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|. PINH NGHIA CAC THUAT NGU LIEN QUAN PEN CANH GIAC DUQC
1. Phan tng c6 hai ciia thudc (Adverse Drug Reaction - ADR)

Chuong trinh giam sat thudc cua to chuc y té thé gi6i dua ra mot dinh nghia vé
phan Umg c6 hai cua thuéc nhu sau (WHO, 1972):

“ Phdn tng c6 hai cia thubc la phan ieng dpc hai, khong dwoc dinh trudc,
xudt hién ¢ liéu thuong ding cho nguwoi dé phong bénh, chin dodn hay chita bénh
hodic nham thay déi mét chive nang sinh ly. Dinh nghia nay khong bao gom cdc
trwong hop thit bai tri liéu, qud liéu, lam dung thuéc, khong tudn thii va sai sét
trong tri liéu ”

Phéan tmg c6 hai cta thude c¢6 thé du doan duoc (nghia 1 c6 thé kiém soat, co
thé tranh duoc hodc khong) hodc khong thé dy doan duogc; né co thé xay ra thuong
xuyén hodc khong thuong xuyén d6i voi mot thude hay nhiéu thudc ma hau qua cia no
c6 thé nghiém trong hodc khong nghiém trong.Viéc phat hién nhanh nhiig phan tng
¢6 hai phu thudc vao thoi gian xir tri va cong tac to chic hé théng Canh giac Duoc.

2. Bién cd bat loi (Adverse Event - AE)

AE 13 bat ky mot bién cd nao xay ra trong qua trinh sir dung thudc nhung khong nhat
thiét do phac do diéu tri bang thudc gay ra, dong nghia co the khong c6 moi lién hé
nhan qua giita thudc va bién cb. Nhu vay bién cd bat loi bao gom nhiing 4anh hudng do
thudc gay ra (ADR) va do cach dung thudc (giam licu, qué liéu, ngimg diéu tri ... )

3. Tac dung phu (TDP)

La tac dung khong dinh trudc cia mot ché pham thude xay ra & lidu thuong
dung & nguoi va lién quan dén dic tinh duoc 1y cta thude.Nhu da biét, tac dung khang
cholinergic cta cac thudc chdng tram cam ba vong co6 thé gay ra cac tac dung phu nhu
kho miéng, tdo bon, bi tiéu tién.Tuy nhién, tac dung phu khéng hoan toan c6 hai ma
trong mat ) truong hop céd thé ¢6 lgi va trd thanh tac dung diéu tri chinh.Gia st mot
bénh nhan bi trdim cam va hoi chimg rudt kich thich gy tiéu chay.Luc nay, viéc sir
dung thubc chéng trAim cam ba vong sé& c6 loi ich véi tac dung khang cholinergic cua
thudc ngoai tic dung chong traim cam.

I1. PHAN LOAI ADR
1. Phan loai theo mirc d§ ning

Mirc d6 ning dé lugng gia céac triéu chimg va c6 tinh chu quan, thay doi tuy dbi
tugng. Theo Tangrea et al (1991), ¢o6 3 loai:

- Nhe: Gay anh huong it, giam khi diéu tri triéu ching.



- Trung binh: Gay kho chiu, anh huéng dén sinh hoat, chi thuyén giam mdt phan
khi di€u tri triéu chung.

- Nang: Ngin céan sinh hoat, khong giam khi diéu tri triéu chimg.

Hoac mot cach phan loai khac theo ECDEU (The Early Clinical Drug
Evaluation Program):

- Nhe: Triéu ching xdy ra khong lam thay d6i chtrc ning sdng binh thudng cia
bénh nhan.

- Trung binh:Triéu chimg anh huong dén chirc ning sdng nhung khong nguy

hiém.

- Nang: Triéu ching gay nguy hiém dén tinh mang, lam anh huong nghiém
trong chtc nang song hoic lam mat hét ning luc. (Assenzo and Sho, 1982).

Nhin chung, cach phan loai theo mirc d¢ nang thuong dua vao kha nang can
phai co su thay d6i trong dung thudc va mirc 46 ADR can phai xtr tri.

Bdng 1. Phdn loai ADR theo mirc dj
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Bién cb bt loi nghiém trong cua thudc [serious adverse event - SAE]: 1a cac
bién c6 c6 hai dan dén mot trong nhitng hau qua

- Tt vong.
- bBe doa tinh mang.
- Phai nhap vién hodc kéo dai thoi gian ndm vién.

- Dé lai di ching nang né hodc vinh vién.



- Gay di tat bAm sinh & thai nhi.
- Cac hauqua tuong ty khac.
2. Phan loai theo thoi gian khéi phat

Thoi gian khoi phat dugc tinh tir khi dung thude lan cudi cho dén khi xuat hién
tri¢u chig dau tién (Hoigne et al, 1990)

- Cép: 0-60 phut (chiém 4,3%).
- Ban cép: 1- 24 gid (86,5%).
- Muén: 1 ngay — nhiéu tuan (3,5%).

3. Phén loai theo tan suit xay ra ADR
Bang 2. Phdn loai theo tin suat xday ra ADR

RAt thuong gip >1/10

Thuong gap < 1/10 nhung > 1/100

it gap < 1/100 nhung > 1/1000
Hiém gip < 1/1000 nhung > 1/10 000
Rt hiém gip < 1/10 000

4. Phan loai ADR theo tac dung dugc ly (Rawlins & Thompson 1977)

Nam 1977, Rawlins va Thompson dé nghi cach phan loai ADR thanh loai A va
loai B, va sau d6 dé dé nhd hon, xép thanh loai A (Augmented — Quéa mitc) va loai B
(Bizarre — La thuong) (1981)

Loai A (augmented - Qua mirc)

Céc phan ung loai A bao gdm nhiing dap Gmg binh thuong va gia ting phan tng
khong mong muén véi thude, chiém khoang 75% cac phan tmg c6 hai. Vi du, digoxin
lam cham nhip tim phu thudc lidu, nhung tac dung nay trd thanh mot phan trng c6 hai
néu nhip tim qua cham.

Céc phan ung loai A bao gf)m dap tng dugc 1y tang thém qué muec tai vi tri tac
dung (nhu tac dung ha du’ong huyét qua mirc ctia sulfonylurea), tac dung dugc ly mong
mudn xay ra tai mot vi tri tac dong khic (nhu dau dau do gidn mach ndo khi ding
nitroglycerin), va tac dung dugc 1y thi phat (nhu tac dung ha huyét ap tu thé dimg do
phenothiazin).

Cac phan ung nay thuong phu thudc lidu, du doan duoc va thuong phat hién
dugc trude khi thude ra thi trudng. Tuy nhién, c6 mot sé tac dung xdy ra mudn nhu téc
dung gay ung thu hodc tac dung c6 hai trén hé sinh san. Vi du ung thu am dao & con
gai c6 me dung diethylstilbestrol (DES) trong thai ky.



Loai B (bizzare - La thuong)

Cac phan tng loai B khong lién quan dén tac dung duogc 1y da biét ca thudc,
thuong do co ché mién dich hodc di truyén. Phan tmg loai B thuong khong lién quan
dén liéu, co thé xay ra ¢ lidu rat thap. Mic du hiém, nhung khi xay ra thuong dot ngot,
gdy bénh nang hodc tur vong. Vi du, phan Gmg mién dich nhu shock phan vé voi
penicilin, thiéu méau bét san v6i cloramphenicol hay ting than nhiét ac tinh véi thudc
gay mé.Véi tinh chat nhu vay, cic phan tng loai B thuong din dén viéc thude bi rat
khoi thi truong.

Bing 3. Diém khdc biét chinh giita phén irng logi A va logi B

Tiéu chuén so sianh A B

Tac dung duogc 1y c6 thé du doan duoc Cé Khong
Phuy thudc liéu str dung Co Khdng
Ty suit bénh Cao Thap

Ty 1€ tr vong Thap Cao
Diéu tri Piéu chinh liéu Ngtng thudce

Mic du cach phan loai nhu trén don gian, mot sé phan tmg c6 hai khong thé xép
vao mdt trong hai loai vira néu. Cac phan loai khac sau d6 duoc dé nghi thém, gém
loai C (chronic - man tinh), la phan Gmg chi xay ra sau mét thoi gian diéu tri lau dai,
lién quan dén liéu lugng va thoi gian va loai D (delayed — cham), la phan tng Xudt
hién sau khi d& ngimg diéu trj trong mot thoi gian. Loai cudi la loai E (end of use —
ngimg st dung), lién quan dén viéc ngimg thubc dot ngodt (Aronson 1992). Mic du
cach phan loai nidy mé rong hon, nhung lai phu thudc vao cic dic diém vé co ché va
thoi gian. Trong mdt s6 tai liéu khac, nguoi ta thém vao loai F (Failure of efficacy) —
Mat hiéu luc. Pay 1a phan Gmg xay ra do hiéu luc cta thude, hodc ¢ thé do thude gia
hodc thudc kém chat luong. Vi du nhu: su dé khang khang sinh; thude diéu tri ha ap
khong kiém soat dugc huyét ap... Cac phan loai ndy dugc dé cap trong bang 4.

Bing 4. Phan logi theo tinh chit dwgc Iy mé rjng
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- C6 thé du doén duogc tiém insulin . £
A A . , A tam ngung thuoc
- Lién quan tac dung dugc ly |- Nhip cham do N 2
(Augmented) A 1A 1 x - Can nhac tac
- Phu thudc liéu dung thudc chen . £
. < ' dung cua céc thudc
. - Thuong gap badrenergic . .
Gia ting X o R | dung kém, tuong
- Hiém khi gay tir vong - Chay mau do thuoc | , z
, A tac thuoc
khéng dong




- Khong du doan duogc
- Khong lién quan tac dung

- Phan tng di Gng

B duogc ly o voi penicilin Not thud
(Bizarre) |- Khonglién quandénlidu |- Hoai tir té bao gan ‘gf‘?ghng?-‘ﬁi uoe
dung cap do halothan va tranhi su ll.lpg
La thwong |- Khong thuong gap - Suy tay do trong tuong lal
- Ty 1é mic bénh va tir vong | cloramphenicol
cao
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C(ontinuous) - Lién quan déntich luy lieu |0 ooy - Dé ngimg thudc

- Khong thuong gap

- ROi loan chirc nang

han co6 thé can thoi

Man tinh dai trang do dung|gian dai
thudc x6
- Thuong lién quan dén liéu|- Ung thu do tac
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F
(Failure of
therapy)
Thuéc mit
hiéu luc

- Thuonggap
- Lién quan dén liéu dung
- Co thé do tuong tac thuoc

Dung khéng du liéu
thuc tranh thai, dic
biét khi dung dong
thoi voi cac thude gay
cam  Ung  enzym
chuyén hoa thubc o
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- Tang lidu

- Can nhic tac
dung cta cac thude
diung dong thoi,
tuong tac thude

_ Hién nay, con thém mot loai thir 7 1a loai G (genetic/genomic) lién quan dén di
truyén (Aronson, 2002).




