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Théng tin thudc- Canh gidc duoc

MOT SO THONG TIN CANH GIAC DU'OC LIEN QUAN DEN SU’ DUNG
THUOC CHU'A TOPIRAMAT

1. MHRA: B3t dau danh gia an toan clia topiramat vé nguy co khuyét tat than kinh
bam sinh & tré em

MHRA vira bat dau mot danh gid an toan vé topiramat dua theo két qua cla mét
nghién ctru quan sat bdo cdo vé nguy co khuyét tat than kinh bam sinh tdng & tré c6 me s
dung topiramat trong thoi ky mang thai. S& dung topiramat trong thai ky lam tang nguy co
di tat bam sinh va dnh huwdng dén sy phat trién cta thai nhi. Vi vy, can phai tiép tuc tv van
cho nhitng bénh nhan sdp mang thai vé nhitng nguy co cla topiramat déi vdi thai nhi va su
can thiét cda céc bién phap tranh thai hiéu qua trong qua trinh sr dung thuéc.

Khuyén cado danh cho nhan viény té

- MHRA vira bat dau mot danh gia an toan dé danh giad loi ich va nguy co cua
topiramat, va can nhac viéc s dung cac bién phap khac cé can thiét hay khong dé gidm
nguy co khi st dung topiramat trong thai ky

- Banh gid an toan ma&i duwoc thuc hién khi mot nghién clru quan sat Ién da bao cdo
rang phoi nhiém véi topiramat trong thai ky cé lién quan dén viéc tang nguy co mac chirng
tu ky, khuyét tat tri tué va rdi loan phat trién than kinh

- Trong s6 céc loai thuéc chdng ddng kinh dugc xem xét dé sir dung trong thai ky,
lamotrigin va levetiracetam tiép tuc dwoc coi la an toan hon cho tré do khdng dan dén ting
nguy co dj tadt bAm sinh

- Phai tuan theo nhitng quy dinh nghiém ngat khi ké don valproat cho phu nit trong
dd tudi sinh san vi nhirng nguy co dang ké valproat gay ra trong thai ky

Khuyén cédo hién tai chia topiramat

- Khdng ké don topiramat trong thai ky dé du phong chirng dau nira dau

- Ddm bao tat cd bénh nhan trong d6 tudi sinh san déu biét sir dung bién phap tranh
thai hiéu qua cao trong sudt qua trinh diéu trj bang topiramat

- Tu van cho bénh nhan vé tdm quan trong cla viéc tranh thai trong khi s&t dung
topiramat vé nhirng van dé ndy sinh cling nhu nguy co gia tdng cac dj tdt bam sinh I&n va
han ché sy phat trién cla thai nhi khi phoi nhiém véi topiramat trwdc sinh

- Topiramat cé thé lam gidm hiéu qua cla cac bién phap tranh thai steroid, bao gbm
cac loai thudc tranh thai duong uéng, do dé nén xem xét cac phuwong phap st dung thuéc
thay thé hodc déng thoi



- D& du phong chirng dau nlra dau trong thai ky, bac si cé thé khéng sl dung
topiramat nhung nén xem xét cdc phwong phap diéu tri thay thé

- D3i v&i bénh ddng kinh, ngudi sir dung topiramat dang cé k& hoach mang thai hodc
dang mang thai nén ngay lap tirc gdp chuyén gia dé dwoc tw van dic biét vé cach diéu tri
chéng dong kinh

Khuyén cdo danh cho bénh nhan
- Khong ty y nglrng str dung topiramat trudc khi thao ludn véi bac st
- Topiramat cé thé gay hai cho su hinh thanh va phat trién cla thai nhi trong thai ky

- M6t nghién clru mdi cling da chi ra m&i quan hé cta topiramat véi viéc tang nguy co
mac chirng tw ky va khuyét tat tri tué (dnh hudng dén hoc tap va phat trién) & tré phoi
nhiém thudc trong thai ky.

- MHRA va céc chuyén gia dang xem viéc c6 can thay déi cach st dung topiramat trén
bénh nhan tai Vuong qudc Anh hay khéng — két qua s& duoc théng bdo ngay khi co két
luan

- Néu dang sr dung topiramat dé diéu tri dong kinh va cé k& hoach mang thai, hay
nhanh chdng trao d6i véi bac st chuyén khoa, vi cé nhirng loai thudc dong kinh khac khdng
lam tdng nguy co dj tdt bAm sinh trong thai ky

- Néu dang st dung topiramat dé diéu tri chirng dau nlra dau va cé k& hoach mang
thai, h3y trao déi vdi bac si vé cdc phuwong phdp diéu tri thay thé cé thé dugc str dung
trong thai ky cang s&m cang tét

- Nhitng ngudi cé thé mang thai nén thlr thai trudc khi bat dau diéu tri bang
topiramat va st dung cac bién phap tranh thai hiéu qua khi s&r dung topiramat

- Topiramat cé thé lam gidm hiéu qua cla bién phap tranh thai bang ndi tiét t& trong
viéc ngdn chan mang thai ngoai y muén - hay trao d6i vdi bac si vé bién phap tranh thai t6t
nhat khi dang dung topiramat

Topiramat va nhirng tac hai da biét khi sir dung trong thai ky

Topiramat dwgc st dung:

- dé diéu trj chirtng dau nlra dau & nguoi I&n sau khi xem xét céc lwa chon diéu tri thay
thé c6 thé

- don trj liéu dé diéu trj co giat & ngudi I&n va tré em trén 6 tudi

- phéi hop véi cac loai thudc khac dé diéu tri co gidt & ngudi I&n va tré em tir 2 tubi
trd 1én

Thuéc cé san dudi dang vién nén, hon dich udng hodc vién nang cé thé duoc
nudt/tron véi thirc 3n mém.

Theo mét danh gia toan dién cla Uy ban Thudc st dung cho ngudi (CHM) vé tinh an
toan cta thuéc chéng dong kinh trong thai ky, bao gbm ca topiramat, vao thang 1 nam

4



2021, ching tdi da cip nhéat cdc khuyén cdo an toan mdi trong Cap nhat an toan thudc tai
phan khuyén cdo danh cho bénh nhan va Bdo cdo danh gid céng khai.

Ddanh giad cho thay phoi nhiém topiramat trong thai ky c6 lién quan dén ting nguy co
di t4t bam sinh (khoang 4 - 5 trudng hop trén 100 tré so sinh, so véi 2 - 3 trén dan sd
chung). Topiramat cling dwgc chirng minh la cé lién quan dén viéc tang nguy co tré sinh ra
nhe can va sinh non (han ché sy phat trién cua thai nhi).

Trong danh gid ndm 2021, moét sé dit liéu da cho thay viéc st dung topiramat trong
thai ky cé thé 1am tdng nguy co réi loan ty ky va phat trién kém & tré. Tuy nhién, s6 luvong
trong cac nghién ctu hién cé con han ché va can thém dir lieu dé dwa ra két luan chiac
chan.

Cac bac si 1am sang can tiép tuc tham khdo nhiéu thdng tin hon khi xem xét ké don
thuéc déng kinh cho bénh nhan nit, dac biét |a lamotrigin (Lamictal) va levetiracetam
(Keppra) khéng lam tdng nguy co dj tat bam sinh.

Panh gia an toan qudc gia méi vé topiramat

MHRA thuong xuyén xem xét cac dir liéu mai lién quan dén tinh an toan cua
topiramat, cling nhu ddi véi tat ca cac loai thudc.

Mot nghién ciru dugc cong bé gan day (Bjgrk va cong sw) cho thay phoi nhiém véi
topiramat trong thai ky cé lién quan dén tdng nguy co mac chirng tw ky va khuyét tat tri
tué. Uy ban thudc s dung cho ngudi (CHM) xem xét két qua cla nghién clru méi nay va
nhan thay cé bang chirng manh mé& dé hoé trg mai lién hé gilra viéc ti€p xuc vdi topiramat
truwdce khi sinh va tdng nguy co mac chirng tw ky, khuyét tat tri tué va réi loan phat trién
than kinh.

Hién tai, MHRA d3 bat dau danh gia an toan dé danh gid nhitng phat hién nay, cung
v@i nhirng dit liéu d3 cd lién quan dén lgi ich va rdi ro cla viéc st dung topiramat, ddc biét
tap trung vao phu nit trong do tudi sinh san va thai ky. Bai danh gia cling chi ra sy can thiét
cla cac bién phdp gidam thiéu rdi ro, giam cac tac hai tiém an lién quan dén viéc st dung
trong topiramat trong thai ky.

Trong quad trinh danh gid, MHRA canh bdo cho cdc nhéan vién y té vé nhirng phat hién
clia nghién ctru méi nay va nhac nh& vé nhitng rudi ro va bién phap phong nglra quan trong
can thyc hién khi ké don hodc cap phat thudc cho phu nit & d6 tudi sinh né.

Chi tiét vé nhirng phat hién cha nghién ciru méi

Nghién clru cta Bjgrk va cdng s 18 mdt nghién cru 1&n, st¢ dung nguén dir liéu tir 5
quéc gia Bac Au (Pan Mach, Phan Lan, Iceland, Na Uy va Thuy Dién). K&t qua nghién cru
cho thay tré em c6 me s dung topiramat hodc valproat trong thai ky cé nguy co cao mac
chirng tu ky, khuyét tat tri tué va réi loan phat trién than kinh. (xem thém thong tin vé
valproat & phan dudi)

D{ liéu tir khoang 4,5 triéu cdp me - con da dugc danh gid bao gdm 24.825 tré (chiém
0,6%) d3 phoi nhiém véi thudc chdng dong kinh trong thai ky. Trong s6 nay, 16.170 tré
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dwoc sinh ra c6 me mac chirng dong kinh. Nhitng dit lieu nay duoc phan tich dé wéc tinh
nguy co mac chirng tu ky va khuyét tat tri tué sau khi phoi nhiém d6i véi 10 thudc chéng
doéng kinh don tri liéu phé bién va 5 thudc sir dung phdi hop (sir dung 2 thuéc dong thoi).

Ty |& mac bénh tich Ity 8 ndm cla chirng tw ky va khuyét tat tri tué & nhitrng tré duoc
sinh ra b&i ngudi me khéng st dung topiramat [an lwot 1a 1,5% va 0,8%, con & nguwdi me st
dung topiramat twong &ng 1a 4,3% va 3,1%. Ty s6 nguy co duogc hiéu chinh déi véi chirng
tu ky va khuyét tat tri tué la 2,8 (95% Cl 1,4-5,7) va 3,5 (95% Cl, 1,4-8,6).

C4c phan tich d6 nhay duogc thuc hién cho k&t qua uwdctinh nguy co réi loan phat trién
ndo bod tang gap hon 2 lan, cd y nghia thdng ké. DIt liéu cling cho thay tdc dung phu thudc
vao liéu dung cla topiramat.

Topiramat va cac bién phap phong tranh thai

Truwdce khi s&r dung topiramat, phu nit trong dd tudi sinh san can thir thai va duoc
théng bdo day du vé nguy co khi str dung thudc trong thoi ky mang thai.

Daoi vdi bénh ddng kinh, xem xét cac lwa chon diéu tri thay thé cho phu nit trong d6
tudi sinh nd. Néu st dung topiramat, khuyén khich thuc hién cac bién phdp trdnh thai hiéu
qua cao, bénh nhan duoc trao déi vé nhitng nguy co khi str dung thudc va chirng déng kinh
khéng kiém soat dwogc trong thai ky.

Dé dy phong chirng dau nlra dau, chdng chi dinh st dung topiramat trong thai ky va
phu nit trong dd tudi sinh n& khdng sir dung bién phdp tranh thai hiéu qua cao. Do d4,
topiramat khéng duoc st dung dé dy phong chirng dau nlra dau & bénh nhan dang mang
thai.

Twong tac véi thudc tranh thai

Topiramat cé thé lam gidm hiéu qua cla cdc bién phap tranh thai steroid, bao gbm
thuéc trdnh thai dwong udng. Nén xem xét cic bién phap tranh thai thay thé hodc tam
thoi.

Khi sir dung bat ky loai thudc nado cé nguy co gay qudi thai, phai tu van bién phap
tranh thai hiéu qua nhat, sau khi cdn nhac tinh trang bénh nhan.

Valproat - cdc han ché nghiém ngit

Valproat (Epilim) c6 kha ndng gy quai thai cao, bang chitng cho thay ty I& di tat bam
sinh 13 10% & tré cé me dung valproat khi mang thai, trong dé ty 18 tré khuyét tat phat trién
than kinh khoang 30%-40%. Dt liéu hién cé cho thdy nhitrng rdi ro nay phu thudc liéu dung,
tuy nhién valproat khéng cé liéu an toan dung trong thai ky.

Theo danh gia cta chuyén gia, valproat khéng nén str dung cho bé gai va phu nit trong
dd tudi sinh nd, trir khi cdc phuong phap diéu tri khdc khong hiéu qud hodc khdng dung
nap. Chdng chi dinh valproat & phu nit trong dd tudi sinh n& trir khi cé bién phap tranh thai
hiéu qua cao.



C4c nhan vién y té& phai ti€p tuc theo ddi tat ca cdc bénh nhan nir trong dd tudi sinh
nd, ké ca khi valproat dwoc str dung ngoai chi dinh dwoc cap phép. Cac béac st nén thao luan
vé cdc rui ro va xem xét viéc diéu tri tuy theo tinh trang bénh nhan. Nén chuyén sang
phuong phép diéu tri thay thé thich hgp trudc khi nglrng sir dung bién phap tranh thai.

Danh gid an toan toan dién cla thubc chéng déng kinh trong thai ky vao nam 2021
cho thay lamotrigin (Lamictal) va levetiracetam (Keppra) khdng lam tang nguy co dj tat bam
sinh so v&i cac thudc khac.

MHRA tiép tuc gidm sat chat ché viéc sir dung valproatd bénh nhan nit tai Anh va
dang xem xét tinh hiéu qua cla cac bién phap ho tro viéc sir dung an toan.

Ngudn: Topiramate (Topamax): start of safety review triggered by a study reporting an increased risk of

neurodevelopmental disabilities in children with prenatal exposure - GOV.UK (www.gov.uk)

Diém tin: CTV. Nguyén L& Phuong Nga, CTV. Vii Thi Thu Thiy, CTV. Nguyén Ha Nhi

Phu trach: ThS.DS. Nguy&n Thj Tuyén

2. EMA va B Y té Canada: Khuyén cdo vé sir dung topiramat & phu nir cé thai
* Co’ quan quan ly Duo'c pham chau Au (EMA)

Ngay 01/09/2023, Uy ban Panh gid Nguy co Canh giac Dugc (PRAC) ciia EMA d3 dua
ra khuyén cdo vé viéc ap dung cac bién phap mdi nham tranh viéc sir dung topiramat & phu
nir cé thai, do thudc nay cé thé |lam tidng nguy co réi loan phat trién than kinh sau khi tré
phoi nhiém véi thudc tir trong bung me. Trwdc d6, topiramat d3 dwoc chirng minh gay ra
nhitng di tdt bdm sinh nghiém trong khi st dung cho phu nit trong thdi ky mang thai.

Khuyén céo trén dwoc dua ra sau khi PRAC ra soat toan bd bang chirng y van hién cé,
trong d6 cé ba nghién clru quan sat mdi dwoc cdng bd gan day. Hai trong ba nghién clru
nay cung si dung phan I&n mot bo dit liéu, d3 cho thay tré sinh ra tir me mac dong kinh va
cé st dung topiramat trong thoi ky mang thai cé nguy co mac céc rdi loan than kinh cao
gap 2-3 Ian, dac biét 13 rdi loan phd tu ky, thiéu ndng tri tué hodc rdi loan tang ddng giam
chd y so véi tré sinh ra tir me khéng st dung thuéc chéng déng kinh trong thai ky. Con
nghién cru thi ba khéng cho thay sy tang nguy co xuat hién cac bién cé trén & tré sinh ra
tlr me cé st dung topiramat trong thai ky so vdi tré sinh ra tir me khéng st dung thudc
chéng dong kinh. Tlr cdc két qua ra sodt y van, PRAC d3 xac nhan c6 sy gia tdng nguy co di
tat bAm sinh va suy gidm phat trién & tré trong bung me khi ngudi me st dung topiramat
trong thai ky. Di tat bAm sinh xay ra vdi tn suit 4 - 9 tré/100 tré duoc sinh ra tir me cd s
dung topiramat trong thai ky, so v&i chi 1 - 3 tré/100 tré dwgc sinh ra tir me khong st dung
thuéc nay. Hon nita, khoang 18 tré/100 tré nhé hon va c6 can ning nhe hon wdc doan vao
ldc sinh khi me sir dung topiramat trong thai ky, so véi chi 5 tré/100 tré sinh ra tlr me
khong mac dong kinh va khong st dung thudc chéng dong kinh.

Tl cac bang chirng vé nguy co trén, PRAC khuyén cdo véi bénh nhan dang st dung
topiramat dé diéu tri dong kinh, trdnh st dung thuéc trong thoi ky mang thai ngoai trir
trudng hop khéng cé thude khac thay thé. PRAC ciling khuyén cdo ting cudng cac bién
phdp nham tranh cho tré phoi nhiém vd&i topiramat tir trong bung me. Theo do, tat ca bénh
nhan nit cé kha nang mang thai déu duoc cdnh bdo vé nguy co cia topiramat khi s&t dung
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trong thai ky va cac bién phap tranh thai can tuan thi dé tranh mang thai trong thoi gian
str dung thudc.

Théng tin cho cdn bé y té:

- Nguy co dj tdt bam sinh va suy gidm phat trién & tré trong bung me cé s dung
topiramat d3 dugc chirng minh. M6t s& bang chirng y vin gan day cho thay sy gia ting
nguy co réi loan phat trién than kinh trén tré cé me sir dung topiramat trong thai ky.

- Trong diéu tri déng kinh, chéng chi dinh topiramat cho phu nit cé thai trir trwong
hop khong cé thudc khac thay thé, va déi véi phu nit cé kha ndng mang thai mac bénh
dong kinh khéng s dung bién phap tranh thai cé hiéu qua cao.

- Topiramat chi duwoc ké don cho phu nit cé khd ndng mang thai khi dap &rng day du
diéu kién tranh thai duédi day:

+ Thr thai trwdc khi bat dau diéu tri
+ Duoc cdnh bdo vé nguy co khi sir dung topiramat va sy can thiét s&r dung bién phap
tranh thai cé hiéu qua cao trong qua trinh diéu tri

+ C6 danh gid qua trinh sir dung topiramat t6i thi€u hang ndm thdng qua phi€u nhan
thirc nguy co. Phiéu nay can dugc lam trwdc khi bat dau diéu tri, trong danh gid hang ndm
va khi bénh nhan du dinh mang thai hodc d3 mang thai. Bénh nhan can dam bao d3 ndm
duoc théng tin v& nguy co va bién phap phong tranh khi s&r dung topiramat.

- Can can nhac cac thudc khac thay thé va danh gia lai nhu cau sir dung topiramat toi
thi€u hang nam.

Théng tin san phdm cla cac thudc chira topiramat s& duwoc cap nhat dé nhan manh
nguy co trén va cac bién phap can thyc hién.

* BO Y té Canada

Ban tin InfoWatch thang 8/2023 clia BO Y té Canada ciing dé cap dén viéc thong tin
san pham cla thudc chira topiramat & nudc nay dang dugc cdp nhat cac ndi dung chdng
chi dinh, canh bdo va than trong do nguy co réi loan phat trién than kinh.

Dt liéu tlr hé thdng dang ky théng tin ca bénh d3 cho thay cé sy gia tdng nguy co roi
loan phat trién than kinh (vi du: rdi loan phd ty ky, thiéu nang tri tué) & tré so sinh co phoi
nhiém véi topiramat tir trong bao thai. Trwdc d6, cac nguy co dj tat bam sinh (vi du: st
moi va/hodc hd ham éch) cha topiramat cling da duwgc chirng minh.

BO Y t€ Canada khuyén cdo, truwdc khi bat dau ké don topiramat cho cac bénh nhan
ntt ¢ kha nang mang thai, can ti€n hanh thir thai va dé nghi bénh nhan s dung céc bién
phdp tranh thai cé hiéu qua cao. B&nh nhan nén duoc nhac nhé day dd vé nguy co lién
quan dén viéc sir dung topiramat trong thai ky. Phu ni* c6 ké hoach mang thai nén kham
tién san dé danh gia nguy co dong kinh va can nhac cac thudc khac thay thé. Trong truong
hop dang st dung thudc & ba thang dau thai ky, can theo dai thai ky cin than.



Ngudn: PRAC recommends new measures to avoid topiramate exposure in pregnancy | European Medicines Agency
(europa.eu)

Health Product InfoWatch: August 2023 - Canada.ca

Diém tin: DS. Nguy&n Ha Nhi

Hiéu dinh va Phu trach: ThS.DS. Nguyén Mai Hoa

3. EMA: Pang tiép tuc danh gia nguy co’ cta topiramat trén phu nir cé thai hodc cé
ké& hoach mang thai

Uy ban Panh gia Nguy co Canh giac Duoc (PRAC) thudc Co quan Quan Iy Dugc pham
Chau Au (EMA) bat dau danh gid nguy co roi loan phat trién than kinh & tré cé me st dung
topiramat trong thai ki. Topiramat la thudc dwoc sir dung diéu tri ddng kinh, du phong dau
ntra dau & ngudi lon.

S dung topiramat trong thai ky lam tang nguy co di tdt bam sinh & thai nhi. Phu ni¥
mac dong kinh dang diéu tri bang topiramat dwoc khuyén cdo trdnh mang thai va tham
khao y kién bac si néu cé ké hoach mang thai. Chdng chi dinh si dung topiramat trong du
phong dau nlra dau hodc gidm can cho phu nit cé thai va phu nit trong dé tudi sinh san
khong st dung bién phap tranh thai hiéu qua cao.

Mot nghién clru duwoc cong bé gan day cla Bjgrk va cong su cdnh bdo tré phoi nhiém
vdi topiramat trong thai ky cé kha nang tdng nguy co rdi loan phat trién than kinh, d3c biét
la chirng tu ky va thiéu ndng tri tué. Nghién clu dya trén dit liéu thu thap duogc tir mot so
Co quan Quan ly Duvoc pham & khu vue Bac Au (Pan Mach, Phan Lan, Iceland, Na Uy va
Thuy Dién) véi hon 24.000 tré em phoi nhiém véi it nhat mot loai thudc chdng déng kinh
trong thai ky. Trong d6, c6 471 tré chi phoi nhiém véi topiramat, bao gdm 246 tré duwoc
sinh ra tr me mac dong kinh.

PRAC d3 bat dau danh gid tin hiéu an toan thudc trén tir thang 7/2022 va sé tién hanh
danh gid sdu hon vé lgi ich va nguy co cla topiramat trén phu nit c¢é thai hodc trong dé tudi
sinh san. PRAC dac biét can nhac dén cac bién phdp nham gidm thiéu nguy co khi st dung
thudc trén nhédm bénh nhan nay.

Trong qud trinh danh gid, topiramat duoc khuyén cdo tiép tuc st dung theo cac thdong
tin san pham d3 duoc cap phép. B&nh nhan can trao ddi véi bac st hodc dugc st khi cé thac
mac lién quan dén sl dung topiramat, khong duoc ty v ngirng thudc khi chuwa trao déi véi
bac sT.

Ngudn: https://www.ema.europa.eu/en/medicines/human/referrals/topiramate
DPiém tin: SV. Tran Thi Thuy Linh
Hiéu dinh: DS. Nguy&n Ha Nhi; Phu trach: ThS.DS. Nguyén Mai Hoa

4. Medsafe: Han ché sir dung topiramate trong thai ky vi ly do an toan

Topiramate la thudc dwoc si dung diéu tri ddng kinh & ngudi [&n va tré em tir 2 tudi
tr& 1én. Thudc cling duwgc chi dinh ngan nglra chirng dau nlra dau & ngudi 16n.

Thudc c¢6 kha nang 1am tdng nguy co rdi loan phat trién than kinh va gy di tat bam
sinh & thai nhi khi ba me sir dung thuéc trong thai ky. Gia tdng nguy co rdi loan phat trién


https://www.ema.europa.eu/en/news/prac-recommends-new-measures-avoid-topiramate-exposure-pregnancy
https://www.ema.europa.eu/en/news/prac-recommends-new-measures-avoid-topiramate-exposure-pregnancy
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/august-2023.html#a3-2-2

than kinh bao gbm réi loan phé ty ky va thiéu nidng tri tué da dwoc xac dinh trong mot
nghién clru quan sat I&n.

Khuyén cdo danh cho ngu®i bénh va nguwdi cham séc

- Khéng ty y ngung thuéc néu khdng cé chi dinh cla bac st

- Topiramate cé thé gay hai dén qué trinh phat trién cta thai nhi trong thai ky

- Bénh nhan nit trong dé tudi sinh san nén s dung bién phép tranh thai hiéu qua khi
st dungtopiramate.

- Théng bdo véi bac st néu ban dang mang thai hodc cé k& hoach cé thai trong khi
dang s dung topiramate

Khuyén cio danh cho nhan viény té

- Chi sr dung topiramate dé diéu tri ddng kinh cho phu nit cé thai néu can nhac lgi ich
trong diéu tri I&n hon nguy co cé thé xay ra cho me va thai nhi.

- Pé cap nhirng phu nit bi ddng kinh diéu tri bang topiramate ma dang cé thai hodc cé
k& hoach mang thai cho cac chuyén gia tw van.

- Chéng chi dinh topiramate trong du phong dau nira dau & phu nit cé thai

- Topiramate cé thé gy hai cho thai nhi khi s&r dung cho phu nir cé thai

- Tré c6 thé bi di tdt bam sinh va rdi loan phat trién than kinh néu ti€p xic vdi
topiramate trong thai ky

- Can kiém tra tinh trang mang thai cia bénh nhan trudc khi bat dau diéu tri. Phu nit
trong do tudi sinh san nén s dung phwong phdp tranh thai hiéu qud nhat trong sudt qua
trinh diéu tri bénh. Va thong bdo cho bénh nhan nhirng nguy co gay hai cho thai nhi néu ho
mang thai

- T& théng tin san pham clda Topamax ¢ chira théng tin an toan maéi vé nguy co sl
dung Topiramate & phu nit cé thai

Thong tin thém

T théng tin san pham clda Topiramate d3 cé théng tin vé nguy co di tat bAm sinh.
Nguy co rdi loan phat trién than kinh duoc ghi nhan trong mét nghién cu quan sat dua
trén dit lieu vé phu nit ¢ thai cia 5 co quan quan Iy & Bac Au (Pan Mach, Phan Lan,
Iceland, Na Uy va Thuy Dién). Cac co quan nay da thu thap thong tin tir hon 24.000 tré d3
phoi nhiém vdi it nhat véi mot thudc chdng dong kinh truwdc khi sinh. Trong s6 d6 cé 471
tré chi phoi nhiém véi topiramate.

Cdc tac gid bdo cdo nguy co rdi loan phé ty ky tdng gap 2,77 Ian va nguy co thiéu ndng
tri tué tang gap 3,47 lan & tré c6 me bi dong kinh sir dungtopiramate trong thai ky so vdi
tré cé me bj déng kinh khéng str dungphuong phap diéu tri chdng déng kinh nao trong thai
ky.
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Canh bdo cla Medsafe dé cap nhitng phat hién cda nghién ciru nay. Nhan vién y té
nén can nhac giita loi ich va nguy co khi ké don hodc cap phattopiramate cho phu ni trong
dd tudi mang thai.

Ngudn: https://www.medsafe.govt.nz/safety/Alerts/Topiramate_use_in_pregnancy.asp
Diém tin: CTV. Déng Thuy Tién, CTV. Nguy&n Phuong Thao
Phu trach: ThS.DS. Nguy&n Thij Tuyén

5. ANSM: stra d&i diéu kién ké don va cap phat thudc chira topiramat

ANSM dua ra truyén théng an toan thudc ndy nham han ché rui ro lién quan dén phoi
nhiém topiramat trong thai ky, cac diéu kién ké don va cap phat thudc nay cho tré em gai,
thanh thi€u nién, phu nit trong do tudi sinh san va phu nit cé thai d3 duoc stra ddi, cu thé
nhuv sau:

- Don thudc hdang ndm ban dau phai duoc chi dinh bdi bac s chuyén khoa than kinh
hoac nhi khoa.

- C6 thé duoc gia han bdi bat ky bac st nao trong thoi gian chd doi gitra 2 dot s dung
thudc.

- Phai c6 chit ky ciia b&nh nhan trong thda thuan diéu tri ké tir [an ké don dau tién va
sau dé dinh ky moi ndm mot lan.

- Cap phat thudc sau khi xuat trinh thda thuan diéu tri duoc ky bdi bénh nhan va bac
si than kinh/ bac si nhi khoa.

Cac slra d6i nay cé hiéu lyc tir ngay 02/11/2022 d&i véi trudng hop bat dau diéu tri
va tir ngay 02/05/2022 d&i véi tredng hop dang diéu tri bang topiramat.

Can chd y nhac nh& bénh nhan lién quan dén gip bac si chuyén khoa than kinh hoac
nhi khoa.

Ngay 31/05/2022, tap chi JAMA Neurol d3 cong bd két qua cla mot nghién ctru dich
té hoc duoc thyc hién trén d6i twong tré em phoi nhiém thudc chdng dong kinh trong thai
ky & Scandinavia. K&t qua nghién clru nay néu bat nguy co xuat hién cac réi loan phat trién
than kinh & tré em c6 me bi ddng kinh st dung topiramat don tri liéu khi mang thai, so v&i
tré em c6 me bj dong kinh khéng st dung thudc chéng déng kinh trong thai ky.

Phép ngoai suy két qua nghién ctru nay cé thé wdc tinh duoc déi véi ngudi Phap:
- Nguy co xuat hién cac rdi loan phé ty ky tir 2% dén 6%
- Nguy co xuat hién khuyét tat tri tué tlr 1% dén 8%

Ngoai ra, topiramat la thuéc c6 kha ndng gy cac di tat bAm sinh ndng cao gap 3 Ian,
bao gdbm biéu hién st mdi va héd vom miéng, 16 tiéu déng thap va tat dau nhd bam
sinh. Cac nghién ctu mé&i nhat cho thay nguy co mac cac dj tat nghiém trong |&én dén 8,2%.

Than trong khi diéu tri bang topiramat trong thoi ky mang thai va trén phu nit & d6
tudi sinh san khéng s&r dung bién phdp tranh thai hiéu qua:

- Chéng chi dinh trong dy phong chirng dau nira dau;
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- Chéng chi dinh trong bénh déng kinh trir tredng hop cap bach;
- Chéng chi dinh trong bat ky trudng hop nao ngoai gidy phép Iwu hanh;
Cd4c thong tin stra d6i dit ra nhirng yéu cau sau:

- Cac cong ty san xuat hop phdp topiramat phai cung cap cho bac si cdc mau don thda
thuan diéu tri.

- Bac si than kinh hodc bac si nhi khoa ké don topiramat phai ky vao don thoa thuén
diéu tri va déng thoi don nay cling phai dwoc bénh nhan (hodc nguodi dai dién hop phap
cta ho) ky dinh ky hang nam:

+ Tt ngay 2/11/2022 d6i véi bat ky tredng hop nao bat dau diéu tri bang topiramat.

+ T ngay 2/5/2023 d&i vai cac trwong hop dang diéu tri bang topiramat. Bac si ké
don cé trach nhiém phai thdong bao cho bénh nhan va ddm bao rang ho hiéu rd vé cac nguy
co dj tat bam sinh va nguy co tiém an vé rdi loan phat trién than kinh khi s dung cac thudc
chtra topiramat.

- T& ngay 2/11/2022 d8i véi viéc bat dau didu tri va ngay 2/5/2023 ddi véi cac trudong
hop dang diéu tri bang topiramat, duwgc st phai kiém tra cadc don thda thuan diéu tri hang
nam cla don thudc ban dau da duoc chi dinh bdi bac si nhi khoa hodc bac st than kinh
trudce khi cp phat thudc.

- Cac bac si phai thong bao dinh ky, c6 hé théngcho bénh nhan dwoc diéu tri bang
topiramat (hodc ngudi dai dién hop phdp cla ho), bat ké d6 tudi va chi dinh lién quan,
dong thdi dam bao rang ho hiéu rd vé cac nguy co dj tat va nguy co tiém &n vé rdi loan
phat trién than kinh d&i vai thai nhi khi s& dung thudc trong thai ky.

Bdo cdo ngay tat ca cidc phan (rng bat loi nghi ngd do thudc cho Trung tdm Canh gidc
Duoc cta khu vue.
Ngudn: Information de sécurité - Médicaments contenant du topiramate ( - ANSM (sante.fr)

Diém tin: CTV. Phung Ngoc Mai, CTV. Nguyén Ngoc Quynh Trang
Phu trach: ThS.DS. Nguy&n Thj Tuyén

12


https://ansm.sante.fr/informations-de-securite/medicaments-contenant-du-topiramate-epitomax-et-generiques-modification-des-conditions-de-prescription-et-de-delivrance

Théng tin thudc- Canh gidc duoc

SU’ DUNG LAMOTRIGIN TREN PHU NU' CHO CON BU

Lamotrigin 1a thuéc chdng déng kinh va diéu trj rdi loan luwdng cue dau tay cho phu nit
c6 thai. Tuy nhién, hién tai, cdc bang chirng vé viéc sir dung lamotrigin trén phu nit cho con
bu (PNCCB) cho thay thudc bai tiét qua sita me & cac néng do dao déng rat khac nhau gitra
cac ca thé va co thé dan dén viéc tré bu me gip phai cac tac dung khdng mong muén.

Thuéc dugc tim thay trong sita me (ty 1é néng dod thudc trong sira/huyét twong trung
binh 13 0,56) va v&i ndng d6 dang ké trén tré bu me (Liéu lvong twong ddi trén tré bu me -
Relative infant dose cao, wdc tinh tir 9,2 dén 18,3%, tir 10% tré Ién coi 13 c6 phoi nhiém
thuéc dang ké).

Trong mot nghién ctru tai bénh vién Dai hoc Montpellier, Phép, 5 tré phoi nhiém
lamotrigin trong thai ky va qua bu sira me da duwoc theo doi. Thoi gian cho con bu trong
khodng 3 tuan dén 4 thang, véi murc liéu lamotrigin tir 50 dén 400 mg/ngay, trong do cé 3
PNCCB str dung thuSc dé diéu trj dong kinh va 2 PNCCB diéu trj cac rdi loan tdm than khac.
Trung binh, tré dwoc 18y mau mdu 5,2 [an (tir 3 dén 7 [an) trong sau thang dau sau khi sinh
ra.

Ngoai trr 1 tré so sinh cé me st dung lamotrigin liéu 50 mg/ngay, cac tré con lai déu
6 it nhat 1 mau huyét tvong cé ndng d6 thudc tuong tng véi nong do didu tri & ngudi 1dn
(tir 1,2 dén 2,9 mg/l; trung binh = 2,2 mg/l). Néng d6 nay cao hon & thoi diém 1 thang sau
khi sinh va 2 tré cé it nhat mot mau huyét twong cé ndng d6 thudc twong rng ndng dd c
tac dung duoc ly & ngudi tredng thanh diéu tri bénh déng kinh (1an luot 1a 2,8 va 2,9 mg/l).

Nong dd thudc trong huyét twong gidam khi tré chuyén sang ché d6 &n dam két hop
hodc khi ngudi me gidm liéu thudc. Cé 3 tré so sinhcd dau hiéu tdng truong luc co tam thoi
hodc buén ngd. Mét tré so sinh khac cé triéu chirng gidm bach ciu trung tinh thodng qua
va tang transaminase (khong loai trir cac nguyén nhan khac).

Nghién ctru nay chirng thuc dir liéu vé lamotrigin trong Co s& dit liéu Canh gidc duoc
Qudbc gia Phap: ¢ 15 trwdang hop xuat hién tdc dung khéng mong muén d3 dugc bdo cdo &
tré bu me, véi 6/9 truong hop ¢ néng dod thudc trong huyét tuvong twong dwong néng dé
cé tac dung duoc ly. Do d6, phu nit s&r dung lamotrigin can than trong khi cho con bu.
Khuyén cdo can nhic liéu dung, theo d&i tinh trang 1am sang va ndng do thudc trong huyét
thanh & tré bu me. Ngoai ra, hdu qud lau dai & tré so sinh phoi nhiém thudc chéng dong
kinh & néng do diéu tri hién chua dwoc biét rd.
Ngudn: bip_nol 2024.pdf (chu-toulouse.fr)

Diém tin: SV. Phiing Ngoc Mai
Hiéu dinh: DS. Nguyén Ha Nhi; Phu trdch: ThS. Nguyén Thj Tuyén
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Diém tin

PHAN TiCH TINH HINH SU’ DUNG THUOC
TAI BENH VIEN TAM THAN TiNH QUANG NGAI NAM 2024
(Thoi gian: Tir 01/10/2023 dén 30/09/2024)

1. Phan tich tién mua thudc

- Tlr 01/10/2023 dén 30/09/2024, téng tién mua thudc 1a 3,475,332,000 d, chiém
89,8% tong tién mua thudc, hda chat, VTYT.

- Tir 01/10/2023 dén 30/09/2024, téng tién mua thudc |a 3,475,332,000 d, trong dé:
+ Tién thudc ngoai nhap 1a 1,770,319d chiém 50.9 %

+ Tién thudc san xuat trong nwéc 13 1,705,013 d chiém 49.1%

Ty I1é % tién mua thubc

» Thubc ngoai nhap = Thubc san xuét trong nwéc

2. Phan tich tién sir dung thudc
-Tw 01/10/2023 dén 30/09/2024, t6ng tién st dung thudc |1a 4,005,330,8724.
+ Tién thudc ngoai nhap 13 2,147,789,672d chiém 53.6 % tong tién thudc st dung,

+ Tién thudc san xuat trong nudc la 1,857,541,200 d chiém 46.4% tong tién thubc sk
dung.
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Ty lé % tién st dung thubc

= Thubc ngoai nhap = Thubc san xuét trong nwéc

3. Phan tich tién str dung cac nhém thudc
- Tlr 01/10/2023 dén 30/09/2024, c6 15 nhém thudc duoc st dung. Trong dé:
- 03 nhdm thubc 6 ty 1é tién st dung cao nhat:
+ Thudc chéng co giat, chdng dong kinh (44.12 %)
+ Thudc chéng réi loan tdm than (40.99 %),

+ Thubc chéng tram cam (11.78 %)

Ty & % tién st dung cac nhom thubc

3.11%

11.78%

= Thuéc chdng co giat, chéng déng kinh
= Thubc chéng rdi loan tam than
* Thuéc chdéng tram cam

Nhém thubc khac
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4. Phan tich ABC

- San pham hang A chiém 18.8% téng s6 san pham véi ty | tién st dung la 76%;
hang B chiém 16.7 % tong s6 san pham vadi ty 1& tién sir dung 13 18.2% va con lai 13 hang C
chi€ém 64.6% tong s sdn pham vdi ty 1é tién st dung 13 5.8%.

- Valproat natri 200 mg, Olanzapin 10mg, Risperidon 2mg |a 03 thuSc thudc Hang
A c6 tong tién sr dung thudc Idn nhat nam 2024, 2023, 2022.

- Trong nam 2024, 03 thuéc thudc Hang A ¢ téng tién sir dung thudc I&n nhat:
Valproat natri 200 mg (24.0%), Olanzapin 10mg (16.6%), Risperidon 2mg (7.8%).

- Trong diéu tri ngoai tru, 03 thudc thudc Hang A cé tong tién s dung thudc I&n
nhat: Valproat natri 200 mg (24.62%), Olanzapin 10mg (16.31%), Risperidon 2mg (7.98%).

- Trong di8u trj ndi trd, 03 thudc thudc Hang A cd tong tién sir dung thudc 1dn nhat:
Olanzapin 10mg (21.16%), Valproat natri 200 mg (15.69%), Vitamin B1 250mg (6.28%).

5. Phan tich VEN
- San phdm nhém V chiém 60.4% téng s6 sdn pham, vai ty 1é tién st dung 1 91.36%,
- San phdm nhém E chiém 37.5% téng s6 san pham, vdi ty 1é tién st dung 13 8.63%,

- San phadm nhém N chiém 2.1% téng s6 san pham, vai ty 1é tién sir dung 13 0.01%.

Phan tich VEN

91.36

100
80
60
40

20 0.01
0

san pham san pham san pham
nhom V nhom E nhom N

BTy lé % sblwong ®Tylé % tién s dung
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Diém tin

KHAO SAT SU' DUNG THUOC OLANZAPIN 10MG TRONG
PIEU TRI NGOAI TRU TAI BENH VIEN TAM THAN TiNH QUANG NGAI

I. D4t van deé

- Theo bdo cdo phan tich ABC/VEN ndm 2022, 2023 va 6 thang dau ndm 2024, thi
Olanzapin 10mg |a thuéc chi€m ty Ié tién st dung cao th 2 trong téng s6 thudc dwoc sl
dung.

- Trong 06 thang dau ndm 2024, thang 5/2024 cé s6 lwgng Olanzapin 10mg s dung
nhiéu nhat tai kho ngoai tri va nha thuéc (40,568 vién).

- Do d6, Khoa Dugc tién hanh kho sat sir dung thudc Olanzapin 10mg trong diéu tri
ngoai trd nham danh gia viéc st dung thudc an toan, hop ly, hiéu qua nham tim ra nhirng
han ché can khac phuc va dé xuat giai phap st dung thudc hiéu qua.

Il. N§i dung khao sat
1. Pdi twong khao sat
1.1. Béi twong khdo sat

DPon thubc ngoai tru cé st dung Olanzapin 10mg trong thdi gian tir ngay 01/5/2024
dén 31/5/2024 tai Bénh vién TAm than tinh Quang Ngai.

1.2 C& mau:

Chon tat ca cdc Pon thubc ngoai trd cd s dung Olanzapin 10mg dugc lwu triv trén
phan mém quan ly cla bénh vién tir ngay 01/5/2024 dén 31/5/2024.

Cac don thudc nay s& dugc danh gid theo cdac tiéu chi vé sir dung thudc an toan hop
ly trong viéc diéu tri tai bénh vién.

2. Phurong phap khao sat
- Panh gid bang bd tiéu chi danh gia cta Olanzapin:

- Panh gia bang bo tiéu chi danh gia cia Olanzapin:

Chi sé Tiéu chi Nguwdng
danh gia danh gia

Tam than phan liét
Bénh ludng cuc

Chidinh | pon tri liéu tdm than hung cam & ngudi Ién va tré em tir 12 - 270%
18 tudi.

Sa sut tri tué trong bénh Alzheimer
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Sa sut tri tué trong bénh mach mau
Sa sut tri tué trong cac bénh khac duoc xEp loai chd khac
Sang khéng do rugu va céc chat tdc dong tdm than khac

Céc réi loan tdm than khac do tén thuong va rdi loan chirc
nang ndo va bénh co thé

Céc rdi loan nhan céch va hanh vi do bénh ly ndo, ton thuong
ndo va réi loan chirc ndng ndo

R&i loan tAm than do ruou

R&i loan tdm than va hanh vi lién quan st dung can sa
R&i loan tdm than va hanh vi lién quan st dung cocain
R6i loan tdm than va hanh vi do st dung cac chat gay do giac
R6i loan tdm than va hanh vi do s dung nhiéu chat ma tay
Réi loan loai phéan liét

R6i loan phan liét cadm xudc

R&i loan hoang tudng dai dang

R&i loan loan than cip va nhat thoi

Giai doan hung cam

R&i loan cam xuc ludng cuc

Giai doan tram cam

RGi loan tram cam tdi dién

R&i loan lo du lan toa

R&i loan hon hop lo du va tram cdm

R6i loan phan ly

R&i loan co thé héa

M4t ngd khéng thuc tén

Cham phat trién tdm than

RGi loan phd tu ky

Réi loan tang déng giam chu y

R&i loan néi lap

Mot s6 chi dinh lién quan dén tac dung theo nhédm thuéc cla
Olanzapin.
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Liéu
lwong

Liéu t8&i da khuyén cdo: 20mg/ngay.
(Theo Dugc thw Quéc gia Viét Nam 2:

+ Lidu dung cho tré em: Tré em < 13 tudi: Chua xac dinh duoc

dd an toan va hiéu qua.

+ Liéu dung cho tré tir 13 - 17 tudi: Liéu tdi da 20 mg/ngay.

+ Liéu dung cho ngudi 1&n trén 18 tudi: Liéu tdi da 20
mg/ngay.)

> 90%

Tuwong
tac thudc

- Lam tang tac dung va ddc tinh cua olanzapin:
dan chat benzodiazepin

fluvoxamin

- Lam giam tac dung cua olanzapin:
phenobarbital

carbamazepin

phenytoin

omeprazol

- Lam tang tac dung va déc tinh cia mdt sé thudc khac:

thuéc chdng tang huyét dp

- Lam gidm tac dung va déc tinh ciia mét sé thudc khac: thudc

diéu tri Parkinson.

<30%

- Tiéu chuin danh gia:

S dung thuéc phu hgp vadi bénh canh |dm sang, & liéu lvong an toan va dap &ng
duoc yéu cau cd nhan, trong thoi gian thich hgp va chi phi it gdy tén kém nhat cho ngudi

bénh.

- S&r dung phan mém Microsoft Excel 2010 phéan tich dir liéu.

- Tra clru tuong tac thudc: Duoc thu Quéc gia Viét Nam 2.
3. Théi gian khao sat: tir ngay 01/5/2024 dén 31/5/2024.

Ill. Két qua khao sat

1. C& mau: 1242 don thudc

2. Mot s6 ddc diém cha bénh nhan trong mau nghién ciru:

2.1 Noi &:

Biéu d6 2.1. Phdn bé theo noi & cia bénh nhén trong méu nghién ciru
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Phan bé theo noi & cda bénh nhan trong mau
nghién ctu

0.80%

66.60%

® Thanh thi = Néngthén = Haidao

Nhan xét: B&nh nhan trong mau nghién clru & vung néng thdn chiém ty 1é cao nhat (66.6
%), ti€p dén la vung thanh thi (32.6%) va vung hai ddo chiém ty 1& thap nhat (0.8%).

2. Mot s6 dic diém cta bénh nhan trong mau nghién ciru:
2.2. Gi¢i tinh:

Biéu d6 2.2. Phén bé theo gidi tinh ciia mdu nghién ciu

Phéan bé theo gi&i tinh ciia mau nghién
clru

ENam =N =

Nhan xét: Ty & bénh nhan nam trong mau nghién ctru chiém 55.5 % cao hon 1.25 [an
so vdi ty 1é bénh nhan nit (44.5%).
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2.3. Tudi:

Bdng 2.3. Phén bé theo nhém tudi cia mdu nghién ciru

Nhém tudi S6 lvong (n) Ty 1& (%)
<13 08 0.6
13-17 16 1.3
218 1218 98.1
Téng cong 1242 100.0
Tu6i thdp nhat 7
Tubi cao nhat 94
Tubi trung binh 43.1

Nhan xét: Do tudi trung binh cta bénh nhan trong mau nghién cru 1a 43.1, vdi tudi
thap nhat [a 07 tudi va cao nhat |a 94 tudi. Nhém bénh nhan > 18 tudi chiém ty 1é cao nhat
(98.1); Nhém bénh nhan < 13 tudi chiém ty |& thap nhat (0.6 %).

3. K&t qua danh gia don thudc trong mau nghién ciru:
3.1 Chi dinh thuéc:

Trong téng s6 3468 don thudc duoc ké trong thang 5/2024 thi cé 1242 don thudc ké
Olanzapin 10mg (chiém ty & 35.8%). Trong d4, c6 1216 don thudc ( chiém ty 1é 97.9% tong
s& don thudc cé ké Olanzapin 10mg ) ké phu hop véi hwédng dan chan doan va diéu tri mot
s6 roi loan tdm than thuwong gap (Ban hanh kém theo Quyét dinh s6 2058/QP-BYT Ngay 14
thdng 05 ndm 2020 cla Bd truwdng Bo Y té), Duoc thu Qudc gia Viét Nam 2 (dat ngudng
dénh gia 70%), t& hudng dan st dung ( Zolafren 10mg, Olanxol 10mg, Ozanta 10mg).

C6 11 chan dodan trong 26 don thudc chua cé trong huwdng din chan dodn va diéu tri
mot s6 roi loan tdm than thuwong gap (Ban hanh kém theo Quyét dinh sé6 2058/QP-BYT
Ngay 14 thang 05 ndm 2020 cta Bd trudng Bé Y té); Duoc thu Qudc gia Viét Nam 2, cu thé
nhu sau:

STT | M3 ICD-10 Bénh Iy
1 F06.1 Réi loan cang truwong luc thye tén
2 F06.3 RGi loan khi sdc [cAm xuc] thuc tén
3 F43.1 Réi loan stress sau sang chan
4 F43.2 Cac rdi loan sy thich rng
5 F48.0 Bénh suy nhuoc than kinh
6 F48.9 R6i loan tdm cén, khong biét dinh
7 G40 Dong kinh
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8 G44.2 Dau dau do cing thang
9 F06.3 R&i loan khi sdc [cdm xUc] thye ton(Hung cam)
10 F06.0 Cdac o giac thyc tén
11 F42 RGi loan dm anh nghi thirc
3.2 Liéu lwong:
Liéu str dung/ngay S6 lwgt ké don (n) Ty lé (%)
< 20mg /ngay 1212 97.58
25mg /ngay 2 0.161
30mg /ngay 28 2.254
1242 100.00

Nhan xét: 97.58% don thubc khong vuot qud liéu téi da khuyén cdo 20mg/ngay (dat

nguwdong danh gia 90%).

3.3 Twong tac thudc xay ra khi phéi hop véi Olanzapin

3.3.1 Twong tac thudc chdng chi dinh trong thuc hanh 1am sang:

Khéng phat hién cdp twong tac thudc chéng chi dinh.

3.3.2 Twong tac thudc theo Dwoc thw Qudc gia Viét Nam 2:

Bédng 3.3. Twong tdc thudc xay ra khi phdi ho'p véi Olanzapin

Hau qua twong S6 cap .
. Cap twong tac Tylé%
tac thuoc twong tac
) Olanzapin - Dan chat
Tang tac dung/ doc tinh cla benzodiazepin 2 11
olanzapin
Olanzapin - Fluvoxamin 2 1.1
Olanzapin -Phenobarbital 15 8.0
Giam tac dung giam tac dung | Olanzapin -Carbamazepin 1 0.5
cua olanzapin Olanzapin - Phenytoin 13 7.0
Olanzapin - Omeprazol 1 0.5
Lam tdng tdc dung va ddc tinh | Olanzapin - Thudc chéng tidng 0 ]
clia mdt s6 thudc khac huyét ap
Lam gidm tac dung va doc tinh | Olanzapin - Thudc diéu tri
) N . : 153 81.8
cua mot so6 thuoc khac Parkinson.
Téng cdng: 187 100.0
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Nhan xét:

- K&t qua tra clru twong tac don thudc Khdng phat hién cdp twong tac thudc chéng chi
dinh.

- T8ng s6 cap twong tac cda Olanzapin va céc thudc phdi hop chiém ty 1é 15.1% trong
téng s6 don thudc, trong dé twong tac lam Tang tac dung/ ddc tinh cla olanzapin chiém ty
& 2.2 % ; Giam tac dung giam tac dung clta olanzapin 16.0 % ; Lam giam tac dung va doc
tinh cia mot so thuéc khac 81.8 %.

IV. K&t luan

* Qua khdo sat 1242 don thudc ngoai tru ¢ s& dung olanzapin, chung téi dd ghi nhén
moét s6 ddc diém clda méu nghién ciru:

Bénh nhan trong mau nghién cru & ving nong thon chiém ty & cao nhat ( 66.6 %),
ti€p dén 13 vung thanh thi ( 32.6%) va vung hai d3o chiém ty |& thap nhat (0.8%).

Vé phan bd theo gidi tinh cla mau nghién ctru, Ty 1&é bénh nhan nam trong mau
nghién ctu chiém 55.5 % cao hon 1.25 |an so vdi ty 1& bénh nhan nit (44.5%).

Do tudi trung binh cla bénh nhan trong mau nghién ctru 1a 43.1, véi tudi thap nhat 1a
07 tudi va cao nhat 1a 94 tudi. Nhém bénh nhan > 18 tudi chiém ty |& cao nhat (98.1);
Nhdm bénh nhan < 13 tudi chiém ty |& thap nhat (0.6 %).

Olanzapin 10mg (chiém ty |é 35.8%) téng s6 3468 don thudc duoc ké trong thang
5/2024. Trong d6, c6 97.9% tdng s& don thudc cé ké Olanzapin 10mg phu hop véi hudng
dan chan doan va diéu tri mot s6 rdi loan tdm than thuwdng gip (Ban hanh kém theo Quyét
dinh s6 2058/QP-BYT Ngay 14 thang 05 ndm 2020 cla Bd truwdng Bo Y té); Dwoc thw Qudc
gia Viét Nam 2 (dat ngudng danh gia 70%); t& huwdng dan st dung cla cac thudc Zolafren
10mg, Olanxol 10mg, Ozanta 10mg. Chi dinh thudc dat ngudng danh gia > 70%.

97.58% don thudc khéng vuot qud liéu t6i da khuyén cdo 20mg/ngay: dat ngudng
danh gia > 90%.

Khdong phdat hién cdp tuong tac thuéc chdng chi dinh. Tong sé cap tuong tac cla
Olanzapin va cac thuéc phéi hop chiém ty 1é 15.1% trong tdng s& don thudc, trong dé
tuwong tac lam Tang tac dung/ déc tinh cla olanzapin chiém ty 1& 2.2% ; Gidm tac dung giam
tadc dung cha olanzapin 16.0 % ; Lam giam tac dung va doc tinh cia mot sé thudc khac
81.8%. Tuong tac thudc dat ngudng dénh gid <30%.

* Nh3n xét:

- Uu diém:

+ Chi s6 vé Chi dinh, Liéu lvgng, Twong tac thuéc dat nguwdng dénh gia.

+Dam bao ké don trong liéu an toan; khéng xay ra twong tac chéng chi dinh.

- Nhuoc diém:

Do mdt s6 chan dodn vé chuyén khoa tdm than kinh chua day dd trong cac tai liéu tra
ctru (Dwoc thu Quéc gia Vit Nam 2, Hwdng dan chan dodn va diéu tri mot s rdi loan tam
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than thuong gap, t& huwdng dan sir dung ciia mot s& sdn pham cé hoat chat Olanza pin
10mg) nén chua thé danh gia toan dién vé chi sé Chi dinh

V. Kién nghi, dé xuat:

Nham nang cao chat lugng khadm chita bénh dat hiéu qua diéu tri nhung van ddm bdo
str dung thudc an toan, hop ly. Trong ndm 2025, khoa Dugc dé xuat trién khai mot s8 ndi
dung sau:

Trién khai tadp hudn vé cong tac st dung thudc an toan.

Lap bang tra clru twong tac thudc hodc phan mém kiém tra tuwong tac.

Khuyén cdo cho cac bac s mot s6 tuwong tac thudc thuong gdp khi s dung nhiéu
thu6c trong diéu tri cho bé&nh nhan, can han ché& nhitng tuong tac nay dé cé thé dat duoc
hiéu qua diéu trj tét nhat.

Tién hanh kh3o sat st dung thuéc an toan, hop ly dé cé nhirng nghién cru sdu hon va
tam soat thuong xuyén qua trinh ké don. Trong qua trinh dénh gid cadn md rong tai liéu
tham kh3o dé c6 co s& dénh gia toan dién.
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