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ANSM:Phap cam quang cao Ibuprofen 400 tir 02/04/2024

» SURVEILLANCE > PHARMACOVIGILANCE > INTERDICTION AU 2 AVRIL 2024 DE LA PUBLICITE AUPRE

PUBLIE LE 08/02/2024 - MIS A JOUR LE 12/03/2024

Interdiction au 2 avril 2024 de la publicitée auprés du

grand public pour I'ibuprofene 400 mg

Céac khuyén céo sir dung thudc hop Iy hién hanh khuyén nghi wu tién st
dung ibuprofen liéu 200mg khi khai dau diéu tri. Trude d6, Phap di dua ra canh
bao “Str dung liéu thap nhat c6 thé cua ibuprofen véi dang bao ché ibuprofen
200mg san c6” trong cac quang cao lién quan. Tuy nhién, viéc quang c&o cac ché
pham chtta 400mg ibuprofen di cho phép ngudi bénh sir dung mac lidu khoi dau
diéu tri cao hon so v&i mac liéu ibuprofen 200mg d3 dugc khuyén céo.

Cac béo céo vé tac dung khéng mong muén nghiém trong c6 lién quan dén
lidu diing cta ibuprofen, dic biét 1a xuat huyét duong tiéu hda va ton thuong than,
d3 ting 1én cing v&i 6 lwong quang c4o va doanh sb ban hang cac ché pham chia
ibuprofen 400mg.

Lénh cam quang cao cac ché pham thudc chira 400mg ibuprofen bat dau co
hiéu luc tir ngay 02/04/2024. Lénh cAm nay 1a mot phan tiép nbi cac giai phap
duoc dua ra trong nhirng nim gan day, nham dam bao st dung hop Iy cac thube
phd bién diing cho muc dich giam dau va ha sot.

V4o thang 12 ndm 2019, Phap da cam ty y st dung ibuprofen duong udng
néu khéng co sy tu van ciia dugc si. Phap ciing da bo sung canh bao trong to théng
tin san pham cua céc thudc chéng viém giam dau non-steroid (NSAIDs). Cu thé,
viéc sir dung cac thuéc nhom NSAIDs cé thé che gidu cac triéu chirng caa nhiém
triing, gay cham tré trong chan doan va xir tri cho nguoi bénh.

Nguon:https://ansm.sante.fr/actualites/interdiction-de-la-publicite-aupres-du-
grand-public-pour-libuprofene-400-mg
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MHRA: Canh béo nhic lai vé nguy co gip bién co bat lgi
trén tam than kinh khi sit dung Montelukast
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Ngay 29/04/2024, MHRA nhic lai canh béo vé nguy co gip bién co bat
loi trén tam than kinh khi sir dung montelukast trén tat ca bénh nhan, bao
gom ca tré em va tré vi thanh nién.

Ké tir khi dugc cAp phép tai Anh vao nam 1998, MHRA da nhan dugc 1223
bao céo bién c6 bat lgi trén tdm than kinh nghi ngo lién quan dén montelukast.
Cac bién cb duoc bao cdo phd bién nhat & moi lra tudi bao gom réi loan giac ngu,
a0 giac, lo ling, tram cam, thay doi hanh vi va tdm trang. Bién cb thuong gip
nhat & tré nho (tir 12 tudi tré xudng) 1a hanh vi hung hiang, gap 4&c mong, va lo
lang, trong khi & tré 1én tudi hon (tir 13 dén 17 tudi), bién cb thudng duoc bao cao
4 o lang, ¥ dinh tu tir, va tram cam.

Tai Anh, thdng tin vé bién ¢ tdm than kinh da duoc dua vao thong tin san
pham cua cac thuoc chira montelukast vao nam 2008 va canh bao chi tiét dugc bo
sung vao ndm 2019. Cac bién cb nay bao gom:

e ROi loan gidc ngu, tram cam, va kich thich, c¢é thé kém hanh vi hung hing
(tan suat 1/100)

e R&i loan cha y hoac tri nhé (tan suat 1/1.000)

e Ao giac, hodc suy nghi va hanh vi tu tir (tin suat 1/10.000)

Thang 09/2019, trong Ban tin Drug Safety Update, MHRA ciing nhac lai
cho nhan vién y té va bénh nhan vé nguy co gap bién ¢ tam than kinh lién quan
dén montelukast.

Sau khi trién khai cac bién phap trén, MHRA tiép tuc nhan duoc cac bao
c&o bién cb bat loi trén tam than kinh ciing nhu cac cau hoi dén tir bénh nhan va
ngudi chim soc 1ién quan dén montelukast. Do d6, MHRA d4 tién hanh danh gia
bang chitng mai, can nhac céc van dé cua bénh nhan va nguoi cham soc, dong
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thoi, xin tu van 1am sang doc 1ap tir cac bac si nhi khoa, stic khoé tdm than, ho
hap va chuyén gia vé an toan thuoc cua Uy ban Thuoc sir dung trén nguoi.

Két qua danh gia dir liéu bao co bién cd bat lgi cho thiy, cd kha ning c6
su thiéu nhan thic & ca nhan vién y té, bénh nhan va ngudi chim soc vé nguy co
gap bién cé tdm than kinh khi st dung montelukast. Dya trén nhitng bang chang
hién c6, nhom tu van Canh giac Dugc (PEAG) cho rang nén ngung st dung
montelukast ngay khi c6 triéu chirng do dic thu cua cac bién ¢ nay va viéc ngirng
thudc kip thoi 6 thé gitip ngan chan triéu ching tré nang hon.

Pé nang cao nhan thic vé nguy co gip bién cd trén tam than kinh khi st
dung montelukast, sap toi, canh bao vé bién cé nay trong thong tin san pham tai
Anh s& dugc dong khung dé nhan manh, dong thoi, cap nhat cac bang chirng méi
nhat hién c6. Nhan vién y té va bénh nhan can nim dugc céc thdng tin nay.

Khuyén c4o danh cho nhan vién y té:

Canh bao vé nguy co gip bién cb trén tam than kinh trong thdng tin san
pham cua cé4c thudc chira montelukast & Vuong qudc Anh sé duoc cap nhat thém
vién mau den dé nhan manh hon.

Béc si can canh bao bién cb tdm than kinh trén tat ca bénh nhan sir dung
montelukast. Pa c6 bao cao ghi nhan bién co bat lgi trén ca nguoi Ion, tré vi thanh
nién va tré em.

Ngurng sir dung montelukast néu bénh nhan xuat hién hoic tai phat triéu
chirng cua bién ¢o tam than kinh.

Khuyén khich bénh nhan va nguoi chim séc doc k§ danh sach céc bién ¢
tam than kinh trong to thdng tin san pham va di kham ngay néu xuat hién triéu
chirng cua cac bien co nay.

Nguon: Montelukast: reminder of the risk of neuropsychiatric reactions -
GOV.UK (www.gov.uk)
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Medsafe: Nhac lai vé mt s6 phan wng c6 hai nghiém treng
khi stt dung dexamethason
Chi dinh:

Dexamethason la mét corticosteroid
hoat luc manh va kéo dai, v&i hoat tinh
glucocorticoid (trén chuyén héa, mién dich,
tim  mach, t6 chic co) cao va
mineralocorticoid (diéu hoa can bang nuéc,
dién giai) thap. Tac dung cta dexamethason
manh hon khoang 6 lan so véi prednison.
Dexamethason tac dung toan than dugc chi
dinh 1a liéu phép thay thé trong suy thuong
than va diéu tri bénh tu mién, tinh trang
viém, di ang nghiém trong. Ngoai ra, dang vién udng con dugc chi dinh diéu tri
COVID-19 ning, ché pham dang tiém dugc chi dinh trong xu tri soc. Dang dung
tai chd va tiém noi nhan co thé dung dé diéu tri bénh vé mit.

Phan tng c06 hai nghiém trong:

Mot sé phan ang c6 hai nghiém trong ctia dexamethason duong ding toan
than.

Suy thwgng than

Téc dung e ché tuyén thugng than xay ra o tat ca cac glucocorticoid. Triéu
chtring suy giam chtrc ning tuyén thuong than khong dic hiéu, bao gom kho chiu,
yéu co, thay ddi tdm trang, bong tréc da, budn nén, nén, ha dudng huyét va mat
nudc. Muc do va thoi gian biéu hién suy giam chice ning tuyén thuong than thay
d6i thy thugc vao tirng bénh nhan va phu thugc vao liéu, tan suat, thoi gian diéu
tri. Suy thuong than co thé kéo dai vai thang sau khi ngimg diéu tri.

Ngurng st dung dot ngot cac glucocorticoid cd thé dan dén suy thuong than
cap de doa tinh mang.

Than kinh

C4c rdi loan trén than kinh bao gom rdi loan tdm trang, mat ngu, thay doi
tinh cach, kho chiu, lo lang, hung phan, tram cam, c¢6 y dinh tu tir, thuwong xay ra
sau vai ngay hoic vai tuan bit dau diéu tri.
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Mat ngu 1a yéu té tién luong quan trong ddi véi su khai phét cac réi loan
cam xuc bao gom tram cam, lo lang va loan than nang.

Nguoi ¢6 tién s réi loan cam xuc c6 nguy co cao gip cac tac dung khéng
mong muon trén than kinh.

Co xwong khoép

Cac bién chung cua corticoid trén hé co xuong khép bao gom hoai tir
xuong, bénh co, lodng xuong va gay xuong.

Khoang 30-50% bénh nhan diéu tri glucocorticoids dai ngay xuat hién tinh
trang lodng xuong thir phat. Bién chiing hoai tir xuong c6 thé xay ra doc 1ap voi
lodng xuong, ghi nhan trén 9-40% bénh nhan diéu tri véi phac do dai ngay hoac
licu cao ngan ngay.

Trén nhom doi tuong tré so sinh, tré em va thanh thiéu nién, viéc sir dung
glucocorticoid dai ngay co thé gay cham phat trién khéng hdi phuc.

U'c ché mién dich

Téc dung tc ché phan ang viém va hé théng mién dich cua glucocorticoid
lam tiang tinh nhay cam va muac do nhiém trung, trong khi c6 thé l1am che lap cac
dau hiéu va triéu chirg dién hinh cta bénh nhiém tring nghiém trong. Bén canh
d6, viéc sir dung glucocorticoid ¢ nguy co tai hoat cac nhiém tring tiém an nhu
bénh lao tiém an.

Cac vac xin séng bi chdng chi dinh trén bénh nhan st dung corticosteroid
lidu cao.

Khuyén cdo khi ké don

Khi ké don dexamethason:
e Sir dung liéu thap nhat c6 hiéu qua trong thoi gian ngin nhat.
e Can nhic cac yéu té nguy co trén bénh nhan (vi du: tudi, bénh mac kém)
e Theo ddi thudong xuyén dé phat hién cac phan ng c6 hai trén ngudi bénh,
e Tréanh st dung phac db corticoid dai ngay trén tré em do lo ngai nguy co

cham phat trién.

e Giam liéu tir tir ¢& giam nguy co suy thuong than cap

Nguon: Dexamethasone: a highly potent and long-acting steroid (medsafe.qovt.
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Khang sinh fluoroquinolone: suy nghi va hanh vi ty twr

Cdac chuyén gia cham soc suc kKhoe ké toa
thuéc khang sinh fluoroquinolone
(ciprofloxacin, delafloxacin, levofloxacin,
moxifloxacin, ofloxacin) dwoc nhdac nhé phdi
canh gi&c véi nguy co phan 1ng tam than, bao
gom tram cam va phdn #ng tam than, c6 khd
nang dan dén suy nghi tw tir hodc cé gang tw
tir. Cac chuyén gia cham soc suc Khoe ciing
duwoc nhac nhé dé khuyén bénh nhan canh giac
voi nhieng rui ro nay.

1. Loi khuyén cho cac chuyén gia cham soc suc khée:

Khuyén bénh nhan doc k¥ loi khuyén trong T thong tin bénh nhan vé céac
phan rng tam than co thé xay ra va tim tu van y té néu ho gap cac triéu chung
nay.

Khi ké don fluoroquinolone, khuyén bénh nhan nén canh giac voi bat ky
thay doi tdm trang, suy nghi dau kho hoic cam giac tu tir hodc 1am hai ban than
bat ctr luc nao trong qua trinh diéu tri.

Luu ¥ rang fluoroquinolone c6 thé 1am tram trong thém cac triéu chirng tam
than hién co.

Khuyén bénh nhan tim tu van y t& néu ho phat trién nhitng suy nghi hoic
hanh vi nhu vy, va dam bao rang mét gigi thiéu phd hop dé diéu tri duoc thuc
hién, néu can thiét

Nén ngung fluoroquinolone khi c6 dau hiéu dau tién caa phan ¢ng bat loi
nghiém trong, bao gom tram cam hoac roi loan tdm than mai hoac xau di.

2. Loi khuyén cho cac chuyén gia chim séc sic khoe dé cung cap cho
bénh nhan va ngwdi cham soc:

- Thudc khang sinh fluoroquinolone 1a mot nhém khang sinh bao gom
ciprofloxacin, delafloxacin, levofloxacin, moxifloxacin va ofloxacin - d6i khi
nhitng loai thudc nay ciing c6 thé c6 tén thuong hiéu vi vay bénh nhan nén kiém
tra chi tiét cua tat ca cac loai khang sinh duoc ké don cho ho.

- Néu ban dugc ké toa mot trong nhitng loai khang sinh duoc liét ké & trén
va ban bi trim cam hoic rdi loan tdm than, hay ndi véi chuyén gia chim séc suc
khoe cua ban.
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Diéu ndy rat quan trong vi cac triéu ching cta ban c6 thé tro nén tdi té hon
khi didu tri.

Phan ¢ng tdm than bao gom nham 1an, mat phuong hudng, lo ling, tram
cam va y nghi tu tor hoac ¢o gang tu tu.

Ban c6 thé khong nhan thay mot sb thay doi trong tdm trang va hanh vi cua
minh, vi vay diéu rat quan trong 1 ni v&i ban bé va gia dinh rang ban dang dung
cac loai thudc nay va ching cé tac dung phu tdm than hiém gap lién quan dén
chdng - nhitng nguoi khac ¢6 thé nhan thay nhiing thay doi va gidp ban nhanh
chong xac dinh bat ky triéu ching nao ban can ndi chuyén véi bac si.

Néu ban phat trién ¥ nghi tu tir hodc da ¢6 gang tu tir, khéng dung thém bat
ky liéu fluoroquinolone nao va ndi chuyén véi bac si hoic chuyén gia chim séc
suc khoe khac ngay lap tuac

Nguén:https://www.gov.uk/drug-safety-update/fluoroquinolone-antibiotics-
suicidal-thoughts-and-behaviour
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EMA: Nguy co hit siic va viém phoi do hit sic dich da day
trong gy mé toan than hoic an than sau khi sir dung
thuéc chia van thu thé GLP-1

Ngay 12/07/2024, Uy ban Panh gia nguy co Canh gidc Dwoc (PRAC)
ciia EMA da dwa ra khuyén céo vé viéc ap dung cac bién phap giam thiéu
nguy co hit sic va viém phoi do hit siic dich da day trong gay mé toan than
hodc an than sau khi sir dung thuéc chii van thu thé GLP-1.

Hit sac va viém phoi do hit sic c6 thé do thac an hodc chat long vo tinh di
vao dudng khi quan thay vi dudng thuc quan; mot sé trudng hop do dich da day
trao nguoc 18n c6 hong. Pay 14 hai bién ching trong tha thuat gay mé toan than,
V6 tan suat gap bién ching l1an lugt 1a 1/900 va 1/10.000 ca phau thuat, tdy thudc
vao yéu tb nguy co ctia bénh nhan.

Thudc cha van thu thé GLP-1 1am cham téc d6 thado rdng da day, c6 thé lam
ting nguy co hit sic trong gdy mé toan than hoic an than sau. Tac dung lam cham
téc do théo rong da day da duoc dé cap trong thdng tin san pham cua cac thube
chu van thu thé GLP-1 sau day: dulaglutid, exenatid, liraglutid, lixisenatid,
semaglutid va tirzepatid.

PRAC d4 ra soat dix liéu bao gom céc béo cdo ca, y van, dir liéu 1am sang
va phi 1am sang tir nha san xuat. Uy ban khong x4c dinh dugc mdi quan hé nhan
qua gitra bién c6 hit sic va sir dung thudc chii van thy thé GLP-1, tuy nhién, tac
dung 1am cham téc d6 théo rong da day da duoc ghi nhan trong céc thir nghiém
lam sang va bao c4o hau mai. Vi viy, PRAC dua ra canh bao cho nhan vién y té
vé hau qua tiém tang cua tac dung khéng mong mudn nay.

PRAC khuyén céo nhan vién y té can can nhic nguy co ton dong dich da
day do tac dyng 1am cham tc do théo rong trude khi thuc hién thu thuat gay mé
toan than hoic an than sau. Thdng tin san pham cua cac thudc cha van thy thé
GLP-1 s& dugc cap nhat thém canh béo danh cho bénh nhan. Bénh nhan can théng

9
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béo cho bac si vé viéc sir dung thudc chi van thu thé GLP-1 truéc khi phiu thuat
c6 gay mé toan than hoac an than sau.

Nguén: Meeting highlights from the Pharmacovigilance Risk Assessment
Committee (PRAC) 8-11 July 2024 | European Medicines Agency (EMA)

(europa.eu)

10
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JAMA: Nguy co' mic bénh viém da co dia khi st dung
thudc diéu tri Ting huyét ap & nguoi cao tudi

yn A

Boi canh

Ty 1¢ bénh nhan mic viém da co dia ngay cang gia tang, dac biét trén bénh
nhan cao tudi. Cho dén hién nay, co rat it thong tin vé co ché bénh sinh va phuong
phap diéu trj tdi uu trén nhom bénh nhan nay. Nhitng dit liéu ban dau cho thiy
rang cac thudc diéu tri ting huyét ap co thé gop phan giy viém da co dia; tuy
nhién c6 rat it dir liéu vé thudc diéu tri ting huyét 4p va nguy co mic bénh viém
da co dia trén bénh nhan cao tudi.

Muc tiéu

Xéc dinh méi lién quan cta st dung thudc diéu tri ting huyét ap voi bénh
viém da co dia & ngudi cao tudi.
Phwong phap nghién ctru

Nghién ctru theo ddi doc trén bénh nhan tir 60 tudi tré 1én khong c6 chan
doan mic bénh viém da co dia & thoi diém dwa vao nghién ctru. Nghién ctru duoc
tién hanh tai cic co s& cham soc stc khée ban dau thudc mang ludi Health
Improvement Network tai Vuong qudc Anh tir 01/01/1994 dén ngay 01/01/2015.
Phan tich dir li€u dugc thuc hién tir ngay 06/01/2020 dén ngay 06/02/2024.
Phwong phap xac dinh chi tiéu danh gia chinh

Viém da co dia dugc ghi nhan dua vao ngay dau tién xuat hién mot trong
nam loai viém da co dia pho bién nhat.

11
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Két qua

Trong tong s6 mau nghién ctru gdm 1.561.358 bénh nhén cao tudi (46 tudi
trung binh 1a 67 tudi; ty 16 nit gidi chiém 54%), ty 1& méc bénh viém da co dia 1a
6,7% trong ca giai doan nghién ctru. Ty 16 mic viém da co dia ¢ nhirng bénh nhan
st dung thudc diéu trj ting huyét ap cao hon so v&i nhirng bénh nhan khéng sir
dung, 1an luot 1a (12 so v6i 9 trong tong sd 1.000 ngudi theo dai). M6 hinh Cox
hiéu chinh cho thy cac bénh nhan sir dung bat ky loai thudc diéu tri ting huyét
ap nao déu cd nguy co mic bénh viém da co dia ting 29% (ty suat nguy co [HR]:
1,29; 95% Cl: 1,26-1,31). Khi danh gia timg nhém thube diéu tri ting huyét ap
riéng 1¢, ty suét nguy co cao nhat vi nhom loi tiéu (HR: 1,21;95% CI: 1,19-1,24)
va nhom chen kénh canxi (HR: 1,16; 95% CI: 1,14-1,18), va nguy co thap nhat 13
d6i véi nhom e ché enzym chuyén angiotensin (HR: 1,02; 95% Cl: 1,00-1,04)
va nhom chen beta (HR: 1,04; 95% CI: 1,02-1,06).

Két luan

St dung thudc diéu trj ting huyét ap co lién quan dén ting nhe nguy co
viém da co dia, trong d6 nguy co cao nhét v6i nhom chen kénh canxi va nhom lgi
tiéu, nguy co thip nhit vdi nhém tc ché enzym chuyén angiotensin va nhom chen
beta. Hién nay, vin cin thém céc nghién ctru khac dé 1am 1 cac co ché tiém an
ctia mdi lién quan nay. Tuy nhién, nhitng thong tin tir nghién ctru ndy ciing rat
hitu ich dé cac nha 1am sang c6 phuong phap quan 1y bénh nhan cao tudi méc
viém da co dia.

Nguén : Antihypertensive Medications and Eczematous Dermatitis in Older
Adults | Hypertension | JAMA Dermatology | JAMA Network
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Mt s6 thudc thay doi mau ring:
Théng tin tir ban tin BIP Occitanie s6 2/2024

Mot so thuoc co thé lam thay doi mau sac cua rang, dan dén van dé ve
strc khoé ciing nhu vé tham my. Nhan vién y té nén luu y mot so thuoc thong
dung c6 thé gay bat thwdng mau rang.

Phan tich st dung dit li¢u bao céo bién cb bat loi ctia FDA Hoa Ky tor nam
2004 dén 2021 d3 phat hién tin hiéu bién ¢ bat thuong mau ring dbi véi 25 thude.
Mot s6 thude nay gom tetracyclin, amoxicillin, corticosteroid dang khi dung nhu
fluticason, budesonid, chat khang khuan trong nuéc stiic miéng nhu chlorhexidin
va cetylperidinium chlorid.

Mic do bat thuong mau rang co thé khac nhau, tuy vao loai thudc, tn suit
st dung thudc, ciing nhu thoi quen vé sinh ring miéng.

Bién d6i mau riang do amoxicillin hoic corticosteroid dang khi dung thuong
& muc d6 nhe va c6 thé giai quyét duge bang cach danh ring thuong xuyén. Tuy
nhién, bién phap diéu tri s& kho khin va xdm 1an hon néu muc d6 bién d6i mau
rang nang hon.

Céc thudc bisphosphonat ciing c¢6 thé thay d6i mau ring do co ché tuong
tac véi tinh thé hydroxyapatit, von 1a thanh phan chinh cua xuong va ring. Ngoai
ra, cac thubc nay cling ¢ thé gy trao nguoc da day thuc quan, din dén thay doi
mau rang.

Pic biét, cac tetracyclin con co thé giy tac dong dén giai doan calci hoa
rang & thai nhi, tré so sinh va tré nho, din dén bat thuong men ring va nga rang.
Do vay, can luu ¥ chdng chi dinh sir dung céc tetracyclin cho phy nit ¢6 thai, phu
nit cho con by, va tré em dudi 8 tudi.

Nguén: bip_occitanie 2024 no2.pdf (chu-toulouse.fr)
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FDA phé duyét thudc xit miii dau tién diéu tri soc
phan vé

Your questions
answered

Ngay 09/08/2024, Cuc Quan Iy Thuc pham va Duoc pham Hoa Ky da phé
duyét neffy (thudc xit mili epinephrine) dé diéu tri khan cap céc phan ¢ng di tng
(Loai 1), bao gom ca nhitng phan tng de doa tinh mang (soc phan vé), ¢ bénh
nhan nguoi Ién va tré em ning it nhat 30 kg (khoang 66 pounds).

"Syr chap thuan hém nay cung cap san pham epinephrine dau tién dé diéu
tri soc phan vé khong duoc tiém bang cach tiém. Séc phan vé de doa tinh mang
va mot sé ngudi, dic biét 1a tré em, c6 thé tri hodn hoic tranh diéu tri do so tiém,
"Kelly Stone, MD, Tién si, Ph6 Giam ddc Khoa Phéi, Di tng va Chim s6c Quan
trong tai Trung tim Panh gia va Nghién cttu Thudc ctia FDA cho biét. "Sy san c6
cuia thudc xit mii epinephrine c6 thé 1am giam rdo can trong viéc diéu tri sé¢ phan
vé nhanh chdng. Két qua 13, neffy cung cdp mét lua chon diéu tri quan trong va
giai quyét mot nhu cau chwa dugc dap tng.

Phan ang di (g xay ra khi hé théng mién dich ctia mot nguoi phan tng bat
thudng vai mot chat thuong khdng gay ra triéu chiang. Séc phan vé 1a mot phan
rng di ung nghiém trong, de doa tinh mang, thudng lién quan dén nhiéu bd phan
ctia co thé va dugc coi la mot trudng hop cap cau y té. Cac chat gay di ung pho
bién co6 thé gay sdc phan vé bao gom mot sé loai thuc pham, thudc va vét con
trung d6t. Cac triéu ching thudng xay ra trong vong vai phit sau khi tiép xdc va
bao gom, nhung khong gigi han, néi mé day, sung, ngtra, ndn mira, khé thé va
mat y thtrc. Epinephrine 1a phuong phap diéu tri ctru song duy nhat cho séc phan
vé va trudc day chi ¢6 san cho bénh nhan dudi dang tiém.

Su chap thuan cua Neffy dya trén bén nghién cieu ¢ 175 nguoi truéng thanh

khoe manh, khdng bi sé¢ phan vé, do ndng do6 epinephrine trong méau sau khi ding
cac san pham tiém epinephrine neffy hoic da dugc phé duyét. Két qua tir nhiing
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nghién ctiru ndy cho thiy nong do epinephrine trong mau twong duwong gitta neffy
va cac san pham tiém epinephrine da dugc phé duyét. Neffy ciing chang minh su
gia tang huyét 4p va nhip tim twong tu nhu cc san pham tiém epinephrine, hai
tac dung quan trong cua epinephrine trong diéu tri séc phan vé. Mot nghién ciru
vé neffy & tré em niang hon 66 pounds cho thdy nong d6 epinephrine & tré em
tuong tu nhu nguoi 16n nhan duoc neffy.

Neffy 1a mét loai thudc xit mii liéu duy nhit dugc tiém vao mot 16 miii.
Nhu voi cac san pham tiém epinephrine, liéu thi hai (sir dung thudc xit miii méi
dé quan ly neffy trong cting mot 16 milii) c6 thé dugc dua ra néu khéng co cai thién
cac trieu ching hoic triéu chirng xau di. Bénh nhan c6 thé can tim kiém su tro
gilp y té khan cap dé theo ddi chat ché dot soc phan vé va trong trudng hop can
diéu tri thém.

Neffy di kém vai mot canh béo rang mét sé tinh trang miii, chang han nhu
polyp mili hoic tién str phau thuat mi, c6 thé anh hudng dén sy hap thu cua neffy,
va bénh nhan c6 nhirg diéu kién nay nén tham khao y kién chuyén gia chim soc
stc khoe dé xem xét st dung mot san pham epinephrine tiém. Neffy ciing di kém
vé6i cac canh bao va bién phap phong ngira vé viéc sir dung epinephrine caa nhitng
ngudi €6 tinh trang cing ton tai nhat dinh va phan eng di tng lién quan dén sulfite.

Cac tac dung phu thuong gap nhat cua neffy bao gom kich @ng ¢6 hong,
ngtra ran mi (di cam miii), nhtrc dau, khé chiu miii, cam giac bon chon, cam giac
ngtra ran (di cam), mét moi, run, sé6 mili (chay nuéc miii), ngira bén trong mii
(ngtra miii), hat hoi, dau bung, dau nudu (gingival), té trong miéng (hypoesthesia
miéng), nghet mili, chdng mat, budn ndn va nén.

FDA d3 cap chi dinh neffy Fast Track cho ang dung nay.
FDA d3 cap su chap thuan cua neffy cho ARS Pharmaceuticals

Nguon: FDA Approves First Nasal Spray for Treatment of Anaphylaxis | FDA
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Twong tac thudc giira clopidogrel va thudc wc ché bom
proton (PPI1): Thong tin tir To chitc Chuyén gia Dwoc tai Anh

Khéng khuyén cdo sir dung dong thoi
Clopidogrel voi Omeprazol hoac Esomeprazol
do twong tic thudc c6 y nghia trén lam sang.
C6 thé sir dung clopidogrel dong thoi véi cdc

PPI khac (Pantoprazol, lansoprazol,
rabeprazol)

Nguy co khi sir dung thudc dong thoi:

Theo co ché tac dung, clopidogrel c6 thé dan dén tac dung khong mong
mudn trén duong tiéu hoa nhu xuat huyét, kho tidu va loét duong tiéu hoa. Thude
tic ché bom proton (PPI) thudng duoc ké don dong thoi véi clopidogrel nham
giam thiéu nguy co gap tac dung khong mong mudn néu trén & bénh nhan cé nguy
CO cao.

Trong trudng hop kiém soét tac dung khéng mong mudn, viée st dung dong
thoi hai thude lai ¢6 nguy co tuong tac thude. Clopidogrel 12 tién thude duoc hoat
héa nhd enzym CYP2C19. Omeprazol/esomeprazol (rc ché enzym CYP2C19, 1am
giam nong do clopidogrel c6 hoat tinh trong huyét thanh khi str dung dong thoi.

Céac PPI khac c6 thé (rc ché CYP2C19 & mirc d6 thip hon va tuong tac
thudc chua c6 ¥ nghia trén 14m sang

Mitc d9 can thiét ciia viéc phoi hop Clopidogrel va PPI:

Vién Y té va Chat lugng Diéu trj Qudc gia Anh (National Institute of Health
and Care Excellence - NICE) khuyén céo bat dau sir dung PPI trén bénh nhan
dang st dung clopidogrel c6 nguy co cao gip tac dung khong mong mudn trén
duong tiéu hoa. Cac yéu t6 nguy co bao gdm:

e Tudicao (dac biét trén 75 tuéi)

e Tién st loét da day ta trang, xuat huyét dudng tiéu hoa hoic thing da day
t4 trang

e Nhiém Helicobacter pylori

e Str dung dong thoi cac thude duge biét co thé ting nguy co xuat huyét
duong tiéu hoa
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Bit diu sir dung PPI:

Vi bénh nhan dang sir dung clopidogrel can phai st dung PPI, khong sir
dung omeprazol/esomeprazol. Uu tién sir dung lansoprazol, pantoprazol hoic
rabeprazol.

Bit diu sir dung Clopidogrel:

Vi bénh nhan dang sir dung omeprazol/esomeprazol can phai str dung
clopidogrel, nén chuyén sang str dung PPI khac, gdm lansoprazol, pantoprazol
hodc rabeprazol

Khuyén cao tir Hiép hdi chuyén mén:

Hi¢p ho1 Tim mach Chau Au nhan dinh réng omeprazol/esomeprazol co
tuong tac thube co ¥ nghia trén 1Am sang véi clopidogrel. Lansoprazol ¢6 nguy co
trung binh, pantoprazol va rabeprazol c6 nguy co thip gip tuong tac trén.

Khuyén cdo tir co' quan quén ly:

Co quan Quan Iy Dugc pham Anh (MHRA) va Co quan Duoc pham Chau
Au (EMA) khéng khuyén cdo st dung dong thoi clopidogrel véi
omeprazol/esomeprazol.

Thong tin sin phim:

e Clopidogrel: khong khuyén cdo st dung dong thoi véi
omeprazol/esomeprazol. Twong tac vdi lansoprazol va pantoprazol it cO
y nghia lam sang hon.

e Omeprazol/esomeprazol: khong khuyén cédo st dung dong thoi véi
clopidogrel.

e Lansoprazol, pantoprazol va rabeprazol: khong dé cap dén tuong tac véi
clopidogrel.

Bang chirng trén y vin:

Do tac dong cua PPI 1é€n hi€u qua cua clopidogrel trén hé tim mach chua 1o
rang, khuyén cdo vé quan Iy tuong tac thudc dua trén dit liéu duoc dong hoc.

Dir liéu dwge dong hoc:

e Omeprazol/esomeprazol: liéu cao omeprazol (80 mg/ngay) lam giam
49% ndng d6 tdi da cua clopidogrel trong huyét thanh. Liéu omeprazol
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thip hon (20 mg/ngay) lam giam ndng d6 tdi da cua clopidogrel huyét
tuong it hon (gidm 32%).

e Esomeprazol c6 twong tac tuong tu voi clopidogrel.

e Lansoprazol (30 mg/ngdy) khong lam giam tong nong do clopidogrel.
Liéu cao lansoprazol (60 mg/ngay) lam giam ndng do tdi da cua
clopidogrel trong huyét thanh (giam 18%) thip hon so véi liéu cao
omeprazol.

e Rabeprazol lam giam 28% nong do t6i da cua clopidogrel huyét thanh &
bénh nhan c6 chirc ndng CYP2C19 binh thuong, nhung khong anh hudng
tong nong do clopidogrel.

e Pantoprazol lam giam nhe tong liéu ndng d6 clopidogrel (giam 14%) tuy
nhién liéu dung (80 mg/ngay) vuot qua lidu dugc cip phép.

Hau qua trén tim mach:

Chua c6 bang ching 1d rang viéc giam nong do clopidogrel trong huyét
thanh lién quan dén tuwong tac v6i PPI 1am tram trong tinh trang tim mach cta
bénh nhan. Phan 16n dit liéu tir nghién clru quan sat, nén chua thé két luan rd rang.

Cac nghién ctru thuong danh gid ca nhom thudc PPL, trong d6, mot sb
nghién ctru cho thiy khi sir dung PPI ddng thoi véi clopidogrel din dén hau qua
tim mach ning né hon so véi mot sd nghién ctru khac lai cho thiy anh hudng
tuong tu. Vi cac nghién ctru danh gia ting thude PPI, két qua khong théng nhat.

Mot sb béng ching cho thé'ly viéc str dung PPI 1a mot d4u hiéu doc 1ap cta
bénh tim mach, theo déi bénh nhan str dung PPI da c6 nguy co tim mach ban dau
cao. Piéu ndy dan dén kho khan khi danh gia muc do y nghia trén lam sang
cia tuong tac thude gitra clopidogrel va PPIL.

Nguon: Using clopidogrel with proton pump inhibitors (PPIs) — SPS - Specialist
Pharmacy Service — The first stop for professional medicines advice
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HUONG DAN SU DUNG

Bat tiem Humalog Mix 75/25 KwikPen 3mi
(300 don vi, 100 don vi/ml)
1. Gigi thiéu but tiém Insulin

Humalog

KwikPen®

Hinh 1: San pham bat tiém Humalog Mix 75/25 KwikPen
Gai but Phan gitr Nhan but Vach chi liéu
ong thudc

/B\ 60 'xgrlfm ‘i' '

Napbit  Miéng ndi kin Pit tong Than bit  Man hinh
béng cao su hién thj liéu

Ntim chinh lidu

Hinh 2: Cac phan cua but tiém Kwikpen

Miéng gidy
= o
=\ U
Nip bao vé  Nap bao vé Kim

kim bén ngoai |kim bén trong

Hinh 3: Céc phan cua kim tiém (kim khéng di kém buit)

Humalog Mix 75/25 KwikPen (“But”) 1a bt tiém dong sin thudc chira 3ml
(300 don vi, 100 don vi/ml) insulin, khdng str dung lai khi da hét thuéc. Mot but
c6 thé tiém duoc nhiéu lidu. But quay 1 don vi cho 1 1an. Ban c6 thé dung tir 1-60
don vi cho mdi miii tiém. Néu lidu cia ban 1a hon 60 don vi, ban sé can phai

tiém cho minh nhiéu hon mét miii tiém.

Khéng dung chung bat tiém cuaa ban véi nguoi khac, ké ca khi da dbi kim
tiém. Khéng tai sir dung hodc ding chung kim tiém voi ngudi khac. Ban c6 thé

Iy nhiém bénh cho ngudi khac hoic bi lay nhiém bénh tir nguoi khac.
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2. Cac vi tri tiém Insulin

Luwu y: Bénh nhan tuyét
dbi tranh tiém vao cung
mét vi tri hét 1an nay
dén lan khac. Diéu nay
c6 thé dan dén ndi cuc
ctng hoac ling dong
m& phét trién dudi da va
anh huong dén viéc hap
thu thudc (>2 miii

tiém/ngay).
Madt truwéc vi tri tiém: Mgt sau vi tri tiém:
Bung va Pui Canh tay trén va mong

3. Cac bwoc s dung but tiém Insulin

Hudng dan st dung bt tiém Insulirf

1) Lam &m va
déng nhat thudc

LS
o
P

Théo ndp bit tiétm L3n trdn bit tiém DI chuyén bt tidm 1&n xudng 10 Bn
10 Bn ¢ho 6&n khi dung djch Gdng nhit

@ Gan kim

(B
g
CA

V3n kim thing Théo ndp 16n Théo nSp nhé
va chjt vdo bt tiém bén ngodl kim bén trong

© Dudi bot khi

S
;

Xoay nit chon I
2 don v

e
c
.
gl m
B
§

ém Huéng kim Ién trén, g6 nhe
vdo dSu bat tiém vai lin hodn todn

7

@ dinh ligu tiém Vidy: PP

24 don vj oA =

1

Xoay nGt chon 1i%u tiém A& chon s8 don vi ban cin tiém theo y Idnh cla béc st

© Tiém thuéc ‘
An nit bSm liéu tiém xubng hodn todn dén khi GIT nguyén kim ©ua kim vo trong ndp I8n vin thio kim ra,
36 khéna ndm nqanq v vach chi liéu tiém it nht 6 gldy a9y ndp bt tidm v bdo quin nai mit
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4. Bao quan bat tiém Insulin
Bt chwra sir dung
e Bao quan bat chua sir dung trong ta lanh ¢ 2°C dén 8°C.
e Khong lam déng lanh bit. Khdng st dung néu bat bj dong lanh.
e Bt chua st dung cd thé sir dung dén ngay hét han in trén nhan, néu bat
ti€ém do6 duoc bao quan trong tu lanh.
Bt da sir dung
e Bao quan but tiém dang sir dung & nhiét do phong <30°C tranh néng va
anh sang.
e Thoi han sir dung 28 ngay sau khi mé nap.
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Medsafe: Mot s6 thudc c6 thé gy khéi phat hoiic 1am trim
trong thém bénh nhuwgc co

Bénh nhwge co

Nhuoc co (Myasthenia gravis

“MG”) 1a mot roi loan dan truyén than #m‘% M"

kinh co do cic tu khang thé ngin chin -

hodc pha hiy cac thy thé acetylcholine ?‘ ' /./‘ \\
nicotinic (AChR) hoac céc protein khac m ‘
tai diém nbi than kinh co cua co xuong.

Tri€u chiing dac trung ctia bénh nhugc co la sy yéu di khong tu chu ctia cac
co diéu khién hoat dong cua mit, biéu cam khuén mit, noi, nudt, chuyén dong
chan tay va ho hép. Céc triéu chirng bao gém sup mi mét, nhin d6i, kho nhai hodc
nudt, rdi loan giong noi, yéu chan tay va hut hoi. Bénh nhuoc co c6 thé anh huong
dén nhiéu nhoém co hodc chi anh hudng dén co mit.

Bénh nhuoc co co thé xuit hién trén bénh nhan & moi lira tudi, tuy nhién
thudng khai phat ¢ phu nir dudi 40 tudi va nam gidi trén 60 tudi.

Nhiéu yéu t6 c6 thé gay khoi phat hodc lam traim trong thém bénh MG, bao
gdm viée st dung cac thude c6 nguy co (duoc md ta bén dudi), cing thing, mét
moi, nhiém trung, hoat dong thé chat qua muc, khi hau Am ap, phau thuat va thay
d6i trong phac dd diéu hoa mién dich.

Bénh nhuoc co lién quan dén thudce

Thudc e ché mién dich, thude trc ché Tyrosine kinase va Statin c6 thé gay
khoi phét hodc 1am trim trong thém tinh trang nhugc co hién c6 do gdy phan tng
tw mién dich tai diém ndi than kinh co.

Cac thudc khac nhu aminoglycosid, thudc khdng muscarinic, thudc chen
than kinh co va benzodiazepin, tac dong dén sy dan truyén than kinh co, tir d6 c6
thé 1am ning thém hoic biéu hién cac triéu ching bénh nhuoc co.

Bang 1: Cac phan nhom thudc va mat sé thudc cu thé cd lién quan dén
tinh trang nhwoc co.
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Nhom thube

Thubc cu thé*

Nhom thube

Thubc cu thé*

Thuoc trc ché mién dich

Atezolizumab
Durvalumab
Ipilimumab
Nivolumab
Pembrolizumab

Thudc chen than kinh co

Dac t6 toxin type A
Atracurium
Mivacurium
Rocuronium
Vecuronium
Suxamethonium

Statin Atorvastatin Benzodiazepin Clonazepam
Pravastatin Diazepam
Rosuvastatin Lorazepam
Simvastatin Temazepam

Thudc tic ché tyrosin kinase . Thudc chen beta Propranolol
Lenvatinib

Nadolol

Aminoglycosid Gentamycin Fluoroquinolon Norfloxacin
Amikacin Ciprofloxacin
Tobramycin Moxifloxacin

Thuoc khang muscarinic

Atropine (duong
toan than)
Hyoscine
(scopolamine)
Propantheline

Macrolid

Azithromycin
Clarithromycin
Erythromycin
Roxithromycin

*Lyu v: Danh sdch chwa day di

Bénh nhén hién mic bénh nhwoc co

Khéng khuyén céo str dung cac thudc ké trén va can than trong khi st dung
cac thudce nay trén nhitng bénh nhan hién dang mic bénh nhuoc co.

Can tra ctru thong tin san phAm va cac huéng dan diéu tri, hodc tham khao
v kién chuyén gia (néu can) trudc khi ké don cho bénh nhan hién dang méc nhuoc
co vé nguy co gip phan Gng ty mién dich hodc anh hudng dén su din truyén thin

kinh co.

Bénh nhan nghi ngd' mic bénh nhuoe co lién quan dén thude

Tham khdo thong tin san pham va can nhac ngung thudc néu can. Thuc

hién chan doan va diéu tri nhuogc co theo huéng dan 1am sang tai don vi.
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Statin va bénh nhwgc co

Bénh nhuoc co gén day duogc xac dinh 1a mot tadc dung khong mong mudn
hiém gip lién quan dén Statin. Medsafe dd yéu cau cac don vi phan phéi thude tai
New Zealand cap nhat t& thong tin cac san phdm c6 lién quan.

Mot s6 béo céo da dugc ghi nhan cho thiy statin gy ra hodc lam trim trong
thém tinh trang nhuoc co hoac nhugc co mit, bao gém céc béo céo veé tinh trang
tai phat bénh khi dung lai mot loai statin hodc mdt loai statin khac. Do do, nén
nging sir dung thudc statin néu xuét hién céc tinh trang nay.

Khuyén céo nhitng bénh nhin dang sir dung statin nén canh giac va thong
béo v6i bac si néu ghi nhan bat ky triéu ching méi cé lién quan dén nhuoc co,
hodc cac triéu ching nang hon ctia bénh nhugc co hién co.

Tinh dén ngay 30 thang 6 nim 2024, Medsafe va Trung tim theo d&i phan
ung c6 hai (CARM) da nhan dugc 5 bao cao vé bénh nhuoc co, bao gém:

e 3 bio cdo co thue nghi ngd 1a pembrolizumab..

e 2 bio cdo co thue nghi ngd 13 atorvastatin.

Bai viét gdc: medsafe.govt.nz/profs/PUArticles/September2024/Medicines-may-
cause-or-exacerbate-myasthenia-gravis.html
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Théng tin thudc:

Béo céo cac ca ADR 12 thang tai don vi

Tén thuéc, néng d6/ham

STT lrgng, dang bao ché cia Mé ta Ch::]l;;bleu hién Ciach xw tri phan ng K,Ett qruahs:au !{]11 ¢ Mige ‘,19 nﬁt,“mfl
thuéc nghi ngo gay ADR xit tri phin ¥ng | trong cia phin vmg
1) ) (3) @ (3) (6)
Bénh nhdn cé bicu hién ; . - 3- A
| | Cefoperazone 2g bét pha tiém | ndi mén 46 ban kinh 3cm | Neone S dung khing sinh )| Hotphuckhong | by o i one
s Cefoperazone co di ching
xung quanh w1 tri test
Celecoxib (Vicoxib) 200mg Bénh nhin ndi mé day, |~ AAisolu 40me 1 lo (TMC) Héi phuc khéng . .
2 . b2 todn thin. mat - Dimedrol 10mg: 5 éng (TMC) <5 di chitn Khong nghiém trong
vien nang nem - S - Lactate Ringer 500m1 (TTM) _ .
Ciprofloxacin 200mg/100 ml Bénh nhan da né1 mén d6 | - Ngung truyén Ciprofloxacin. Ha1 phuc khong R .
3 | dung dich tiém truyén sau truvén. - Atisolu 40mg 1 lo (TMC). o6 di chimg | -héng nghiém trong
4 | Ciprofloxacin 200mg/100 ml Bénh nhén than nga da | Ngung truyén Ciprofloxacin. Héi phuc khong | Khéng nghiém trong
- Xung quanh vung da )
- : R . test thude ndi man do. : . Héi phuc khéng . .
5 | Cefotaxime 2g bgt pha tiem - Bénh nhin than ngia Nzung st dung Cefotaxime. <6 di chiing Khong nghiém trong
tay va ving heng. ]
. - Xung quanh ving test . Haé1 phuc khong . .
6 | Cefoperazone 2g bot pha tiém thude ndi man 4o, Ngung sie dung Cefoperazone. ¢6 di chiing Khéng nghiém trong
o - NaCl10,9% TTM CCC g/ph. )
. o Bénh nhén da n6i méan 40 | - Adrenalin TB % 6ng. Hé1 phuc khéng . .
7| Drotaverin §0mg vién nén todn thin kém ngira - Medrol 40mg 110 TMC. c6dicimg | ong nghiém trong
- Dimedrol 5 éng TB.
_ _ ; Bénh nhin than ngéa| Bmgﬁr lactate 1 chai (TTM) LX N )
Ciprofloxacin 400mg/200ml " . . | g/ph. Ha1 phuyc khong . .
8 . : nhiéu canh tay bén ) . i . N Khong nghiém trong
dung dich truyén 3 gae e - Dimedrol 10mg/ml 2 ong tiém co di ching
truyén khang sinh. bip
Metronidazol 500mg/100m1 | b oni ohdn than ngta, 061 | - Neung truyén Metronidazol Héi phuc khéng | . | .
9 dune dich tidm truvén do ban tay hai bén va | 300mg/100ml o6 di chm Khéng nghiém trong
£d Y lung. _ Atisolu 40mg 1 lo (TMC). £
Sau test thubc bénh nhén Fili ote ki
10 | Cefotaxime 2g bdt pha tiém noi man 40 long ban tay | Ngung st dung Cefotaxime. ?:Z:pdiu:hl}nmg Khéng nghiém trong
hai bén khéng ngita £
Bénh nhin ndi ban san, ) & 2
11 | Cefotaxime 2g bot pha tiém ngta ving test Ngung st dung Cefotaxime. H?:tap;liushﬁ;ng Khéng nghiém trong
Bénh nhén néi mén ngta _ i 5
12 | Prroxicam 20mg vién nén toan thin Ngung s dung Piroxicam. Holdlc:hc‘ilcéh;ﬂg Khong nghiém trong
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