BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
S6:5%09%4... /JQLD-TT Ha N6i, ngdy A% thang Ad... nam 2015
V/v cung cap théng tin lién quan dén tinh ~ = 0
an toan cta thudc diéu tri DTD type 2 CONG VAN DEN
nhém DPP-4, thudc chita Methotrexate, Sé:'.......,.6.5........'..0..
thu6c NSAID khong phai Aspirin Ngéty.22..thdng.4.2.ndm 2045.
Kinh glii: - S&Y t€ céc tinh, thanh phd truc thudc Trung vong;

- Cic bénh vién, vién c6 giudng bénh truc thuoc Bo Y t&

Ngay 03/11/2015, Hoi déng Tu van cép S6 dang ky luu hanh thudc - BO Y t€ dad
hop xét duyét dot 152 - d6i véi thue trong nude va dot 92 - d6i vé6i thudc nude ngoai.
Ta1 budi hop, Hoi déng da thao luan cdc thong tin lién quan dén tinh an toan va hiéu
qua cha: thudc diéu trl dai thdo dudng type 2 nhém tc ché Dipeptidyl peptidase-4
(DPP-4) (bao gdém: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin); thu6c chia
Methotrexate; thusc khang viem khong cé cdu tric Steroid (NSAID) va khong phai 1a
Aspirin.

Thong tin chi tiét vé d an toan, hiéu qua cing ké&t luan cta Hoi dong doi véi
céc thudc néu trén duoc ghi trong Phu Iuc “Cap nhat thong tin lien quan dén tinh an
toan thuéc” dinh kem trong cong vin niy, dong thdi duge dang tai trén cong thong tin
dién tir caa Cuc Quén 1y Dugc theo dia chi http://www.dav.gov.vn trong muc “Thong
tin thudc” dé cic cdn bo y t& c6 thé tra cttu, cap nhat thong tin. .

Dé dam bio sir dung thudc an toan, hop 1§, Cuc Quan 1y Dugc yéu cdu S& Y t&
c4c tinh, thanh phé tryc thudc Trung wong, céc bénh vién, vién c6 giuong bénh truc
thudc Bo Y té:

1. Thong bao cho céc co s& khdm bénh, chita bénh, cac don vi kinh doanh dugc
phim trén dia ban cic thong tin lién quan dén tinh an toan, hiéu qua va két luan cua
Hoi déng Tu vin cip S6 dang ky luu hanh thudc d6i véi: thudc diéu tri ddi thdo dudng
type 2 nhém tc ché Dipeptidyl peptidase-4 (DPP-4) (bao gbm: Sitagliptin, Saxagliptin,
Linagliptin va Alogliptin); thuéc chita Methotrexate; thudc khang viém khong cé cau
triic Steroid (NSAID) va khong phéi 1a Aspirin.

2. Hudng dan c4c co s& khdm bénh, chifa bénh trén dia ban ting cudng theo doi,
phat hién va xt trf céc trudng hop x4y ra phan ting c6 hai ctia cdc thudc néu trén (n€u
¢6). Giri bdo céo phan tng ¢ hai clia thudc vé: Trung tm quéc gia vé Thong tin thude
va Theo ddi phan ting c6 hai cta thuée (13-15 Lé Thénh Tong, Quan Hoan Ki€m, Ha
Noi) hodc Trung tam khu vyc vé thong tin thuéc va theo d5i phan tng c6 hai cua thuée
TP. H6 Chi Minh (201B Nguyén Chi Thanh, Quéan 5, TP. H6 Chi Minh).

Cuc Quén 1y Dugc thong bdo d€ cdc don vi biét va thuc hién./.
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PHU LUC
Cap nhat thong tin lién quan dén tinh an toan cua thudc
(Pinh kém theo Cong van s6,209%2 ngay 44 thing 42 nam 2015)

1. Thuéc diéu tri dai thio duong type 2 nhém ic ché Dipeptidyl peptidase-4
(DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin):

1.1. Cap nhat thong tin ctia Co quan quén 1y Dugc va Thyc phim (FDA) My:

- Theo théng béo an toan ngdy 28/8/2015, FDA My da thong béo bé sung thong
tin trong muc “Céanh bdo va than trong” trong t& huéng din st dung cling nhu théng tin
dén cdn bo y t€ va ngudi dan vé tic dung phu gay dau khép co thé dan dén tinh trang
bénh nghiém trong hodc tan phé cla cdc thudc dicu tri dii thdo dudng type 2 nhém tc
ché Dipeptidyl peptidase-4 (DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va
Alogliptin).

- Thong qua hé théng canh béo tdc dung c6 hai ctia thuéc (FAERS), FDA My da
ghi nhan nhiéu bénh nhan bi dau khép sau khi bat ddu diing thudc trén tir 1 ngay dén
vai nam. Sau khi nglng ding thudc, thudng la dudi 1 thdng, triéu ching nay dugc
thuyén gidm. Mot s6 bénh nhan bi tdi dau khép khi tr& lai ding thudc hodc sl dung
thudc khéc trong nhém.

1.2. Cap nhat thong tin cua Cong ty Boehringer Ingelheim:

Ngay 30/9/2015, Cuc Quén 1y Dugc nhan dugc van thu ctia Cong ty Boehnnger
Ingelheim thong bao: Ngay 24/4/2015, FDA My ra thong bdo yéu cau Cong ty bd sung
thong tin lién quan dén “viém khép” vao muc “Canh bdo va thén trong”, thong tin cho
bénh nhan va hudng din vy t€ d6i v6i thude chita hoat chat Linagliptin.

1.3. Tai Viet Nam, hién c6 22 s6 ding ky thudc nudc ngoai va 02 s6 déng ky
thudc trong nudc cla thudc diéu tri déi thdo dudng type 2 nhém tc ché Dipeptidyl
peptidase-4 (DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin).

Hoi aong Tw vdn cdp SPK luu hanh thudc - BO Y té hién dang tiép tuc xem xét va
s€ dua ra két ludgn doi véi cdc thudc nay sau khi cdp nhdt thém quyét dinh chinh thiic
cia co quan Qudn ly cdc nudc khdc cé lién quan.

2. Thudc chita Methotrexate:

2.1, Cap nhat thong tin clia Co quan quén 1y céc san phidm ding cho diéu tri Uc
(TGA): |

Theo 4n phdm Medicines Safety Update, tap 6, s6 3, thang 06/2015, TGA da
thong béo cap nhat thong tin vé virus viém gan siéu vi B t4i hoat dong vao thong tin
san phdm cta thudc chita methotrexate:

+ Trudce day, viem gan B tdi hoat dong khong dugc dé cap trong tS thong tin san
pham ctia thudc chita Methotrexate. Tuy nhién, trong t& thong tin san pham nay c6 céc
c4nh bdo lién quan dén ngod doc gan tiém tang va can xét nghiém viém gan B trude khi
diéu tri bing thusc chita Methotrexate.

+ Phén than trong duoc cap nhat vao o thong tin san pham dé cap dén trudng hop
viem gan B ti hoat dong sau khi ngung st dung thudce chita Methotrexate.
+ Thong tin dén cdn bd y t&: To thong tin san phdm dugc cap nhat khuyén céo cén

bo y t& ddnh gid cdc bénh v€ gan cd thé x4y ra & bénh nhan da timg nhiém viém gan
siéu vi B hoic C dang s dung thudc Methotrexate.




Dua trén nhitng dénh gid néi trén, viec diéu tri hodc ti€p tuc diéu tri bang
Methotrexate c6 thé khong thich hgp & mot s6 bénh nhan.

2.2. Tai Viét Nam, hién c¢6 09 s ding ky thudc nudc ngoai va khong c6 s6 dang
k¥ thudc trong nude cua thude chita Methotrexate.

Hoi ddng Tw vdn cdp SPK luu hanh thudc - Bo Y té hién dang tiép tuc xem xét va
s€ dua ra két ludn doi véi cdc thudc nay sau khi cdp nhdt thém quyét dinh chinh thiic
cia co quan Quan 1y cdc nudc khdc cé lién quan.

3. Thuéc khang viéem khong c6 cdu tridc Steroid (NSAID) va khong phai la
Aspirin: :

3.1. Cap nhat thong tin clia cic co quan quan 1y trén the gidi:

* Co quan quan 1y Dugc va Thuc phdm (FDA) My:

Ngay 09/7/2015, FDA M§ nhan manh canh bédo vé ting nguy co dau tim hodc dot
quy do st dung thudc khang viem khong c6 cdu triic steroid (NSAIDs) va khong phai
12 Aspirin. FDA My yéu cdu cap nhat théng tin cho tat ca cdc thude khéng viém khong
c6 cdu tric steroid (NSAIDs) va khong phai 1a Aspirin ma cén ké don. V€ phin céc
thu6c khong can ké don, huéng dan dit dung céc thudc nay da c6 thong tin vé nguy co
dau tim va 4ot quy.

Dua trén dénh gid ctia FDA M§ va khuyén cdo ctia céc hoi dong tu van (Hoi dong
tw vin vé viem khép, Hoi déng tu vin quan 1y nguy co va an toan thudc), hudng dan sir
dung ctia thuéc NSAIDs s& dugc chinh sira lai d€ cap nhat nhitng thong tin sau:

- Nguy co dan dén céc con dau tim va dot quy ¢6 thé x4y ra ngay trong nhiing
tudn déu st dung mot thuéc NSAIDs. Nguy co nay c6 thé cao hon khi kéo dai thdi gian
str dung NSAID:s.

- Liéu cang cao thi nguy co cang cao.

- Trudc day, tét ci cac NSAIDs dugc cho 1a déu mang nguy co tuong tu nhau. Cac
thong tin méi hon cho thdy két ludn trén khong 16 rang. Tuy nhién, thong tin md&i nay
khong dé két luan bat cit NSAIDs cu thé nao chic chin chita nguy co cao hon hay thap
hon cdc NSAIDs khac.

- Cic NSAIDs c6 thé gia tang nguy co dau tim va dot quy & cac bénh nhéan bi dau
tim, co nguy co mic bénh tim mach hogc khong bi dau tim, khong c6 nguy co méc
bénh tim mach.

- Nhin chung bénh nhan bi bénh tim mach hodc cé nguy co méc bénh tim mach
dé dang bi dau tim va dot quy cao hon bénh nhéan khong co nguy co méc bénh tim
mach.

- Bénh nhén dugc diéu tri v6i NSAIDs sau ldn dau tim ddu tién dé tir vong trong
nam d4u sau khi bi dau tim so véi bénh nhan khong dugc diéu tri v6i NSAID sau lan
dau tim d4u tién.

- Khi s&r dung NSAIDs, nguy cg bi suy tim s€ tdng cao.

* Thong bdo clia Co quan quan 1y Duoc phdm Anh (MHRA): ké tit ngay
15/01/2015, tai Anh, thuSc vién c6 chita diclofenac chi c6 thé luu hanh dudi dang
thuéc ké don (Prescription Only Medicine — POM) do diclofenac c6 lién quan dén
nguy cd gia ting khong dédng ké vai tdc dung phu nghiém trong tai tim mach & mot s6
bénh nhan, dic biét n&u sit dung liéu cao trong diéu tri lau dai.

* Ngay 24/7/2014, Co quan quan Iy cdc san phdm dung cho diéu tri Uc (TGA) da
thong bdo cap nhat thong tin khi sir dung NSAIDs & lieu lugng ke don lam tang nguy




co huyét 4p, suy tim, nhdi mau co tim va dot quy, va cac rui ro nay ciing dugc dp dung
cho céc thuéc OTC.

1.2. Cap nhat théng tin clia Van phong dai dién Novartis Pharma Services AG tai
TP. H6 Chi Minh:

Ngay 20/7/2015, Cuc Quan ly Dugc nhan duge thongtin thong bdo chia Van
phong dai dién Novartis Pharma Services AG tai TP. H6 Chi Minh lién quan dén tinh
an toan cia thuéc NSAIDsva khong phai 12 aspirin (bao gom thudc chia diclofenac).
Tai Viét Nam, Cong ty Novartis Pharma AG 1a nha ding ky cha 8 thudc chia
diclofenac. Cong ty xin kién nghi ti€p tuc thu thap va ddnh gid nguy co dau tim hodc
dot quy do st dung thusc NSAIDs va khong phai 12 aspirin dé chic chin vé viéc dang
ky thudc chita diclofenac.

Hoi déng Tu vdn cdp SPK luu hanh thudc - Bo Y € théng nhdt: Cuc Qudn ly
Dutgc - B Y 1€'s€ c6 cong vin gii cde don vi ddng ky, sdn xudt thudc yéu cdu va huong
dén viéc cdp nhdt cdc théng tin cdnh bdo ndy vao nhan va to huong ddn sit dung cua
cdc thudc c6 lién quan.




