine gay ra: Hemoglobin (Hgb) thap hon
11g/dL. Héi ching réi loan sinh tay: Hemoglobin (Hgb) thap hon
11g/dL va erythropoietin thap hon hodc bang 500 mU/mL.

Gi¢i Han bo

Tuéi

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao
Hiém

Cho dén cusi nam duong lich.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D.

Chi pinh Tat ca cac Chi binh dwgc chap thuan ve mat Y Té.

St Dung Thuéc
Khéng Theo
Hwéng Dan

piéu Kién Tién | Khdéng
Quyét Phan B
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REXULTI

Cac San Pham Bi Anh Hwéng
o« REXULTI ORAL TABLET

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Bénh tam than phan liet: M4t hiéu lyc hogc cé tac dung bat loi co
y nghta lam sang déi voi hai trong sé cac loai thuéc thay thé
trong danh muc thuéc: olanzapine, risperidone, quetiapine,
ziprasidone hogc aripiprazole. Bénh tram cam: Mat hiéu lyc hoic
co tac dung bat lgi c6 y nghia lam sang d8i véi hai trong sé cac
loai thuéc thay thé trong danh muc thuéc: citalopram,
escitalopram, fluoxetine, mirtazapine, paroxetine, sertraline

hoac venlafaxine.

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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RHOPRESSA

Cac San Pham Bi Anh Hwéng

RHOPRESSA

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Bang ching y té cho thay HAI loai thudc tri ting nhan ap
trong danh muc thuéc tir cac nhém khac nhau da duoc cho
dung thr va khdng mang lai hiéu qua, bi chéng chi dinh hoic
khoéng phu hgp vé maty té€. Cac nhom thuéc bao gom thuéc
chua van alpha adrenergic (brimonidine), prostaglandin
(latanoprost, travoprost) hogc thuéc chen beta (timolol,

levobunolol).

Gié¢i Han po6 Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho dén cudi nam duong lich

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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RINVOQ

Cac San Pham Bi Anh Hwéng
« RINVOQ ORAL TABLET EXTENDED
RELEASE 24 HR 15 MG, 30 MG, 45

MG

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac si chuyén khoa thap khép, bac si chuyén khoa da liéu, bac st

chuyén khoa tiéu hoa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Bénh Thap Khép: M4t hiéu lyc hodc co tac dung bat loi coy
nghia lam sang déi véi mot trong sé cac loai thuéc thay thé trong
danh muyc thuéc: azathioprine, cyclosporine,
hydroxychloroquine, leflunomide, methotrexate hoic
sulfasalazine. Viém da diing: M4t hiéu lyc hodc co tac dung bat

loi cé y nghia lam sang déi véi hai trong sé cac loai thuéc thay
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
thé& trong danh muc thuéc: cyclosporine, azathioprine,
methotrexate.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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RISPERDAL CONSTA

Cac San Pham Bi Anh Hwéng
« RISPERDAL CONSTA « UZEDY

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gigi Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac M3t hiéu lyc hodc c6 tac dung bat loi c6 y nghta Iam sang déi voi
thuéc thay thé trong danh muc thuéc: risperidone dang uéng.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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RUFINAMIDE

Cac San Pham Bi Anh Hwéng

« rufinamide oral suspension o rufinamide oral tablet

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y Té | Mat hiéu lyc hoac c6 tac dung bat loi c6 y nghia Iam sang déi véi

Bat Buac mét trong cac loai thuéc thay thé trong danh muc thuéc:
carbamazepine, clonazepam, divalproex, ethosuximide,
felbamate, gabapentin, lamotrigine, levetiracetam, lorazepam,
oxcarbazepine, phenytoin, tiagabine, topiramate, clobazam
ho&c zonisamide. B&i véi hén dich Rufinamide: M4t hiéu lyc hoic
co tac dung bat lgi c6 y nghia lam sang déi véi mét trong cac loai
thuéc thay thé trong danh muc thuéc: vién nén Rufinamide.

Giéi Han Po

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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SAPROPTERIN

Cac San Pham Bi Anh Hwéng
s sapropterin

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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SECUADO

Cac San Pham Bi Anh Hwéng

SECUADO

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Giéi Han 6 Tuéi

Gi¢i Han Bac SiKé
Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Mat hiéu lyc hodc cé tac dung bat loi cd y nghia Iam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc

thuéc: olanzapine, quetiapine, risperidone, ziprasidone hoic

aripiprazole.
Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.
Str Dung Thuéc
Khéng Theo
Hwéng Dan

pieu Kién Tién
Quyét Phan B
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SIGNIFOR

Cac San Pham Bi Anh Hwéng
o SIGNIFOR

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dugc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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SIRTURO

Cac San Pham Bi Anh Hwéng
o SIRTURO ORAL TABLET 100 MG

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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SKYRIZI

Cac San Pham Bi Anh Hwéng
SKYRIZI SUBCUTANEOUS PEN o SKYRIZI SUBCUTANEQOUS SYRINGE

INJECTOR

KIT

SKYRIZI SUBCUTANEOUS SYRINGE ~ « SKYRIZI SUBCUTANEOUS

150 MG/ML

WEARABLE INJECTOR

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon
3% BSA hoac anh hudng dén cac vung co thé quan trong nhu

ban tay, ban chan, mat hoic bé phan sinh duc.

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si

Ké Toa

Bac si chuyén khoa da liéu, bac si chuyén khoa tiéu hoa, bac st

chuyén khoa thap khép

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | Bénh vay nén thé mang: Mat hiéu lyc hoic cé tac dung bat loi cod
y nghia lam sang d6i véi mét trong sé cac loai thuéc sau:
acitretin, cyclosporine, methotrexate hoic quang trj liéu.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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SOFOSBUVIR-VELPATASVIR

Cac San Pham Bi Anh Hwéng

sofosbuvir-velpatasvir

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Tai lieu ghi nhan viéc nhiém viém gan C man tinh xac nhan bang
ARN cua vi-rut viem gan C trong huyét thanh c6 thé phat hién
dugc thong qua xét nghiém dinh lwgng. Tai liéu ghi nhan kiéu
gen. Tai lieu ghi nhan xem cé xo gan hay khong va & tinh trang
con bu hay mat bu. Tai liéu ghi nhan bat ky phwong phap diéu tri
nao trwéc day. Tai liéu ghi nhan tinh trang ghép gan. Phac d6
diéu tri sé dugc phé duyét dyva trén kiéu gen va kinh nghiém diéu
tri trwéc d6 nhu dugc xac dinh bai huéng dan hién hanh cuaa
AASLD.

Gi¢i Han po

Tuoi

Gi¢i Han Bac Si
Ké Toa

Bac Si Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Gan Mat, Bac
St Chuyén Khoa vé Bénh Truygn Nhiém

Thei Gian Bao

Hiém

12 tuan.

Tiéu Chi Khac

Chi binh

T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B

241




SOMAVERT

Cac San Pham Bi Anh Hwéng
« SOMAVERT

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Néi Tiét
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: octreotide.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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SPRITAM

Cac San Pham Bi Anh Hwéng
« SPRITAM

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: dung dich dang uéng

levetiracetam.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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STELARA

Cac San Pham Bi Anh Hwéng

STELARA SUBCUTANEQOUS

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y Té | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon

Bit Buéc 3% BSA hoic anh huéng dén cac vung co thé quan trong nhu
ban tay, ban chan, mat hoic bé phan sinh duc.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Tiéu Hoa, Bac
Si Chuyén Khoa Thap Khep

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh viém khép vay nén: Mat hiéu lyvc hoac co tac dung bat lgi co
y nghia lam sang déi vai thudc thay thé trong danh muc thuéc:
methotrexate. Bénh vay nén thé mang: Mat hiéu luvc hodc cé tac
dung bat lgi c6 y nghia lam sang d8i véi mét trong sé cac loai
thuéc thay thé trong danh muc thuéc: acitretin, cyclosporine,
methotrexate hoic quang trj lieu. Bénh Crohn va Viém loét dai

trang: Mat hiéu lyc hodc ¢ tac dung bat lgi c6 y nghia lam sang
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
déi véi mot trong sé cac loai thuéc thay thé trong danh muc
thuéc: budesonide, mesalamine hoac sulfasalazine.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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SYMDEKO

Cac San Pham Bi Anh Hwéng

« SYMDEKO

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T€ | Tai liéu ghi nhan co g6t bién F508del d6ng hep tir hodc it nhat

Bat Buac mot dot bién trong gen diéu hoa d6 dan xuyén mang caa bénh xo
nang (CFTR) dap «ng v¢i tezacaftor/ivacaftor.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Phai

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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SYMLIN

Cac San Pham Bi Anh Hwéng
« SYMLINPEN 120 « SYMLINPEN 60

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Pa xac nhan ching liét da day.
Trir

Théng Tin Y Té | Tai lieu ghi nhan tién sir c6 diém HbALC tir 7% tre [€n sau it nhat

Bat Buoc 3 thang tri liéu t8i vu véi insulin.

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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SYMPAZAN

Cac San Pham Bi Anh Hwéng
« SYMPAZAN

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théong Tin Y T€ | Tai lieu ghi nhan tinh trang kho nuét hoic khdong thé nuét.
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
carbamazepine, clonazepam, divalproex, ethosuximide,
felbamate, gabapentin, lamotrigine, levetiracetam, lorazepam,
oxcarbazepine, phenytoin, tiagabine, topiramate, valproic acid
hodc zonisamide.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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SYNAREL

Cac San Pham Bi Anh Hwéng
« SYNAREL

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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TACROLIMUS OINTMENT

Cac San Pham Bi Anh Hwéng

tacrolimus topical

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trir

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc boi tai
ché: clobetasol, betamethasone, fluocinolone hoic
fluocinonide.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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TAKHZYRO

Cac San Pham Bi Anh Hwéng
« TAKHZYRO

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Thong Tin Y T€ | Chan doan phu mach di truyégn (HAE), phai duoc xac nhan bang

Bat Buac xét nghiém mau.

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Dilng, Bac St Chuyén Khoa Mién Dich, Bac
Ké Toa Si Chuyén Khoa Huyét Hoc

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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TALTZ

Cac San Pham Bi Anh Hwéng

« TALTZ AUTOINJECTOR .

TALTZ SYRINGE

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y Té | Bénh vay nén thé mang: tai lieu ghi nhan bénh vay nén chiém hon

Bit Buéc 3% BSA hoic anh huéng dén cac vung co thé quan trong nhu
ban tay, ban chan, mat hoic bé phan sinh duc.

Gig¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Thap Khép

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh viém khép vay nén: Mat hiéu lyvc hoac co tac dung bat lgi co
y nghia lam sang déi vai thudc thay thé trong danh muc thuéc:
methotrexate. Bénh viém cét séng dinh khap: Mat hiéu lyc hoac
co tac dung bat lgi co y nghia lam sang d8i véi mét trong sé cac
loai thuéc thay thé trong danh muc thuéc: celecoxib, diclofenac,
indomethacin, naproxen hoic sulindac. Bénh vay nén thé mang:

M3t hiéu lyc hodc c6 tac dung bét loi c6 y nghta lam sang déi voi
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
mot trong sé cac loai thuéc thay thé trong danh muc thuéc:
acitretin, cyclosporine, methotrexate hogc quang trj liéu.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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TARGRETIN

Cac San Pham Bi Anh Hwéng
o bexarotene « TARGRETIN TOPICAL

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Ung Thu
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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TAZORAC

Cac San Pham Bi Anh Hwéng
« tazarotene topical cream « TAZORAC TOPICAL CREAM 0.05 %
o tazarotene topical gel « TAZORAC TOPICAL GEL

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Bénh vay nén thé mang: Mat hiéu lvc hoac c6 tac dung bat loi co
y nghta lam sang déi véi mét trong cac loai thuéc thay thé trong
danh muyc thuéc bai tai ché: calcipotriene, clobetasol hoic
fluocinonide. Mun trirng ca: Mat hiéu lyc hogc cé tac dung bat
loi cé y nghia lam sang déi véi hai trong sé cac loai thuéc thay
thé& trong danh muc thuéc: benzoyl peroxide/clindamycin bai tai
chd, benzoyl peroxide/erythromycin bdi tai ché, clindamycin bdi
tai ché, doxycycline dang uéng, erythromycin bai tai chs,
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Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc
minocycline dang uéng, tetracycline dang uéng hoac tretinoin
boi tai ché.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng

Quyét Phan B
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TECFIDERA

Cac San Pham Bi Anh Hwéng

dimethyl fumarate

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: Aubagio va
glatiramer.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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TESTOSTERONE

Cac San Pham Bi Anh Hwéng

« methyltestosterone oral capsule « testosterone transdermal gel in

« testosterone cypionate metered-dose pump
intramuscular oil 100 mg/mi, 200 « testosterone transdermal gel in

mg/m/ packet
o testosterone enanthate o testosterone transdermal solution in
metered pump wy/app

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong Tin Y T€ | ba ghi nhan mac testosterone huyét thanh tién chira tri thap hon
Bat Buéc gigi han duéi tham chiéu caa phong thi nghiém trong vong 3

thang gan day.

Giéi Han Po

Tuai

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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TESTOSTERONE PUMP

Cac San Pham Bi Anh Hwéng

testosterone transdermal gel in « testosterone transdermal gel in

metered-dose pump packet

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té

Bat Buoc

Pa ghi nhan mdc testosterone huyét thanh tién chira tri thap hon
gi¢i han duéi tham chiéu caa phong thi nghiém trong vong 3
thang gan day.

Giéi Han b6

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
testosterone cypionate, testosterone enanthate hogc gel hogc
dung dich testosterone tham thau qua da.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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TETRABENAZINE

Cac San Pham Bi Anh Hwéng

tetrabenazine

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

St dung déng thai vai mét MAOI. Bénh tram cam khong duoc
diéu tri hoac diéu tri khdng day du, hoac tinh trang tyw t&r dang

dién ra.

Thong TinY Té
Bat Buoc

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao
Hiém

Cho d@én cudi nam duong lich.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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TIGECYCLINE

Cac San Pham Bi Anh Hwéng
« tigecycline

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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TOBI PODHALER

Cac San Pham Bi Anh Hwéng
« TOBIPODHALER

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Ké Toa Phéi

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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TOBRAMYCIN SOLUTION

Cac San Pham Bi Anh Hwéng
o tobramycinin 0.225 % nacl/

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa vé Bénh Truyén Nhiém, Bac St Chuyén Khoa
Ké Toa Phéi

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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TOLCAPONE

Cac San Pham Bi Anh Hwéng

tolcapone

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Tai lieu ghi nhan viéc sir dung déng thai vei levodopa va

carbidopa.

Giéi Han 6 Tuéi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Than Kinh

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac M4t hiéu lyc hogc co tac dung bat loi c6 y nghta lam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
amantadine, bromocriptine, carbidopa/levodopa,
entacapone, pramipexole, ropinirole hoac selegiline.

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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TRIENTINE

Cac San Pham Bi Anh Hwéng
« trientine oral capsule 250 mg

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Xo gan mat, bénh thap khap.
Trir

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: penicillamine.

Chi pinh T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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TRIHEXYPHENIDYL

Cac San Pham Bi Anh Hwéng

trihexyphenidy!

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Tang nhan ap goc hep.

Théng Tin Y T&

Bat Buac

Gi¢i Han Pd Chap thuan néu duai 65 tudi. Néu tir 65 tudi tré [én, cac tiéu chi
Tuai cho phép truéc sé duoc ap dung.

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Bénh Parkinson: Mat hiéu lyc hoic co tac dung bat lgi co y nghia
lam sang d&i véi moét trong cac loai thuéc thay thé trong danh
muc thuéc: amantadine, bromocriptine, carbidopa/levodopa,
entacapone, pramipexole, ropinirole hoic selegiline. Réi loan
van déng do dung thuéc - bénh ngoai thap: Mat hiéu lwc hoic co
tac dung bt loi cé y nghia lam sang déi véi thuéc thay thé trong

danh muc thuoc: amantadine.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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TRIMIPRAMINE

Cac San Pham Bi Anh Hwéng

o trimipramine

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Gi¢i Han b6 Tuai Chap thuan néu duéi 65 tudi. Néu tir 65 tudi tré 1én, cac tiéu

chi cho phép truéc sé dugc ap dung.

Gi¢i Han Bac SiKé

Toa

Thei Gian Bao Cho dén cusi nam duwong lich.

Hiém

Tiéu Chi Khac M3t hiéu lyc hodc cé tac dung bat loi cd y nghia [am sang déi
vai hai trong sé cac loai thudc thay thé trong danh muc
thuéc: citalopram, escitalopram, fluoxetine, sertraline,
venlafaxine, desvenlafaxine, duloxetine, mirtazapine hoic
bupropion

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.

St Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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TRINTELLIX

Cac San Pham Bi Anh Hwéng

TRINTELLIX

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
citalopram, escitalopram, fluoxetine, sertraline, venlafaxine,
desvenlafaxine, duloxetine, mirtazapine hoic bupropion

Chi pinh T4t ca cac Chi binh dugc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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UBRELVY

Cac San Pham Bi Anh Hwéng
o« UBRELVY

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Thong Tin Y Té | Bang ching y té€ cho thay HAI loai thuéc diéu tri dau nira dau
Bat Buac trong danh muc thuéc tir cac nhém khac nhau da duoc cho
dung thr va khong mang lai hiéu qua, bi chéng chi dinh hoic
khong phu hep vé mat y té€. Cac nhom bao gém: (1) Thudc giam
dau - aspirin, naproxen, ibuprofen, diclofenac, celecoxib,
indomethacin, nabumetone va (2) Triptans- sumatriptan,
rizatriptan/vién nén tan trong miéng (Orally Disintegrating
Tablet, ODT) rizatriptan

Giéi Han Po

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Than Kinh, Bac St Chuyén Khoa Chuyén biéu
Ké Toa Tri Con Pau, Bac St Chuyén Khoa Chuyén biéu Tri Con bau bau

Thei Gian Bao | Cho dén cudi nam duong lich

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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VALCHLOR

Cac San Pham Bi Anh Hwéng
« VALCHLOR

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Da Liéu, Bac St Chuyén Khoa Ung Thu
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B

279



VANCOMYCIN CAPSULE

Cac San Pham Bi Anh Hwéng

vancomycin oral capsule 125 mg,

250 mg

Tiéu Chi Cho
Phép Truwérc

Chi Tiét Tiéu Chi

Tiéu Chi Loai

Trow

Thong TinY Té
Bat Buoc

Tiéu chay C diff: Cho phép lai: Tai lieu ghi nhan phan duweng tinh
voi C. Difficile

Gig¢i Han bo

Tuoi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao
Hiém

3 thang.

Tiéu Chi Khac

Chi pinh

T4t ca cac Chi binh dugc FDA chip thuan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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VASCEPA

Cac San Pham Bi Anh Hwéng

o icosapent ethyl oral capsule 0.5 .

gram, 1 gram

VASCEPA ORAL CAPSULE 0.5 GRAM

Tiéu Chi Cho | Chi Tiét Tiéu Chi

Phép Truwéc

Tiéu Chi Loai

Trir

Théng Tin Y T€ | Giam nguy co nhéi mau co tim, dét quy, tai thdng mach vanh va

Bat Buac dau that nguc khong 6n dinh can nhap vién: Tai lieu ghi nhan lieu
phap statin dung nap t6i da, trir khi khéng dung nap hoic chéng
chi dinh, vei triglyceride tdng cao hon hoic bang 150 mg/dL va
mac bénh tim mach hoic tiéu duong bénh ly cé thém hai hoic
nhigu yéu t6 nguy co mac bénh tim mach. Tang triglyceride mau
nghiém trong: Tai lieu ghi nhan triglyceride ting cao hon hoac
bang 500 mg/dL.

Gi¢i Han bo

Tuéi

Gi¢i Han Bac Si

Ké Toa

Bac St Chuyén Khoa Lipid, Bac St Chuyén Khoa Tim, Bac St
Chuyén Khoa Nai Tiét

Thei Gian Bao
Hiém

Cho dén cusi nam duwong lich.

Tiéu Chi Khac

Mat hiéu lyc hogc cé tac dung bat loi co y nghta lam sang déi voi
thuéc thay thé trong danh muc thuéc: omega-3 acid ethyl
esters.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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VEMLIDY

Cac San Pham Bi Anh Hwéng
« VEMLIDY

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Gan Mat, Bac St Chuyén Khoa Tiéu Hoa, Bac
Ké Toa St Chuyén Khoa vé Bénh Truygn Nhiém

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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VIBERZI

Cac San Pham Bi Anh Hwéng
o VIBERZI

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai Tien st cat bo tui mat.
Triwr

Théng Tin Y T&

Bat Buoc

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | M4t hiéu lyc hogc c6 tac dung bat loi c6 y nghta lam sang déi voi
tat ca cac loai thuéc thay thé trong danh muc thuéc: dicyclomine

va loperamide.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

Str Dung Thuéc
Khéng Theo

Hwéng Dan
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

piéu Kiéen Tién | Khdng
Quyét Phan B
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VIGABATRIN

Cac San Pham Bi Anh Hwéng
« vigabatrin oral powder in packet « vigadrone oral powder in packet
o Vvigabatrin oral tablet e Vigadrone oral tablet

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si | Bac St Chuyén Khoa Than Kinh
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac | Chi ap dung véi Co Giat Cuc Boé Phirc Hop Tro: Mat hiéu lyc hosc
co tac dung bat lgi c6 y nghia lam sang déi vai hai trong sé cac
loai thuéc thay thé trong danh muc thuéc: carbamazepine,
clonazepam, divalproex, ethosuximide, felbamate, gabapentin,
lamotrigine, levetiracetam, lorazepam, oxcarbazepine,

phenytoin, tiagabine, topiramate hogc zonisamide.

Chipinh T4t ca cac Chi binh dugc FDA chip thuan.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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VIIBRYD

Cac San Pham Bi Anh Hwéng
« VIIBRYD ORAL TABLET e Vilazodone
« VIIBRYD ORAL TABLETS,DOSE PACK

10 MG (7)- 20 MG (23)

Tiéu Chi Cho | Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai

Trow

Thong TinY Té

Bat Buoc

Gig¢i Han bo
Tusi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao | Cho dén cudi nam duong lich.

Hiém

Tiéu Chi Khac M3t hiéu lyc hodc c6 tac dung bt loi c6 y nghta Iam sang déi voi
hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
citalopram, escitalopram, fluoxetine, sertraline, venlafaxine,

desvenlafaxine, duloxetine, mirtazapine hoic bupropion

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

288



Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kiéen Tién | Khdng
Quyét Phan B
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VORICONAZOLE

Cac San Pham Bi Anh Hwéng

e Voriconazole intravenous

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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XATMEP

Cac San Pham Bi Anh Hwéng

« XATMEP

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Ung Thw, Bac St Chuyén Khoa Nhi, Bac St
Chuyén Khoa Thap Khép

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac [ Tuy thuéc vao cach xac dinh Phan B va Phan D.
Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc

Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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XELJANZ

Cac San Pham Bi Anh Hwéng

XELJANZ ORAL SOLUTION .

XELJANZ XR

XELJANZ ORAL TABLET

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Triwr

Théng Tin Y T&
Bat Buac

Giéi Han b6

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Thap Khep

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Viém Khep Dang Thap: Mat hiéu luc hodc cac cé dung bat lgi co
y nghta lam sang déi véi mét trong sé cac loai thuéc thay thé
trong danh muc thuéc: azathioprine, cyclosporine,
hydroxychloroquine, leflunomide, methotrexate hoic
sulfasalazine. Bénh viém khép vay nén: Mat hiéu lwc hodc co tac
dung bat lgi c6 y nghia lam sang déi véi thuéc thay thé trong
danh muyc thudc: methotrexate. Bénh viém loét dai trang: Mat
hiéu lyc hodc cé tac dung bat loi cd y nghia Iam sang déi véi
thuéc thay thé trong danh muc thuéc: Humira.
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B

293




XGEVA

Cac San Pham Bi Anh Hwéng
« XGEVA

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Ung Thu
Ké Toa

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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XIFAXAN

Cac San Pham Bi Anh Hwéng

XIFAXAN

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y T& Bat

Buéc

Giéi Han 6 Tuéi

Gi¢i Han Bac SiKé
Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac

Bénh nao gan: Mat hiéu lyc hodc c6 tac dung bat lgi coy
nghia lam sang déi véi thuéc thay thé trong danh muc thuéc:
lactulose. Hoi ching ruét kich thich kém theo tiéu chay: Mat
hiéu lyc hodc cé tac dung bat loi cd y nghia Iam sang déi véi
tat ca cac loai thudc thay thé trong danh muc thuéc:
loperamide. Tiéu chay khi di du lich: Mat hiéu lwc hodc cé tac
dung bat lgi c6 y nghia lam sang déi véi mét trong cac loai
thuéc thay thé trong danh muc thuéc: ciprofloxacin hoic

levofloxacin.

Chi pinh

Tat ca cac Chi binh duoc FDA chap thuan.
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Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

St Dung Thuéc
Khéng Theo

Hwéng Dan

pieu Kién Tién
Quyét Phan B
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XOLAIR

Cac San Pham Bi Anh Hwéng
« XOLAIR

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Hen suyén (Ban dau): Thé tich khi thé ra gang sic trong mét giay
hoac lvu lwgng thé ra cao nhat nhoé hon hoac bang 80% muc du
doan, hojc cac bién phap kiém soat hen suyén cho thay bénh
hen suyén khdng kiém soat duoc (vi du: Bai Kiém Tra Kiém Soat
Hen Suyén [Asthma Control Tes, ACT] tir 19 diém tré xuéng).
Mcc IgE toan phan trong huyét thanh ban dau (truac khi diéu tri
bang Xolair) 16n hon hogc bang 30 IU/mL. Thir nghiém duwong
tinh trén da hoic phan &ng trong 6ng nghiém véi chat dirng

trong khéng khi lau nam.

Gi¢i Han po

Tuoi

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Dilrng, Bac St Chuyén Khoa Da Liéu, Bac St
Chuyén Khoa Mién Dich, Bac St Chuyén Khoa Phéi, Bac St
Chuyén Khoa Tai Mii Hong

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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XYREM

Cac San Pham Bi Anh Hwéng

sodium oxybate

« XYREM

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai Trw

Thong Tin Y Té
Bat Buoc

Giéi Han 6 Tuéi

Gi¢i Han Bac Si
Ké Toa

Thei Gian Bao

Hiém

Cho dén cusi nam duong lich.

Tiéu Chi Khac Buén ngu qua mac vao ban ngay & nhitng bénh nhan mac
chéng ngu rii: Mat hiéu lyc hoic co tac dung bat lgi c6 y nghia
lam sang déi vai hai trong sé cac loai thuéc thay thé trong
danh muc thuéc: dextroamphetamine, methylphenidate va
modafinil.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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ZARXIO

Cac San Pham Bi Anh Hwéng
« ZARXIO

Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Gi¢i Han bd

Tuai

Giéi Han Bac Si | Bac St Chuyén Khoa Huyét Hoc, Bac St Chuyén Khoa vé Bénh
Ké Toa Truyén Nhiém, Bac St Chuyén Khoa Ung Thu

Thei Gian Bdo | Cho dén cusi nam duong lich.

Hiém

Tiéu Chi Khac

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuéan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ZEPATIER

Cac San Pham Bi Anh Hwéng

o ZEPATIER

Tiéu Chi Cho
Phép Truwéc

Chi Tiét Tiéu Chi

Tiéu Chi Loai
Tru

Théng Tin Y T&
Bat Buac

Tai lieu ghi nhan viéc nhiém viém gan C man tinh xac nhan bang
ARN cua vi-rut viem gan C trong huyét thanh c6 thé phat hién
dugc thong qua xét nghiém dinh lwgng. Tai liéu ghi nhan kiéu
gen. Tai lieu ghi nhan xem cé xo gan hay khong va & tinh trang
con bu hay mat bu. Tai liéu ghi nhan bat ky phwong phap diéu tri
nao trwgc day. Tai liéu ghi nhan tinh trang ghép gan. Phac d6
diéu tri sé dugc phé duyét dyva trén kiéu gen va kinh nghiém diéu
tri trwéc d6 nhu dugc xac dinh bai huéng dan hién hanh cuaa
AASLD. béi voi kiéu gen 1a: Tai lieu ghi nhan d@é kiém tra tinh da
hinh NS5A.

Gi¢i Han bo

Tuai

Gi¢i Han Bac Si
Ké Toa

Bac St Chuyén Khoa Tiéu Hoa, Bac St Chuyén Khoa Gan Mat, Bac
St Chuyén Khoa vé Bénh Truygn Nhiém

Thei Gian Bao

Hiém

12 dén 16 tuan phu thuéc vao kiéu gen va da hinh, xo gan hoac
phuong phap diéu tri treéc do.

Tiéu Chi Khac
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Tiéu Chi Cho | ChiTiét Tiéu Chi
Phép Truwéc

Chi pinh Tat ca cac Chi binh dwgc FDA chap thuan.

St Dung Thuéc
Khéng Theo

Hwéng Dan

piéu Kién Tién | Khdng
Quyét Phan B
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ZYPREXA RELPREVV

Cac San Pham Bi Anh Hwéng

o ZYPREXA RELPREVV
INTRAMUSCULAR SUSPENSION
FOR RECONSTITUTION 210 MG

Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwérc

Tiéu Chi Loai Trw

Thong Tin Y T& Pa ghi nhan tién st dung olanzapine dang uéng ma khéng cé
Bat Buéc bat ky tac dung phu dang ké nao vé mat lam sang.

Giéi Han 6 Tuéi

Gi¢i Han Bac Si

Ké Toa

Thei Gian Bao Cho dén cusi nam duwong lich.

Hiém

Tiéu Chi Khac M4t hiéu lyc hogc co tac dung bat loi c6 y nghta lam sang déi
vai hai trong sé cac loai thuéc thay thé trong danh muc thuéc:
Invega Sustenna, Invega Trinza hoic Risperdal Consta.

Chi pinh T4t ca cac Chi binh dwgc FDA chap thuan.

Str Dung Thuéc

Khéng Theo

Hwéng Dan
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Tiéu Chi Cho Chi Tiét Tiéu Chi
Phép Truwéc

piéu Kién Tién Khéng
Quyét Phan B
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MuC LuC

A
ABELCET ..o 1,2

ABILIFY ASIMTUFII INTRAMUSCULAR
SUSPENSION,EXTENDED REL
SYRING 720 MG/2.4 ML, 960
MG/3.2 ML 3,4

ABILIFY MAINTENA INTRAMUSCULAR
SUSPENSION,EXTENDED REL
RECON 300 MG, 400 MG............... 3,4

ABILIFY MAINTENA INTRAMUSCULAR
SUSPENSION,EXTENDED REL

SYRING ....coiiieeeeeeee e, 3,4
abiraterone oral tablet 250 mg, 500

1 1c FO 26, 29
ACHIEEIN oo, 5,6
ACTHAR ..o, 104, 105
ACTIMMUNE........cccoeeiieeeeeeeeee 7
adefovir ..., 8
AFINITOR DISPERZ ORAL TABLET

FOR SUSPENSION 2 MG............. 26, 29
AIMOVIG AUTOINJECTOR............ 11,12
AKEEGA ..o 26, 29
ALECENSA ..o 26, 29
AlOSEtrON .o, 13, 14
ALUNBRIG .....cccoooiviicciicccee, 26, 29
QY 188, 189
AMBISOME.......ccccooiiiiiiieeree, 15, 16
ambrisentan ... 184, 185
amitriptyline.......ccocoovnincn, 17,18
amnesteem .....ooooeeveeeeeeee, 126, 127
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AMOXAPINE ... 19, 20
amphotericin b.....cocoooiviie, 21
amphotericin b liposome ............. 15, 16
APOKYN ..o, 30,31
apomorphine. ..., 30,31
aprepitant........cccceeeninnnnnnn, 32,33
APTIOM ORAL TABLET 200 MG, 400
MG, 600 MG, 800 MG................. 22,23
ARCALYST ..o 34
aripiprazole oral solution.............. 35, 36
aripiprazole oral tablet,disintegrating
......................................................... 35, 36
armodafinil ..o, 37,38
asenapine maleate .................... 173, 174
atovaquone.........cocvviiniinin, 39, 40
AUBAGIO ..o, 41, 42
AUSTEDO ORAL TABLET 12 MG, 6 MG,
IOMG e 43, 44
AUVELITY Lo, 45, 46

AYVAKIT ORAL TABLET 100 MG, 200

MG, 25 MG, 300 MG, 50 MG .... 26, 29
B

BALVERSA ORAL TABLET 3 MG, 4 MG,

EMG oo 26, 29
BARACLUDE ORAL SOLUTION........... 82
BESREMI ......ovvoiieeeeeceeee 26, 29
bexarotene ........coevvvveeceiicceenn, 257
BOSULIF ..o 26, 29

BRAFTOVI ORAL CAPSULE 75 MG... 26,
29



BRIVIACT ORAL SOLUTION........... 22,23
BRIVIACT ORAL TABLET 10 MG, 100
MG, 25 MG, 50 MG, 75 MG....... 22,23
BRUKINSA. ..o 26, 29
C
CABOMETYX ..o, 26, 29
CALQUENCE.......cccooeeeeeee, 26, 29
CALQUENCE (ACALABRUTINIB MAL)
......................................................... 26, 29
CAPLYTA oo, 173, 174
CAPRELSA. ..., 26, 29
CaspofuNgin ... 47
claravis.....coovvieeieiescec 126, 127
clobazam oral suspension............ 24,25
clobazam oral tablet....................... 24,25
clomipramineg.......ccccoovvvvcrnnncnn. 48, 49

clozapine oral tablet,disintegrating
100 mg, 12.5 mg, 150 mg, 200 mg,

25 MG, 50
COMETRIQ .o 26, 29
COPIKTRA ..ot 26, 29
CORLANOR ORAL SOLUTION...... 53, 54
CORLANOR ORAL TABLET............ 53, 54
COSENTYX (2 SYRINGES).............. 55, 56
COSENTYX PEN (2 PENS).............. 55, 56
COSENTYX SUBCUTANEOQUS

SYRINGE 75 MG/0.5 ML.............. 55, 56
COSENTYX UNOREADY PEN........ 55, 56
COTELLIC .. 26, 29
cyclobenzaprine oral tablet 10 mg, 5

1T J 57, 58
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D

dalfampridine .......ccccoevvvivnennnnen. 59, 60
DALIRESP ..o 61, 62
DAURISMO ORAL TABLET 100 MG, 25

MG .. 26, 29
deferasirox oral tablet, dispersible ... 63
desipraming ........cccocoevvncernnnenn. 64, 65
dexmethylphenidate oral tablet.... 9, 10
DIACOMIT ..o 24, 25
diazepam intensol ..., 66

diazepam oral solution 5 mg/5 ml (1

MG/ M), 66
dimethyl fumarate.......... 67, 68, 260, 261
disopyramide phosphate oral capsule

......................................................... 69, 70
doxepin oral capsule........ccccceunee. 71,72
doxepin oral concentrate.............. 71,72
DRIZALMA SPRINKLE.........cccouunee.. 73,74
dronabinol..........ccocoei 75
droxidopa ....cocevernie e 76
DUAVEE........cccooiiniinnienieeneene 85, 86
E
ELIGARD .....c.oiiiieiriereeeee s 77
ELIGARD (3 MONTH) ...coovvvviirrinn 77
ELIGARD (4 MONTH) ...cocvviviiririnns 77
ELIGARD (6 MONTH) ....ccovvvviirrirnnns 77
EMSAM ..o 78, 79
ENBREL.....cooovivieeeee e 80, 81
ENBREL MINI.....ooiiiiiiniiis 80, 81
ENBREL SURECLICK.......ccovernrnnne. 80, 81
ENTECAVIT oot 82
EPIDIOLEX....ccoiiiiieiernieeeciie 22,23



MG .., 26, 29
erlotinib oral tablet 100 mg, 150 mg,

25 Mt 26, 29
ESBRIET ORAL CAPSULE................ 83, 84
ESBRIET ORAL TABLET 267 MG, 801

MG ..o 83, 84
estradiol oral ..o, 85, 86

estradiol transdermal patch weekly 85,
86

everolimus (antineoplastic) oral tablet

everolimus (antineoplastic) oral tablet

for suspension 3 mg, 5mg....... 26, 29
EXKIVITY oo 26, 29
F
FANAPT ..o 173,174
fentanyl citrate buccal lozenge on a

handle.......ocoooeeeeeeeeeeeeeeee, 87, 88
FETZIMA ..o 89
fingolimod.......ccccoevvviecce, 96, 97
FINTEPLA ..o 24, 25
FIRMAGON KIT W DILUENT SYRINGE

............................................................... 91
FOTIVDA ..o 26, 29
FULPHILA ..o, 191, 192
FYCOMPA ORAL SUSPENSION ... 22, 23
FYCOMPA ORAL TABLET............... 22,23
gAVRETO ......................................... 26, 29
gefitinib . 26, 29
GENOTROPIN ..., 92, 93, 94
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GENOTROPIN MINIQUICK ..... 92, 93, 94
GILENYA ..o 96, 97
GILOTRIF .o 26, 29
glatiramer ... 98
glatopa ..o 99
GLEOSTINE.......cooiiiiee 26, 29
glyburide.......cccooooviiiniii, 100, 101
glyburide micronized................. 100, 101

glyburide-metformin oral tablet 1.25-

250 mg, 2.5-500 mg, 5-500 mg.. 100,
101

guanfacine oral tablet................ 102, 103
guanfacine oral tablet extended
release 24 Nro..c.ooeeeecvceeeen 102, 103
H
HUMIRA PEN ......ccccoovirririnnne, 108, 109
HUMIRA PEN CROHNS-UC-HS START
..................................................... 108, 109
HUMIRA PEN PSOR-UVEITS-ADOL HS
..................................................... 111, 112
HUMIRA SUBCUTANEOQOUS SYRINGE
KIT 40 MG/0.8 ML.......ccceo.c.... 108, 109
HUMIRA(CF) ..o, 108, 109
HUMIRA(CF) PEDI CROHNS STARTER
............................................................. 110
HUMIRA(CF) PEN .......ccccovrunnene. 108, 109

HUMIRA(CF) PEN CROHNS-UC-HS108,
109

HUMIRA(CF) PEN PEDIATRIC UC .... 110
HUMIRA(CF) PEN PSOR-UV-ADOL HS

..................................................... 108, 109
|
IBRANCE......oooiioe e 26, 29
ICATIDANT .o 90



ICLUSIG ORAL TABLET 10 MG, 15 MG,

30 MG, 45 MG....ccooovvieieins 26, 29
icosapent ethyl oral capsule 0.5 gram,

lgram . 281, 282
IDHIFA ..o 26, 29

imatinib oral tablet 100 mg, 400 mg26,
29

IMBRUVICA ORAL CAPSULE 140 MG,

IMBRUVICA ORAL SUSPENSION 26, 29
IMBRUVICA ORAL TABLET 140 MG,

280 MG, 420 MG, 560 MG ........ 26, 29
imipramine hcl......oooooviii, 113
imipramine pamoate ............ccccccennn. 113
INCRELEX ..o, 114
indomethacin oral capsule........ 115, 116
INGREZZA......cooiiiiiiiie 117,118

INGREZZA INITIATION PACK... 117, 118

INLYTA ORAL TABLET 1 MG, 5 MG.. 26,
29

INQOVI...oooiiiiiiiesreeeee 26, 29
INREBIC ... 26, 29
INVEGA HAFYERA ..o, 121, 122
INVEGA SUSTENNA ..o, 123
INVEGA TRINZA ..o, 124, 125
IRESSA ..o 27,29
isotretinoin oral capsule 10 mg, 20
mg, 30 mg, 40 mg.....ccceuueee. 126, 127
itraconazole oral solution.................. 128
jAKAFI ............................................... 27,29
JAYPIRCA ORAL TABLET 100 MG, 50
MG .o 27,29

309

K

KALYDECO........ccoiiiiiiiiiiieiieesecne 129
KERENDIA ..., 130, 131
KISQALI FEMARA CO-PACK.......... 27,29

KISQALI ORAL TABLET 200 MG/DAY
(200 MG X 1), 400 MG/DAY (200 MG

X 2), 600 MG/DAY (200 MG X 3)... 27,
29

KORLYM ...cooiieviceeieeeeeee e, 132,133
KOSELUGO ORAL CAPSULE 10 MG, 25
MG ..o 27,29
KRAZATI ..o 27,29
L
lapatinib ... 27, 29
LATUDA ORAL TABLET 120 MG, 20
MG, 40 MG, 60 MG, 80 MG...... 173,174
ledipasvir-sofosbuvir ................. 134, 135
lenalidomide.......ccooeveececeeeie., 27, 29

LENVIMA ORAL CAPSULE 10 MG/DAY
(10 MG X 1), 12 MG/DAY (4 MG X 3),
14 MG/DAY(10 MG X 1-4 MG X 1),
18 MG/DAY (10 MG X 1-4 MG X2),
20 MG/DAY (10 MG X 2), 24
MG/DAY(10 MG X 2-4 MG X 1), 4

MG, 8 MG/DAY (4 MG X 2) ....... 27,29
LEUKINE INJECTION RECON SOLN 136
leuprolide (3 month)......cccccoeveennen. 137
leuprolide subcutaneous kit ............ 137

levalbuterol hcl inhalation solution for
nebulization 0.31 mg/3 ml, 0.63
mg/3 ml, 1.25 mg/0.5 ml, 1.25 mg/3
0] PO 138, 139



lidocaine topical adhesive

patch,medicated 5 % ..o, 140
linezolid in dextrose 5%............ 141, 142
linezolid oral suspension for

reconstitution .......ccceeevvevenen. 141, 142
linezolid oral tablet..................... 141, 142
LOKELMA ..o 143, 144
LONSURF ....ociiiiicieccecee e 27,29
LORBRENA ORAL TABLET 100 MG, 25

MG ..o 27,29
LUMAKRAS ORAL TABLET 120 MG,

320 MG 27,29
LUPRON DEPOT......ccoeevevererenne. 145, 146

LUPRON DEPOT (3 MONTH) ... 145, 146
LUPRON DEPOT (4 MONTH) ... 145, 146

LUPRON DEPOT (6 MONTH) ... 145, 146
lurasidone oral tablet 120 mg, 20 mg, 40

mg, 60 mg, 80 Mg ......ccccevveernneen. 173,174
LYNPARZA ..o, 27,29
LYTGOBI ... 27,29
M
MATULANE ..., 27,29
megestrol oral suspension 400 mg/10

ml (40 mg/ml) ..o 149, 150
megestrol oral tablet ................. 149, 150

MEKINIST ORAL RECON SOLN ... 27, 29
MEKINIST ORAL TABLET 0.5 MG, 2 MG

......................................................... 27,29
MEKTOVI....cooiiiieeiiceecece 27,29
meprobamate........c.ccoeoerrrncnen. 151, 152
methocarbamol oral ...........c.c........ 153
methoxsalen ..., 154
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methyldopa-hydrochlorothiazide . 155,
156
methylphenidate hcl oral capsule, er

biphasic 30-70.....cccccovvvivvvncinnn. 9,10
methylphenidate hcl oral capsule,er
biphasic 50-50.......cccccccviviinnnnnnn. 9,10

methylphenidate hcl oral solution 9, 10

methylphenidate hcl oral tablet.... 9, 10

methylphenidate hcl oral tablet
extended release..........cccoevvnnen. 9,10

methyltestosterone oral capsule ... 262,
263

MELYIrOSINE .o 157
mModafinil......cooeeeeeeeeeeeeie, 158, 159
molindone oral tablet 10 mg, 25 mg, 5
MJ i, 106, 107
MOVANTIK ...coiiiiiececeeeveene 51, 52
801 Vo] §1SY- T o S 126, 127
N
NAYZILAM ..o 160
NERLYNX ...cocviiiiiceececeeeeeaes 27,29
NEXAVAR ... 27,29
NINLARO .....cooiiiiccecceceee 27,29
NIVESTYM INJECTION.......cccoevvvnee, 161
NOXAFIL ORAL SUSPENSION.. 197, 198
NUBEQA. ... 27,29
NUCALA ... 162, 163
NUEDEXTA ..o 164
NUPLAZID......ccovviiiiieiiiee e, 165
@)
octreotide acetate injection solution
............................................................. 166



OFEV ..o, 167, 168
OJJAARA ORAL TABLET 100 MG, 150
MG, 200 MG....cooovvvrririeie, 27,29
olanzapine intramuscular ................. 170
olanzapine oral tablet,disintegrating
............................................................. 169
OMNITROPE ..o 171, 172
ONUREG ..ot 27,29
ORENCIA CLICKJECT ...covvverne. 175, 176

ORENCIA SUBCUTANEOUS SYRINGE
125 MG/ML, 50 MG/0.4 ML, 87.5

MG/0.7 ML..oooooeieicieeeeeee 175, 176
ORGOVY Xt 27,29
ORKAMBI ...t 177
ORSERDU ORAL TABLET 345 MG, 86

MG e 27,29
OTEZLA.....o oo, 178, 179
OTEZLA STARTER ORAL

TABLETS,DOSE PACK 10 MG (4)-20

MG (4)-30 MG (47) ..ccoveu... 178, 179
oXandroloNe......cooceveeeeeceeeeeeeeee, 180
OXBRYTA ORAL TABLET 300 MG, 500

MG .o 181

OXBRYTA ORAL TABLET 500 MG... 181,
182

OXBRYTA ORAL TABLET FOR

SUSPENSION ..o, 181, 182
OXERVATE ..o, 183
P

paliperidone oral tablet extended
release 24hr 1.5 mg, 3 mg, 6 mg, 9
L1 Tc SO 173, 174
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PANRETIN ....coooiiiiicrceees 27,29
PEGASYS SUBCUTANEOUS SOLUTION
............................................................. 190
PEGASYS SUBCUTANEOUS SYRINGE
............................................................. 190
PEMAZYRE......coviiiiniiniesinieens 27, 29
phenobarbital.........c.ccccoovre 193, 194
pIMecrolimus.......ccccoceveceeinnnn. 195, 196

PIQRAY ORAL TABLET 200 MG/DAY
(200 MG X 1), 250 MG/DAY (200 MG
X1-50 MG X1), 300 MG/DAY (150

pirfenidone oral capsule................ 83,84

pirfenidone oral tablet 267 mg, 534

PLEGRIDY SUBCUTANEOUS PEN
INJECTOR 125 MCG/0.5 ML. 119, 120
PLEGRIDY SUBCUTANEOUS SYRINGE

125 MCG/0.5 ML....covviee 119, 120
POMALYST ..o 27,29
posaconazole oral ........c.ccccueueee. 197, 198

pregabalin oral capsule 100 mg, 150
mg, 200 mg, 225 mg, 25 mg, 300

mg, 50 mg, 75 mg.....cccccevuuee. 147, 148
pregabalin oral solution............ 147, 148
PREMARIN ORAL .....ccoovvrieinne. 199, 200
PREMPRO ..o, 201, 202
PREVYMIS ORAL ....covviiriiiiiciines 203

PROCRIT INJECTION SOLUTION
10,000 UNIT/ML, 2,000 UNIT/ML,
20,000 UNIT/ML, 3,000 UNIT/ML,



4,000 UNIT/ML, 40,000 UNIT/ML204,
205

PROLASTIN C 1,000 MG/20 ML VL

PRICE/ONE MG,SUV............... 206, 207
PROLASTIN-C INTRAVENOUS RECON
SOLN....oiiiiiceeeeeceee e 206, 207
PROLIA ..o, 208, 209
PROMACTA ... 210, 211
promethazine oral.........c............ 212,213

promethazine rectal suppository 12.5

MG, 25 MQ oo 212,213
promethegan rectal suppository 25

MG, 50 MQ oo 212,213
protriptyline .......cccoovvvivivniens 214,215
PURIXAN ..o 27,29
pyrimethamine........ccccoeovnennn 216, 217
Q
QINLOCK ... 27,29

quetiapine oral tablet extended
release 24 hr 150 mg, 200 mg, 300

mg, 400 mg, 50 mg ............... 173, 174
quinine sulfate.....c.cccooevvrnnne. 218, 219
R
REBIF (WITH ALBUMIN)............. 119, 120
REBIF REBIDOSE.........cccccceuveene. 119, 120
REBIF TITRATION PACK............. 119, 120
REPATHA PUSHTRONEX........... 220, 221
REPATHA SURECLICK................. 220, 221
REPATHA SYRINGE..................... 220, 221

RETACRIT INJECTION SOLUTION
10,000 UNIT/ML, 2,000 UNIT/ML,
20,000 UNIT/ML, 3,000 UNIT/ML,
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4,000 UNIT/ML, 40,000 UNIT/ML222,
223
RETEVMO ORAL CAPSULE 40 MG, 80

MG ..o 27,29
REVLIMID ...cooiiiiiiiccie 27,29
REXULTI ORAL TABLET .............. 224, 225
REZLIDHIA .o 27,29
RHOPRESSA ..o, 226, 227

RINVOQ ORAL TABLET EXTENDED
RELEASE 24 HR 15 MG, 30 MG, 45

MG .o 228, 229
RISPERDAL CONSTA ... 230, 231
roflumilast ..., 61, 62
ROZLYTREK ORAL CAPSULE 100 MG,

200 MG 27, 29
RUBRACA.......coiieeeeeeeseee 27,29
rufinamide oral suspension...... 232, 233
rufinamide oral tablet................ 232, 233
RYDAPT ..o 27,29
S
SAPTOPLEriN ... 234
SCEMBLIX ORAL TABLET 20 MG, 40

MG .o 27,29
SECUADO ..o, 235
SIGNIFOR ..o, 236
sildenafil (pulm.hypertension) oral

tablet ..o 188, 189
SIRTURO ORAL TABLET 100 MG...... 237
SKYRIZI SUBCUTANEOUS PEN

INJECTOR ..o 238, 239



SKYRIZI SUBCUTANEOUS SYRINGE

150 MG/ML ..covoeviiieeie 238, 239
SKYRIZI SUBCUTANEOUS SYRINGE

KIT o 238, 239
SKYRIZI SUBCUTANEOUS WEARABLE

INJECTOR....oiiiiiiiiieee 238, 239
sodium oxybate ... 299, 300
sofosbuvir-velpatasvir ............... 240, 241
SOMAVERT ..o, 242
sorafenib ..., 28,29
SPRITAM ..o 243, 244

SPRYCEL ORAL TABLET 100 MG, 140
MG, 20 MG, 50 MG, 70 MG, 80 MG

......................................................... 28, 29
STELARA SUBCUTANEOUS ...... 245, 246
STIVARGA ..o, 28, 29
sunitinib malate ..o 28, 29
SUTENT oo 28, 29
SYMDEKO ... 247
SYMLINPEN 120.....cooieeeerceererennan 248
SYMLINPEN 60 ......covvirireeieicrerenan 248
SYMPAZAN ......cooooveevereeeernen. 249, 250
SYNAREL ..o 251
SYNRIBO ..o 28, 29
T
TABLOID ..o, 28, 29
TABRECTA. ..., 28, 29
tacrolimus topical .........ccccoeeene. 252, 253
tadalafil (pulm. hypertension).. 188, 189
TADLIQ ..o 188, 189
TAFINLAR........coooeeeeeeceeeeeee, 28, 29
TAGRISSO ..., 28, 29
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TAKHZYRO ...ocoiiiiiiiiiiiicce, 254

TAKHZYRO SUBCUTANEOUS
SOLUTION ..o 254

TALTZ AUTOINJECTOR.............. 255, 256

TALTZ SYRINGE ..., 255, 256

TALZENNA ORAL CAPSULE 0.1 MG,
0.25 MG, 0.35 MG, 0.5 MG, 0.75 MG,

IMG . 28, 29
TARGRETIN TOPICAL.....ccocvrnnee. 257
TASIGNA ..o, 28, 29
tazarotene topical cream.......... 258, 259
tazarotene topical gel................ 258, 259

TAZORAC TOPICAL CREAM 0.05 %258,
259

TAZORAC TOPICAL GEL............ 258, 259
TAZVERIK ..o, 28, 29
TEPMETKO.....coeeeeerceeeeeevene 28, 29
teriflunomide ..o 41, 42
teriparatide.......ccoocevecccccnnnnn, 186, 187

testosterone cypionate intramuscular
oil 100 mg/ml, 200 mg/ml.... 262, 263

testosterone enanthate............. 262, 263

testosterone transdermal gel in

metered-dose pump..... 262, 263, 264,
265
testosterone transdermal gel in

packet.......cccocoveennnn. 262, 263, 264, 265
testosterone transdermal solution in

metered pump w/app ........... 262, 263
tetrabenazine........cccocoeeeeeeeeccenn, 266
THALOMID ..., 28, 29



thioridazine ......ccoeveeeeceeeeeeen 106, 107

TIBSOVO ... 28, 29
tigecycling ... 267
TOBI PODHALER ... 268
tobramycin in 0.225 % nacl .............. 269
tolcapone.....ccccecccccccce e 270
trientine oral capsule 250 mg.......... 271
trihexyphenidyl .........cccccovennee. 272,273
trimipraming ........cococvvvvvcnnene 274, 275
TRINTELLIX o 276

TRUSELTIQ ORAL CAPSULE 100
MG/DAY (100 MG X 1), 125
MG/DAY (100 MG X1-25MG X1), 50
MG/DAY (25 MG X 2), 75 MG/DAY

(25 MG X 3o, 28, 29
TUKYSA ORAL TABLET 150 MG, 50 MG
......................................................... 28, 29
TURALIO ORAL CAPSULE 125 MG, 200
MG .o 28, 29
TYMLOS ..o, 186, 187
U
UBRELVY oo, 277, 278
UDENYCA ..o, 191, 192
UDENYCA AUTOINJECTOR....... 191, 192
UZEDY ..o 230
\Y
VALCHLOR ..o 279
vancomycin oral capsule 125 mg, 250
AT JEO 280
VANFLYTA .o, 28, 29
VASCEPA ORAL CAPSULE 0.5 GRAM
..................................................... 281, 282
VEMLIDY ..o 283
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VENCLEXTA ..o, 28, 29
VENCLEXTA STARTING PACK ...... 28, 29
VERSACLOZ......cooiiiiiiiiiecei e 50
VERZENIO ..o 28, 29
VIBERZI ..., 284, 285

vigabatrin oral powder in packet... 286,
287

vigabatrin oral tablet ................. 286, 287

vigadrone oral powder in packet... 286,
287

vigadrone oral tablet ................. 286, 287
VIIBRYD ORAL TABLET............... 288, 289
VIIBRYD ORAL TABLETS,DOSE PACK
10 MG (7)- 20 MG (23)........... 288, 289
vilazodone.........ccocecevieiiicriennn, 288, 289
VIMPAT ORAL TABLET................... 24, 25
VITRAKVI ORAL CAPSULE 100 MG, 25
MG ..o 28, 29
VITRAKVI ORAL SOLUTION........... 28, 29
VIZIMPRO ... 28, 29
VONJO. ... 28, 29
voriconazole intravenous ................. 290
VOTRIENT ..ot 28, 29
VRAYLAR ORAL CAPSULE......... 173, 174
VRAYLAR ORAL CAPSULE,DOSE PACK
..................................................... 173,174
w
WELIREG ....cooveveeeececeeecee 28, 29
X
XALKORI.....coviiiiceceeecececeeen, 28, 29
XATMEP......coiiieeeceeeeeeee e, 201
XELJANZ ORAL SOLUTION........ 292, 293



XELJANZ ORAL TABLET ............. 292, 293
XELJANZ XR.ocoiiiiiiiieccee, 292, 293
XERMELO ..., 28, 29
XGEVA Lo 294
XIFAXAN Lo, 295, 296
XOLAIR Lo 297, 298
XOSPATA ..o, 28, 29

XPOVIO ORAL TABLET 100 MG/WEEK
(50 MG X 2), 40 MG/WEEK (40 MG X
1), A0MG TWICE WEEK (40 MG X 2),
60 MG/WEEK (60 MG X 1), 60MG
TWICE WEEK (120 MG/WEEK), 80
MG/WEEK (40 MG X 2), 80MG
TWICE WEEK (160 MG/WEEK).. 28, 29

XTANDIL....oooiiiiiiicccc, 28, 29
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y4

ZARXIO ....iiiiiiieeeete s 301
ZEJULA ORAL CAPSULE................. 28,29
ZEJULA ORAL TABLET 100 MG, 200

MG, 300 MG ....coooeirrriicee 28, 29
ZELBORAF......coiiieiersieeecine 28, 29
Zenatane ... 126, 127
ZEPATIER. ..o, 302, 303
ZIEXTENZO ... 191, 192
ziprasidone mesylate........ccccceveeennen. 95
ZOLINZA ..., 28, 29
ZYDELIG .o, 28, 29
ZYKADIA. ..o 28, 29
ZYPREXA RELPREVV

INTRAMUSCULAR SUSPENSION

FOR RECONSTITUTION 210 MG 304,
305





