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US. FDA: Canh b&o cac phan &ng dj (’ng hiém gap
nhwng nghiém trong lién quan dén thubc
sat trung da chutra clorhexidin gluconat

Ngay 2/2/2017, Co quan Quan ly Thudc va Thu'c pham Hoa Ky (US.FDA)
thong bao vé cac phan rng di 'ng hiém gap nhung nghiém trong khi sur
dung cac thudc sat trung da chira clorhexidin gluconat.

Theo canh bao ctia FDA, da cé bao cao vé nhitng phan (rng di ir'ng hiém gap nhung
nghiém trong cla cac thudc sat khudn ngoai da cé chira clorhexidin gluconat dugc
st dung rong rai. Mac du hiém gdp nhung s6 bao cao vé cac phan Ung di ing
nay da tang |én trong nhitng ndm gan day. Chinh vi vay, FDA dang yéu cau cac
nha san xuét thudc sat khuan khéng ké don cé chira clorhexidin gluconat bé sung
canh bdo vé nguy co nay vao thong tin thudc trén nhan.

Clorhexidin gluconat la hoat chat cha yéu cé trong thanh phan cac thu6c khéng
ké dan dé lam sach da trudc khi tiém va phau thuét, gidp lam gidm lugng vi khuén
cd thé gy nhiém trung da. Céc thudc nay thudng & dang dung dich, thudc rira,
bot bién, gac vdi nhiéu loai biét dudc cling nhu ché phdm generic khac nhau.
Ngoai ra clorhexidin gluconat con c6 dang nudc stic miéng ban theo don dé diéu
tri bénh viém Igi va ding dudng udng theo don dé diéu tri bénh nha chu. Trén
nhan cla cac loai nudc sic miéng clorhexidin gluconat ban theo don va dung
dudng udng dudgc st dung dé diéu tri bénh v& nudu da cd canh bao vé kha nang
Xay ra cac phan Ung di i'ng nghiém trong cua thudc.

(Anh minh hoa: Internet)



Nam 1998, FDA da cé canh bao vé nguy cd gap phai nhitng phan Ung di Ung
nghiém trong khi st dung cac thiét bi y t€ nhu bang, cac thiét bi dudng truyén
tinh mach cé chira clorhexidin gluconat cho nhan vién y té€. Cac nhan vién y té€ nén
hdi bénh nhan xem ho da tirng bi di (’ng vai bat ky chét sat khudn nao chua trude
khi khuyén cdo hay k& don mét ch€ phdm cé chlra clorhexidin gluconat. Tu' van
cho bénh nhan dé dén co sG y t& ngay 1ap tlc néu ho gdp bét ky triéu chiing nao
cta phan ('ng di ing khi str dung cac ch& pham nay. Can nhic st dung chét sat
khu&n khéc nhu povidon iod, rugu, benzalkonium clorid, benzethonium clorid hodc
parachlorometaxylenol (PCMX) khi bénh nhan da dudc ching minh hodc co kha
nang tung bi di (’ng trudc dé vai clorhexidin gluconat.

Bénh nhin va ngudi tiéu dung nén nging si dung cic ché phdm cé chilra
clorhexidin gluconat va dén cd sd y t€ ngay lap tir'c néu cé nhirng triéu chitng cla
phan (ing di itng nghiém trong. Nhiing phan (ing nay cd thé xay ra trong vong vai
phut sau khi phai nhiém thudc. Triéu chirng bao gém thé kho khé hodc kho thg,
phu mat, phat ban. Cac triéu chitng ndy cd thé nhanh chdng tién trién thanh cac
triéu chirng nghiém trong hon nhu phat ban nang hodc soc.




ANSM: B6 sung théng tin cho bénh nhan va dugec si
vé cac nguy co lién quan dén thudc co mach

PE dam béo sir dung hap ly thuéc co mach duGng udng, ANSM yéu cau cac nha
thubc can co tG thong tin ho trg dudc si cap phat thudc va td thong tin danh cho
bénh nhan trong vai tuan tdi.

Sau khi 1ay y kién cua tat ca cac bén lién quan, ANSM da dua ra hai tai liéu trén
dé& cling ¢ thdng tin vé& cach str dung hop ly va nguy co gdp tac dung khdng mong
muodn lién quan dén thudc co mach. Pay la thudc dudc st dung rat rong rai hién
nay, dac biét la cac thuéc co mach khong ké dan vién nén pseudoephedrin dang
base.

ANSM dua ra thong tin dua trén cd sé cla cac trudng hgp xuat hién phan 'ng c6
hai hiEm gap nhung nghiém trong, dac biét la nhoi mau cd tim va dot quy do thiéu
mau cuc bd hodc xuat huyét, cling nhu tinh trang lam dung thu6c co mach qua
murc. Cac tai liéu nay bd sung cho t& hudng dan sir dung thubc va t& tdm tat cac
d3c tinh san phdm (SPC) va s& dudc nha san xuét cung cip cho cac nha thudc
trong vai tuan tdi.

THONG TIN DANH CHO DUOQC SI

Ta thong tin ho trg cap phat thuoc co mach dudéng udng

Cam lanh thudng tu khéi sau 7 dén 10 ngay ma khong can diéu tri, do dé viéc
ki€m soat bénhchu yéu dua trén cac bién phap vé sinh.

Diéu tri bang thuéc co mach nén duoc coi la phuong phdp diéu
tri hang hai trong truong hop cac triéu chirng khéng thuyén giam.
Trudc khi cap phat thudc co mach duéng udng
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Thong tin can cung cap cho bénh nhan trudc khi cap phat thudc co mach
dudng uong

Gidi thich vé co ché tac dung va cac nguy co cua thuéc co mach

- Thu6c co mach dudng udng dudc chi dinh dé diéu tri cac triéu chirng cam lanh
(két hgp vdi paracetamol hodc ibuprofen). )
- Thu6c co mach lam giam cam gidc nghet mii nhd tac dung co mach mau, dan
dén lam giam sung niém mac mdi.

- Thu6c co mach chi cd tac dung lam giam cac triéu ching, khong lam giam thdai
gian cam lanh.

Nguy co' lién quan

- Tac dung khdng mong muon trén tim mach (tang huyét ap dong mach, nhéi mau
ca tim)

- Tac dung khdng mong mudn trén than kinh (dot quy xuat huyét hoac dot quy
do thi€u mau cuc bd, co giat)

- Viém dai trang thi€u mau cuc bo

- RGi loan tam than (lo 1ang, kich dong, r6i loan hanh vi, do giac, mat ngu, cac
triéu chirng hung cam)

- Phan (tng da nghiém trong

- Bénh than kinh thi gidc do thi€u mau cuc b6 (mat thij luc dot ngot hodc nhin thay
diém den) _

Khi bénh nhén san sang bat diu diéu tri

- Luu y cho bénh nhan vé liéu lugng va thdi gian diéu tri: khong st dung thudc co
mach trén 5 ngay.

- Canh bao cac nguy cad lién quan dén cac thuéc co mach dudng uéng hoac dang
hit khac va/hodc paracetamol hodc ibuprofen.

- Luu y trong trudng hgp cac triéu chirng khdng dugc cai thién sau 5 ngay,bénh
nhan can tham khao y ki€n cua bac si.

- Ghi vao ho sa bénh an hoac lich str cap phat thudc cia bénh nhan dudc cap phat
thudc co mach.

THONG TIN DANH CHO BENH NHAN

Lam gi khi bi cam lanh?

Thong tin tu van va canh bao khi sir dung mot so6 loai thudc trong trudng hdp bi
cam lanh.

Cam lanh thudng tu khéi sau 7 dén 10 ngay ma khong can diéu tri. Dudi day la
mot s8 bién phap dé ban cam thay thoai mai hon:

- Giir @m niém mac mii bang dung dich ria phu hop: dung dich mudi sinh
ly, xit nudc &m hodc nudc bién,...

- Ubng du nuoc.

- Ngu 0 tu' thé nang cao dau.

- Gilr nhiét d6 phong khoang 18-20°Cva thong thoang khi.

Nén tranh:

- SU dung diéu hoa hit 8m khdng khi va lam khd niém mac miii;



-Hut thu6c hodc hit phai khéi thu6c cia ngudi khac.

NEu cac bién phap nay khong gilp cai thién triéu chirng clia ban, hday dén gap
dugc si dé dugc tu' van trude khi st dung thudc.

Thong tin quan trong can biét trudc khi sir dung thudc co mach

Thubc co mach dudgc dung nham muc dich théng mdi, thuong két hgp véi mot
thubc giam dau (paracetamol hodc ibuprofen).

MGt s6 nguy cd lién quan dén thudc co mach:

- Tai bién mach mau ndo (CVA). méo miéng, yéu mot bén ca thé, yéu ca tay
hodc ca chan, gap van dé vé giong ndi, r6i loan thang bang, nhirc dau dir ddi hodc
giam thi luc.

- R6i loan tim mach nhu’ nhéi méu co' tim: dau nguc, con dau nhdi cd thé lan
dén ham, canh tay trdi hodc ca hai canh tay va lung, da xanh xao, ngugi kho chiu,
dd md hdi, khé thd, budn ndn, lo 1dng, mét méi khéng rd nguyén nhan.

- Tang huyét ap

- Co giat

- Réi loan tam than: |o lang, kich dong, rdi loan hanh vi, do giac, mat ngu, triéu
chling hung cam (vui bubn that thugng, cam giac vui qua murc).

- Viém dai trang c6 kha nang gay ra tinh trang phan lan mau (viém dai trang do
thi€u mau cuc bo).

- Phan irng da nghiém trong: man do da toan than, c6 mun mu va cd thé kém
theo sot.

- Suy giam thi luc dét ngdt do giam Iuu lugng mau dén mat (bénh than kinh
thi giac do thi€u mau cuc bo).

Tac dung khdng mong mudn ké trén cd thé xay ra khdng phu thudc liéu dung va
thdi gian diéu tri. Néu gap phai bat ky tac dung khong mong mudn nao, hay nging
thudc va lién hé ngay véi bac si.

Diéu can biét

Thuéc co mach + Thai ky = Nguy hiém. Than trong khi si dung thudc co
mach trong thai ky do nhifng nguy co c6 thé xay ra vdi thai nhi. Can xin tu’ van
cla bac si trudc khi can nhac sir dung thudc.

Chéng chi dinh thuéc co mach cho phu nir dang cho con bd.

Néu ban mudn st dung thudc co mach dé€ diéu tri cac triéu chirng cdm cliim, hady
tuan tha cac khuyén cao sau:

- Dung dung liéu: ... vién vao budi sédng va ... vién vao budi tdi.

- Khong dung qua 5 ngay.

- Khéng dung cho tré em dudi 15 tudi.

- Khong dung cho phu nit mang thai hodac dang cho con bu.

- Khong két hgp thém thudc khac cé chlra chat co mach (dang udng hoac nhé
m{i).

- Khong két hgp thém thudce khac co chira paracetamol, ibuprofen.

Trong trUdng hop thong tin chua rd rang, xem thém tG thong tin st dung thudc.
N&u cac triéu chiing van tiép dién sau 5 ngay, ban can dén gdp bc si tu van.



Pé& du phong cam cim thdng thudng va tranh tai phat bénh, hay luu y:
- Rira tay thudng xuyén

- SUr dung khan tay dung mot lan

- Ho va hét hai vao khuyu tay

- Peo khau trang




WHO: Thudc tranh thai noi tiét
va nguy co gap céc rdi loan tram cam

Co quan quan ly san pham y t& Ireland (HPRA) d& thdng béo nguy cc gdp cac rdi
loan trdm cam trén td thdng tin san pham cuda thudc tranh thai ndi tiét (ca dang
phdi hgp va chi chifa progesterone) dugc nhdn manh thanh tram cam la mot yéu
t6 nguy ca dan dén hanh vi tu sat.

Ca quan quan ly san pham y té& Ireland (HPRA) d& thdng bdo nguy cd gdp cac rGi
loan trAm cam trén td thdng tin san pham cla thudc tranh thai ndi tiét (ca dang
phdi hgp va chi chira progesterone)dugc nhan manh thanh tram cam la mét yéu
t6 nguy cd dan dén hanh vi tu sat.

Ban cap nhat dugc thuc hiél:l sau khi Uy ban danh gia nguy cg Canh giac dugc
(PRAC) va cd quan Dugc pham Chau au( EMA) xem xét dit liéu cd san.

Phu nir dudc ké don thudc tranh thai ndi tiét nén lién hé véi bac si khi ¢ thay doi
tam trang va triéu chirng tram cam.




Health Canada: Methotrexat va
bénh thiéu mau tan huyét

Methotrexat da dudc s dung tai Canada tir ngay 31 thang 12 nam 1955, la mot
loai thubc chdng chuyén hda dudgc st dung trong diéu tri mdt s6 loai ung thu.
Ngoai ra, methotrexat con dugdc st dung trong diéu tri cdc dang bénh vay nén
nang hodc viém khdp vay nén, viém khdp dang thap va viém khdp dang thap
seronegative.

Thi€u mau tan huyét la tinh trang cac t€ bao hong cau cta ngudi bénh bi pha huay
nhanh han dudc tao ra. Xét nghiém mau thudng cho thay so lugng hong cau Ui
(hdng cau chua trudng thanh) téng 1én va cd thé téng ca ndng dd bilirubin tu’ do
trong huyét thanh, lactate dehydrogenase (LDH), trong khi haptoglobin huyét
thanh giam (hodc khong cd).

Thi€u mau tan huyét gay ra do thudc la mot phan (rng co hai rat hiém gdp nhung
cd nguy cd gay tir vong. Rt khd dé xac dinh chinh xac ty 1é mac phai do khé cd
thé thiét Iap dugc phuong phap chan doén rd rang va xac dinh mdi lién quan cua
phan (ng véi mot tac nhan cu thé.

BO Y té€ Canada da xem xét theo ddi nguy cc tiém &n cuia thi€u mau tan huyét khi
sir dung methotrexat. Tu ngay 23 thang 11 nam 2022, BO Y té Canada da nhan
dugc 7 bao cao vé bién cd nay nghi ngd co lién quan dén viéc st dung methotrexat.
Hau hét cac trudng hdp khong bao cao thong tin vé chi dinh, liéu lugng va dang
bao ché& dugc sir dung. Nhin chung, cac bai bao cung cap théng tin con han ché
dé& danh giad va mot s6 co thé bi nham lan vai cac thudc dung dong thdi da dugc
biét dén vdi nguy co gay thi€u mau tan huyét.

Cac bang chirng hién c6 dén nay con han ché, can co thém cac bao cdo day du
thdng tin chi tiét han dé danh gia nguy ca tiém an nay lién quan dén viéc sir dung
methotrexat. Cac nhan vién y t€ nén bdo cao bat ky trudng hop thi€u mau tan
huyét nao nghi ngd cd lién quan dén methotrexat dé ho trg tiép tuc theo ddi va
danh gia nguy cd nay.




WHO: Metronidazol - Nguy co kéo dai khoang QT
va nhip nhanh that

BO Y té, Lao ddng va Phic Igi Nhat Ban (MHLW) va Ca quan Quan ly Dugc pham
va Thiét bi y t€ Nhat Ban (PMDA) d& khuyén cdo b sung nguy cd kéo dai khoang
QT va nhip nhanh that (bao gébm xodn dinh) trén t& théng tin san pham c6 chira
metronidazol.

Metronidazol la mét loai thu6c khang sinh va khang sinh vat nguyén sinh. Khuyén
cdo bd sung nguy cd trén dudc ap dung cho dang ch& phdm dudng udng va tiém.
Cac bao cdo lién quan dén kéo dai khoang QT va/hodc nhip nhanh that (bao gom
xodn dinh) & Nhat Ban va trén thé gidi da dugc danh gia. Trong mot bao cdo, mdi
quan hé nhan qua gilra thudc va phan (ing c6 hai dugc danh gid 1a cd thé.




Thdng Tin Thudc Dinh Chi Lwu Hanh

A " Ar b ~ ax SO0 Ngay dinh
STT Te[‘, Ten hoat chat, ham Cao sG san xuat SO d.::mg cong chi luu Ly do
thuoc luong ki o .
van hanh
1 | Paraceta | Paracetamol 500mg Cong ty c6 phéan | VD- 97/Qb- | 23/02/2023 | Cqd sG dang ky thubc dé
mol RO dugc phdm 28966-18 | QLD nghi tu nguyén thu hoi
500mg Imexpharm gidy dang ky luu hanh
thudc tai Viét Nam
2 | Paraceta | Paracetamol 500mg Cong ty c6 phan | VD- 97/Qb- | 23/02/2023 | CG sG dang ky thudc dé
mol RO dugc phdm 28967-18 | QLD nghi tu’ nguyén thu hoi
500mg Imexpharm giay dang ky luu hanh
thudc tai Viét Nam
3 | Ospexin | Cephalexin 250mg (dudi Chi nhanh 3 - VD- 97/QDb- | 23/02/2023 | Cd sG dang ky thudc dé
250mg | dang Cephalexin Cong ty cd phan | 28957-18 | QLD nghi tu nguyén thu hoi
monohydrate) dugc phdm gidy diéng ky luu hanh
Imexpharm tai thuoc tai Viét Nam
Binh Duang
4 | Cozoma | Rizatriptan 10mg (tucng Cong ty cd phan | VD- 97/Qb- | 23/02/2023 | Cd sG dang ky thudc dé
t10 duong Rizatriptan thuong mai 35821-22 | QLD nghi tu nguyén thu hoi
benzoate 14,53mg) dudc pham gidy dang ky luu hanh
Quang Minh thuoc tai Viét Nam
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A " Ar pa ~ ax SO Ngay dinh
STT Te[‘. Ten hoat chat, ham Co sé san xuat SO d.::mg cong chi luu Ly do
thuoc lugng ki o R
van hanh
5 | Clorphe | Clorpheniramin maleat Cong ty cd phan | VD- 97/Qb- | 23/02/2023 | Ca sG dang ky thudc dé
niramin- | 4mg dugc phdm 25070-16 | QLD nghi tu’ nguyén thu hoi
T Phong Phu — Chi gidy dang ky luu hanh
nhanh nha may thudc tai Viét Nam
Usarichpharm
6 |SM. Risedronat natri (dudi Cong ty c6 phéan | VD- 97/Qb- | 23/02/2023 | Cd sG dang ky thubc dé
Risedro | dang Risedronat natri dugc phdm Ha | 35923-22 | QLD nghi tu’ nguyén thu hoi
nat hemipentahydrat 5mg) Tay gidy dang ky luu hanh
thudc tai Viét Nam
7 | Magne- | M6i 6ng 10ml chira: Mg Cong ty cd phan | VD- 97/Qb- | 23/02/2023 | Cd s@ dang ky thudc dé
B6 (tuong dudng Magnesium | Sanofi Viét Nam | 32207-19 | QLD nghi tu nguyén thu hoi
corbiere | lactate dihydrate 186mg;

Magnesium pidolate 936
mg) 100mg; Pyridoxine
hydrochloride 10mg

giay dang ky luu hanh
thudc tai Viét Nam
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