§1746.2 Phac b6 Cho Cac Dwoc Si Cung Cap Cac San Pham Thay Thé Nicotine

(a) Mot dwoc si cung cip cic san phidm thay thé nicotine theo Muc 4052.9 ctia B luit Kinh doanh va

Nghé nghiép phai thuc hién theo phac d6 dwoc quy dinh tai tiéu muc (b) ciia muc nay.

(b) Phac @6 cho Dworc si Cung cip Cac san phadm Thay thé Nicotine
(1) Can c: muc 4052.9(a) cta Bo luat Kinh doanh va Nghé nghiép California Gy quyén cho
mot dwoc si cung cip cac san phadm thay thé nicotine dwgc Cuc quan ly Thuc phdm va Dwoc
phim lién bang chip thuin chi dé sir dung theo toa phu hgp véi phac dé dwgc chip thuin bai
Hoi dong Dugc bang California va Hoi dong Y khoa California. Viéc st dung phac do trong
muc nay dap &ng dwoc yéu cau do.

(2) Muc dich: Cung cap su tiép cin kip thoi cic san phdm thay thé nicotine va ddm bao bénh
nhan nhan dwoc thong tin d€ bat dau dung thudc cai thudc 14 mot cach thich hop.

(3) Giai thich vé Cac san phdm DPwoc bao gdbm: Cac san phdm thay thé nicotine theo toa dwoc
Cuc quan ly Thuc phdm va Dwoc phidm lién bang chip thuin va dwoc mot dwoc si cung cip
cho muc dich cai thudc 14 dwoc bao gom trong phac dé6 nay. Duwoc si c6 thé tiép tuc cung cip
cac san pham cai thuéc 14 khong ké toa ma khong cin str dung phac do nay.

(4) Quy trinh: Khi mot bénh nhan yéu cau liéu phap thay thé nicotine hoac thudc cai thudc 14
khac, hoic khi mot duoc si trong danh gia chuyén mon cia minh quyét dinh bat dau diéu tri
va tw van cai thudc 14, ngwoi dworc si phai hoan thanh cac buéc sau:
(A) Xem xét viéc str dung thudc 14 hién tai cia bénh nhan va cac nd luc tir bé trudc do.
(B) Héi bénh nhén cc ciu hoi kiém tra sau day:

(i) Ban c6 dang mang thai hodc dw dinh c6 thai khéng? (Néu c6, khéng cung cap
va gi¢i thiéu tédi mot bac si cham sdc strc khéde thich hop)

(ii) Ban c6 bi dau tim trong vong 2 tudn qua? (Néu c6, cung cip mot cach thin

trong va giéi thiéu t&i mot bac si cham séc sirc khoe thich hop)

(iii) Ban c6 tién st tim d4p nhanh, r6i loan nhip tim, hodc ban c¢é dwoc chin
doan bi réi loan nhip tim nghiém trong hay khong? (Néu cé, cung cdp mét
cach than trong va gidi thiéu t&i mot bac s cham soéc sirc khoe thich hop)

(iv) Ban hién cé dang bi dau nguc thwdong xuyén hodc ban cé dwgc chin doan bi
dau thit nguc khong 6n dinh hay khong? (Néu co, cung cAp mdt cach than
trong va giéi thiéu t&i mot bac s cham séc sirc khoe thich hop)

(v) Ban c6 tién st viém miii di &ng (vi du, di ®ng miii) khong? (Néu cé, tranh xit
miii)

(vi) Ban c¢6 dwoc chin doan bi roi loan khép thai dwong ham (TM]) khong? (Néu

6, tranh keo cao su nicotine)

Nhitng ciu hdi kiém tra nay sé& c6 sin bang cac ngdn ngit thay thé danh cho bénh nhan st
dung ngén ngitr chinh khong phai la tiéng Anh.

(C) Khi cung cdp mot san phidm thay thé nicotine:

(i) Dworc si phai xem xét cAc hwéng dan st dung cho mdi bénh nhan dung mot
san pham thay thé nicotine.
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(ii) Dwgc si nén khuyén bénh nhan tim kiém thém sw tro giup déi véi sw thay doi
hanh vi, bao gom nhwng khéng gi¢i han tir DPuorng day tro giip Nguwoi hit
thudc 14 California (California Smokers Helpline) (1-800- 778-8440), cac
chwong trinh trén web (vi dy, http://smokefree.gov), cac tng dung, va cac
chuwong trinh cai thudc dia phwong.

(D) Dwoec si phai tra lod bat ky cAu hoi nao ma bénh nhén c6 thé dwa ra lién quan dén viéc
diéu tri cai nghién thudc 14 va/hodc cac san pham thay thé nicotine.

(5) Lwa chon San phdm: Dworc si, sau khi thao ludn cing bénh nhén, cé thé chon bat ky san
phim thay thé nicotine (riéng l1é hodc két hop) tir danh sach cac phwong phap diéu tri dwoc
quy dinh trong phac d6 nay trong Bang "Cac Thudc Diéu Tri Thay Thé Nicotine Danh Cho Viéc
Cai Nghién Thu6c La." Danh sach nay phai dwgc lwu gitr hién hanh va duy tri trong hiéu thudc
hodc co s& chidm séc strc khde, va sé c6 san trén website ctia Hoi dong Duorc.

Cac san phdm twong dwong dwong thudc cé thé dwoc cung cap.

(6) Théng bao: Dwoc si phai théng bao cho bac si chdm séc chinh ctia bénh nhan vé bat ky
(cac) loai thudc theo toa va/hodc (cac) thiét bi dwoc cap cho bénh nhén, hodc nhép cic thong
tin thich hgp vao mot hé thdng ho so bénh nhan dwgc chia sé véi bac si cham soc chinh, theo
suw cho phép cta bac si chdm séc chinh d6. Néu bénh nhan khong cé bac si cham soc chinh,
hodc khong thé cung cip thong tin lién lac cho bac si cham séc chinh ctia minh, dwoc si phai
cung cip cho bénh nhan mét ghi chép bang vin ban (cac) loai thudc theo toa va/hoic (cac)
thiét bi dwgc cap va khuyén bénh nhan tham khao y kién clia mot bac si cham séc strc khoe
thich hop do bénh nhan lya chon.

(7) Tai liéu: Mdi san pham thay thé nicotine dwgc cung cip cho viéc cai thudc va dwoc cung
cip béi mot dworc si theo phac d6 nay phai dwoc ghi vao ho so dung thudc cia bénh nhén va
dwoc lwu triv an toan trong hiéu thudc xuit x& hodc co s& cham sdc sirc khde trong thoi gian
it nhat 1a ba ndm ké tir ngay phat thudc. Mot ho so dung thuéc ciia bénh nhéin phai dwoc lwu
trit trong mot hé théng xir Iy dit liéu tw dong hodc phwong thirc ghi chép bang tay dé cac
théng tin can thiét theo tiéu dé 16, muc 1717 va 1707.1 ctia BO luat Quy ché California lu6én
sdn sang trinh ra duoc trong gi¢r lam viéc binh thwong ctia hiéu thudc hodc co sé.

(8) Dao tao: Trwdc khi cung cip cac san pham thay thé nicotine theo toa, cac dwgc si tham gia
phéc d6 nay phai hoan thanh it nhat hai gio cia mét chwong trinh gido duc thuwong xuyén da
dwogc phé duyét chuyén vé diéu tri cai nghién thudc 14 va liéu phap thay thé nicotine, hodc
mot chwong trinh dao tao theo gido trinh twong dwong dwoc hoan thanh trong vong hai nam
qua tai moét tredng dwoc California dwgc cong nhan.

Ngoai ra, cic dwoc si tham gia phdc d6 nay phai hoan thanh hai ndm mét Ian chwong trinh
gido duc thwong xuyén lién tuc chuyén vé diéu tri cai nghién thudc 14 tlr mot bac si dwgc cong
nhan.

(9) Tinh riéng tw cua bénh nhén: T4t ca cac dwoc si cung cip cac sdn pham thay thé nicotine
tai mot hiéu thudc hodc co sé cham séc strc khde phai lam viéc theo cac chinh sach va quy
trinh cta hiéu thuéc hodc co s @6 d€ ddm bao tinh bao méit va riéng tw ctia bénh nhan luén
dwoc duy tri.
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http://smokefree.gov

(10) Céac Thudc Piéu Tri Thay Thé Nicotine Danh Cho Viéc Cai Nghién Thubc La

gi Cac Thudc Piéu Tri Thay Thé Nicotine Danh Cho Viéc Cai Nghién Thuoc La
R for Lhange

g

4

Théin tron

Nicorette', Thudc gbc

Keo cao su

OTC
2 mg, 4 mg
truyén théng, qué, trai cdy, bac ha

Vién ngim
Nicorette Lozenge',
Nicorette Mini Lozenge!,
Thube goc

OTC

2 mg, 4 mg

anh dao, bac ha

Miéng dan
NicoDerm CQ', Thubc gbe
OTC (NicoDermCQ, thude gbc)
Rx (thube gbc)

7 mg, 14 mg, 21 mg
(g0 ra sau 24 gio)

Céc Céng Thirc Piéu Tri Thay Thé Nicotine (NRT) Sit Dung Nhw Pon Tri Liéu

Xit miii
Nicotrol NS?

Rx

Xit diéu chinh

0,5 mg nicotine trong 50 mcL
dung dich nicotine nudc

Thuoc hit
Nicotrol Inhaler?
Rx
éng 10 mg
cung cip 4 mg hoi nicotine
hit vao

Két hgp NRT

Cic két hop v6i hiéu qua da dwoc chirng minh
Miéng dan nicotine + keo cao su nicotine

Miéng dan nicotine + vién ngam nicotine

Miéng dan nicotine + xit miii nicotine

Miéng dan nicotine + thudc hit duong miéng
nicotine

Nhoi mau co tim gan day (<2 tuan)
Loan nhip tim sin c6 nghiém trong
Dau thit nguc nghiém trong hoac
xAu di

Bénh khép thai duong ham

Mang thai® va cho con bu

Vi thanh nién (<18 tubi)

Nhoi mau co tim gan day (<2
tudn)

Loan nhip tim sdn co nghiém
trong

Pau thit nguc nghiém trong
hodc x4u di

Mang thai® va cho con bu

Vi thanh nién (<18 tudi)

Nhoi mau co tim gan day (<2
tudn)

Loan nhip tim sdn co nghiém
trong

Pau thit nguc nghiém trong
hodc x4u di

Mang thai® (cdc cong thirc Rx,
loai D) va cho con bu

Vi thanh nién (<18 tudi)

Nhoi mau co tim gan day
(<2 tuin)

Loan nhip tim sin c6
nghiém trong

Pau thit nguc nghiém trong
hodc x4u di

Réi loan miii min tinh sin
¢6 (viém mii, polyp miii,
viém xoang)

Bénh dudng ho hap phan
ung nghiém trong

Mang thai® (loai D) va cho
con bu

Vi thanh nién (<18 tudi)

Nhoi mau co tim gan day
(22 tuan)

Loan nhip tim sn c6
nghiém trong

Pau thit nguc nghiém
trong hoac xau di

= Bénh co thit phé quan
Mang thai’® (loai D) va
cho con bu

Vi thanh nién (<18 tudi)

* Hay tham khao cac than trong danh cho tirng
thudc riéng 1é

Dieu thir 1 <30 phut sau khi thirc ddy:

4 mg

Dieéu thir 1 >30 phut sau khi thirc ddy:
2 mg

Tudn 1-6:

1 vién mdi 1-2 gio

Tuin 7-9:

1 vién mdi 2-4 gio

Tuén 10-12:

1 vién mdi 4-8 gio

Tbi da, 24 vién/ngay

Nhai tirng vién that cham

Durng ¢ gilta ma va nuéu khi cam
gidc cay hodc ngira ran xuét hién
(~15-30 1an nhai)

Tiép tuc nhai khi con ngira diu dan
Lip lai cac budc nhai/dimg cho dén
khi chét nicotine tiét ra hét (cam
gidc ngura khong con quay tro lai;
thuong 1a 30 phat)

Dung ¢ cac khu vuc khac nhau
trong miéng

Khéng an hay udng 15 phut trude
hodc trong khi dung keo

Thoi gian: khong qua 12 tuin

Dieu thir 1 <30 phut sau khi thirc
ddy: 4 mg
Piéu thir 1 >30 phiit sau khi thirc
ddy: 2 mg

Tuén 1-6:

1 vién mdi 1-2 gidr
Tuan 7-9:

1 vién mdi 2-4 gidr
Tuén 10-12:

1 vién mdi 4-8 gidr

= Téi da, 20 vién/ngay

= Pé keo tan tir tir (20-30 phut
dbi voi dang tiéu chuan; 10
phut dbi véi dang mini)

= Chat nicotine tiét ra c6 thé gay
cam gidc 4m, ngira

= Khéng nhai hodc nubt

= Thinh thoang dao keo sang
cac vung khac nhau trong
miéng

= Khoéng an hay udng 15 phit
trude hodc trong khi dung keo

= Thoi gian: khéng qua 12 tudn

>10 diéu/ngay:

21 mg/ngay x 4-6 tudn
14 mg/ngay x 2 tudn

7 mg/ngdy x 2 tudn

<10 diéu/ngdy:
14 mg/ngdy x 6 tuan
7 mg/ngay x 2 tuan

= Cothé mang miéng dan trong
16 gio néu bénh nhén bj roi
loan gidc ngn (g5 ra vao gio di
ngu)

= Thoi gian: 8-10 tuan

1-2 lieu/gio

(8-40 lidu/ngay)

Mot liéu = 2 1an xit (mi 1
miii mot 1an); m&i lan xit cung
¢ép 0,5 mg nicotine vao niém
mac mii

= Téida
-5 lléu/glor hoac
- 40 heu/ngay

= Pé 6 két qua tét nhit, ban
dAu hiy sir dung it nhat 8
liéu/ngay

= Khong ngiri, nuét hodc hit
qua mili khi dang xit

= Thoi gian: 3-6 thang

6-16 Ong/ngay

Liéu theo ca nhén; ban dau
hay sir dung 1 éng mdi 1-2
gio

= Hiéu qua tét nhit khi hat
lién tuc trong 20 phut
Ban dau hay sir dung it
nhét 6 dng/ngay

Nicotin trong 6ng s& can
dan sau 20 phit hat lién
tuc

Hit vao sau cb hong hoac
rit thanh nhiing hoi ngén
KHONG hit vio phbi
(nhu mét diéu thudc) ma
"hut" nhu dang chdm mot
tau thube

Ong mo nap van gil
dugc hiéu luc trong 24
gio

Khéng in hay ubng 15
phut trude hodc trong khi
ding thube

Thoi gian: 3-6 thang

Danh cho bénh nhan hut >10 diéu/ngay:

NRT tic dung dai han: ngin ngira s xuit hién
ctia cac tri¢u ching cai thudc 1a ning

= Miéng dan nicotine
21 mg/ngdy x 4-6 tuin
14 mg/ngay x 2 tudn
7 mg/ngay x 2 tudn

CONG VOI
NRT tic dung ngén han: st dung khi can thiét dé
kiém soat cac triéu ching cai thudc 14 dir doi va
con thém thubc tinh thé

* Keo cao su nicotine (2 mg[

1 vién mdi 1-2 gid khi can thiét
HOAC

Vién ngim nicotine (2 mg)

1 vién mdi 1-2 gios khi can thiét
HOAC

Xit mili nicotine

1 1an xit trong ting 16 miii mdi 1-2 gior khi can
thidt

HOAC

Thuoc hlt nicotine

1 6ng mdi 1-2 gitr khi cén thiét




Céc Cong Thirc Pidu Tri Thay Thé Nicotine (NRT) St Dung Nhw Pon Tri L

Két hop NRT

Keo cao su

Vién ngim

Miéng dén

Xit miii

Thudc hit

= Pau miéng/ham = Buon nén = Phan img da tai chd (ban do, = Kich trng miii va/hodc hong = Kich trng miéng va/hodc = Hay tham khao cac tac dung phu dugc liét ké
—3 = Niccut = Nic cut ngua, rat) (cam giac nong, cay, hodc hong cho timg thudc riéng 1é
= = Kho tiéu = Ho * DPau déu bong rat) = Ho
= Tang tiét nude bot = O nong = Réi loan gidc ngii (mit ngu, = Viém mii = Pau diu
;D = Cac tac dung lién quan dén k§ * Dau dau mo bat ‘thuong/ 10 rang); lién * Chay nuéc mét = Viém mii
=. thuat nhai khéng dung: = Pay hoi quan dén sw hap thu chat = Hat hoi = Kho tiéu
=] - Vang dau = Mt ngu nicotine vé& dém = Ho = Nic cut
= - Budn nén/éi mira * Daudiu
‘® ; , s
[ - Kich ing hong va miéng
= (6 thé dung nhu mét loai thay thé = (6 thé dung nhu mét loai thay = Liéu ding hang ngay mot lan = (6 thé chuan d¢ dé kiém = (6 thé dung nhu mot loai = Cung cap lugng nicotine phu hop trén 24 gio
thudc 1a bang duong miéng thé thubc 14 bang duong dong nghia véi viée cac van dé soat nhanh cac tri¢u chirng thay thé thudc 14 bang va bénh nhan c6 thé chuén d¢ diéu tri dé kiém
= (6 thé tri hodn ting can miéng vé tuan thu sé it hon cai thudc duong miéng S04t c4c tridu ching cai thuc va con thém
=] = (6 thé chudn d6 dé kiém soat cic = (6 thé tri hodn ting cin = Trong tt ca cac san phim = (6 thé sir dung két hop voi = (6 thé chuin d6 dé kiém thudc tinh thé
e tri¢u ching cai thudc = C6 thé chudn do dé kiém soat NRT, viéc str dung miéng dan cac thudc khac dé kiém soat soat cac tri¢u ching cai = Cac nghién ciru cho théy diu trj két hop dem
= = C6 thé két hop sir dung véi cdc chc triéu chimg cai thube it gdy cht y cho nguoi khac con thém thudc tinh thé thube dén s gia tang nho, nhung c6 y nghia trong
= thudc khac dé kiém soat con thém = C6 thé sir dung két hop v6i nhit . Tucng tu cach dua tay 1én ty 1¢ thanh cong so véi thudc NRT riéng lé
=) thudc tinh thé céc thue khac dé kiém soat = (6 thé sir dung két hop vai miéng khi hat thube = Lua chon hip din cho cac bénh nhan di diéu
con thém thude tinh thé cac thude khac; cung cép = C6 thé két hop sur dung voi tri that bai trude d6 voi don tri lidu
lugng nicotine phu hgp trén 24 c4c thude khac dé kiém soat = Hiy tham khao cac uu diém duoc liét ké cho
gio con thém thubc tinh thé timg thudc riéng 1é
= Viéc can phai dung thudc thuong = Viéc can phai dung thuéc * Khi duoc str dung nhu don tri = Viéc can phai ding thudc = Viéc can phai dung thuéc = Diéu trj két hop tén kém hon don trj liéu
xuyén c6 thé anh huong dén sy thuong xuyén c6 thé anh liéu, khong the chuén d6 dé thuong xuyén c6 thé anh thuong xuyén c6 thé anh * Hiy tham khéo cac han ché dugc liét ké cho
tuan thu huéng dén sy tuan thi kiém sodt cép tinh cac trigu hudng dén sy tuan thu huéng dén sy tuan thi timg thubc riéng 1é
= (6 thé 1a vin d& déi v6i nhitng = Cac tac dung phu dudng tiéu ching cai nghién * Duong ding béng miii co = Ong hit c6 thé giam hiéu
] bénh nhan lam rang dang ké hoa (buén ndn, nic cut, o = Khoéng dugc khuyén cao st thé khong ducc chap nhan qua trong moi truong lanh
"5 = Ky thuit nhai ding 12 can thiét dé néng) c6 thé gay kho chiu dung cho bénh nhan méc cac hodic mong mudn d6i véi (<60°F)
= mang lai hiéu qua va giam thiéu bénh vé da (vi du: bénh viy mot s0 bénh nhén; kich tmg
8 cac tac dung phu nén, eczema, viém da di trng) mili thuong la van dé
= = Nhai keo cao su co thé khong dugc = Khéng dugc khuyén céo sir

chip nhén hodc mong muon dbi
v&i mot s6 bénh nhan

dung cho bénh nhan bi roi
loan miii man tinh hodc
bénh dudng ho hip phan
ung nghiém trong

! Tiép thi bdi GlaxoSmithKline.
2 Tiép thi bsi Pfizer.

3 Huérng dan Thuc hanh Lam sang Hoa Ky néu rd nhimg nguoi hat thudc dang mang thai nén dugc khuyén khich bo thudc 14 ma khong can ding thube dua trén bing chimg khong day du vé tac dung va cac quan

ngai trén 1y thuyet vé& d6 an toan.

Nguoi hut thude 1a dang mang thai nén duoc cung cip céc can thiép tw van hanh vi vuot qua 161 khuyén téi thidu dé bo thube.

Vi’ét tét: NRT, lidu phap thay thé nicotine; OTC, khong ké toa (san phim khong cén ké toa); Rx, san phim ké theo toa.
Dé biét thong tin ké don day di, vui long tham khéo huéng din dinh kém trong bao bi clia nha sén xuit.
Ban quyén © 1999-2015 Hoi dong quan tri Pai hoc California. Bao luu moi quyén. Cap nhét 26 Thang 1, 2015.

Can cir: Cac muc 4005, 4052 (a) (10) va 4052.9, B9 luat Kinh doanh va Nghé nghiép. Tham khao: Cac muc 4052 (a) (10) va §4052.9, Bo luat Kinh doanh va Nghé nghiép.
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