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V/v cap nhit thong tin lién quan dén K 30 ”g@’oiq thing A ndm 2015

tinh an toan cua thubc didu tri PTD
type 2 nhém DPP-4, thudc chira
Methotrexate, thuéc NSAID khong
phai Aspirin

Kinh giri:

Cacdonvi Y té trong tinh;

Bénh vién 22/12; Bénh vién Tam tri; BV Mit-Sai
Gon-Nha Trang; Cac phong kham da khoa;

Céc co so kinh doanh duoc.

Thuc hién chi dao ciia Cuc Quan Iy Duoc tai vin ban sé 22982/QLD-TT
ngdy 14/12/2015 vé viéc cap nhit théng tin lién quan dén tinh an toan cia thuéc
didu tri dai thao dwong type 2 nhém DPP-4, thudc chira Methotrexate, thudc
NSAID khong phai Aspirin, S& Y té yéu cau cdc co quan, don vi tai vin ban tai dia

chi: www.svt.khanhhoa.gov.vn (Muc vidn ban S¢ Y té) dé thuc hién.

Khi stir dung cac thudc néu trén, dé nghi cac co s& kham chita bénh tang
cuong theo ddi, phat hién va xir tri cac trudng hop xdy ra phan Ung ¢6 hai cua céc
thude (néu c6). Giri bao cdo phan (g c6 hai cia thude vé: Trung tim Qudc gia vé
Thong tin thube va Theo doi phan tmg c6 hai cta thude (13-15 Lé Thénh Téng,
quan Hoan Kiém, Ha Noi) hodc Trung tim khu vuc vé théng tin thude va theo doi
phan tmg c6 hai cta thuée TP. H6 Chi Minh (201B Nguyén Chi Thanh, quan 5,
Tp. H6 Chi Minh).

Pé nghi cac don vi nghiém tic thyc hién./.
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-Nhur trén; PHO I -
_Phong Y t€ huyén, thi x4, thanh phé; WGIAMBOC
-Hoi HNYTTN;

-Bdo Khanh Hoa (nha bdo Thao Ly);
-Lanh dao So;

-NVY, Thanh tra S¢;

-Luu: VT, NVD.




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
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S6:540982... /IQLD-TT Ha Néi, ngay .44 thang AL.. nam 2015

V/v cung cép thong tin lién quan dén tinh STi v TE TINU RIANH HOA ]

an toan ctia thudc diéu tri PTD type 2
nhém DPP-4, thudc chita Methotrexate, A’ S8
thudc NSAID khong phai Aspirin

Kinh glii: - S&Y t€ c4c tinh, thanh phé tryc thuoc Trung uwongsn. ... —_ . :

- Cic beénh vién, vién c6 giudong bénh tryc thudc Bo Y t€

Ngay 03/11/2015, Hoi déng Tu vén cdp SO ding ky Iuu hanh thudc - Bo Y t€ da
hop xét duyeét dgt 152 - d6i véi thudce trong nude va dot 92 - d6i v6i thude nuéc ngoai.
Tai budi hop, Hoi déng da thao luan cdc thong tin lién quan dén tinh an toan va hi¢u
qua ca: thudc diéu tri déi thdo dudng type 2 nhém tc ché Dipeptidyl peptidase-4
(DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin); thu6c chia
Methotrexate; thu6c khang viém khong c6 céu tric Steroid (NSAID) va khong phai 1a
Aspirin.

Thong tin chi tiét vé do an toan, hiéu qua cing két luan ctia Hoi dong doi véi
cAc thudc néu trén dugc ghi trong Phu luc “Cap nhat thong tin lién quan dén tinh an
toan thuée” dinh kem trong cong vin nay, dong thoi duge dang tai trén c6ng thong tin
dién tir cia Cuc Quan 1y Dugc theo dia chi http://www.dav.gov.vn trong muc “Thong
tin thuéc” dé cc can bd y t& c6 thé tra ctu, cap nhat thong tin.

P& dam bio st dung thudc an toan, hop 1y, Cuc Quan 1y Dugc yéu cdu S§ Y t€
c4c tinh, thanh phé truc thuoc Trung uong, cdc bénh vién, vién c6 giuong bénh truc
thuoc Bo Y t&:

1. Thong béo cho céc co sd khdm bénh, chita bénh, cdc don vi kinh doanh dugc
phdm trén dia ban cdc thong tin lién quan dén tinh an toan, hiéu qui va két luan cua
Hoi déng Tu vén cép S6 dang ky luu hanh thudc d6i véi: thude diéu tri ddi thdo dudng
type 2 nhém ttc ché& Dipeptidyl peptidase-4 (DPP-4) (bao gém: Sitagliptin, Saxagliptin,
Linagliptin va Alogliptin); thuéc chia Methotrexate; thudc khang viém khong c6 céu
tric Steroid (NSAID) va khong phai 1a Aspirin.

9 Huéne din céc co s& khdm bénh, chita bénh trén dia ban ting cudng theo dai,

phat hién va xu tri cdc trudng hgp Xay ra

han tng c6 hai clia cdc thudc néu trén (néu

c6). Giti béo cdo phan ting c6 hai ctia thudc vé: Trung tam quéc gia vé Thong tin thude

va Theo ddi phan ting c6 hai cua thu6e (1

~

N6i) hoic Trung tam khu vyc vé thong tin

3-15 Lé Thanh Tong, Quéan Hoan Kiém, Ha
thu6c va theo dbi phan ting c6 hai ctia thude

TP. Hé Chi Minh (201B Nguyén Chi Thanh, Quan 5, TP. H6 Chi Minh).
Cuc Quan 1y Dugc thong bdo dé cdc don vi biét va thuc hién./.

Noi nhén:

- Nhu trén;

- Bo trudng Bo Y t& (dé b/c) ;

- Céc Thit trudmg Bo Y t& (dé b/c) ;

- Cuc trudng Cuc Quan 1y Duge (d€ b/c) ;
- Cuc Quan 1y Khém chita bénh;

- Cuc Quan Y - Bo Quéc phong ;

-Cuc Y t€—-Bo Cong an ;

- Cuc Y t&€ — Bo Giao thong van tai;

- Trung tam DI & ADR Quéc gia;

- Trung tAm DI & ADR khu vyc TP. HCM;
- Website Cuc Quan 1y Duoc;

- Phong DKT, QLKD, QLCL - Cuc Quén 1y Duoc;
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PHU LUC
Cap nhat thong tin lién quan dén tinh an toan cua thudc
(Dinh kém theo Cong van s63409%2 ngay 44-thing 42 nam 2015)

1. Thudc diéu tri dai thao dudng type 2 nhom e 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 thong béo an toan ngay 28/8/2015, FDA My da théng bao bd sung thong
tin trong muc “Canh béo va than trong” trong t& huéng dan str dung ciing nhu thong tin
dén cén b y t& va ngudi dan vé tic dung phu gay dau khdp c6 thé din dén tinh trang
bénh nghiém trong hodc tan phé clia céc thudc diéu tri d4i théo dudng type 2 nhém tc
ché Dipeptidyl peptidase-4 (DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va
Alogliptin).

- Théong qua hé théng canh bdo téc dung c6 hai clia thuse (FAERS), FDA My da
ghi nhan nhiéu bénh nhan bi dau khép sau khi bat ddu ding thudc trén tir 1 ngay dén
vai nam. Sau khi ngimg diing thudc, thudng l1a dudi 1 thing, tri¢u ching nay dugc
thuyén gidm. Mot s6 bénh nhan bi tai dau khép khi trg lai ding thudc hodc st dung
thu6c khéc trong nhém.

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

Ngay 30/9/2015, Cyc Quén 1y Dugc nhan dugc van thu ctia Cong ty Boehringer
Ingelheim thong bdo: Ngay 24/4/2015, FDA My ra thong b4o yéu cdu Cong ty bd sung
thong tin lién quan dén “viém khép” vao muc “Canh bdo va than trong”, thong tin cho
bénh nhan va huéng din y t€ d6i véi thude chita hoat chét Linagliptin.

1.3. Tai Viét Nam, hién c6 22 s6 dang k¥ thu6c nudc ngoai va 02 s6 dang ky
thuéc trong nuéc clia thudc diéu tri ddi thdo dudng type 2 nhom Uc ché Dipeptidyl
peptidase-4 (DPP-4) (bao gém: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin).

Héi déng Tu vdn cdp SPK luu hanh thudc - Bo Y té€ hién dang tiép tuc xem xét va
sé dua ra két ludgn doi véi cdc thudc ndy sau khi cdp nhdt thém quyét dinh chinh thic
ciia co quan Qudn 1y cdc nudc khdc c6 lién quan.

2. Thudc chira Methotrexate:

2.1. Cap nhat thong tin ctia Co quan quén 1y céc san phdm ding cho diéu tri Uc
(TGA):

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

+ Trude day, viém gan B tdi hoat dong khong duoc dé cap trong t& thong tin sdn
phdm ciia thuéc chita Methotrexate. Tuy nhién, trong t3 thong tin san phdm nay c6 cic
cinh bdo lién quan dén ngd doc gan tiém tang va can x€t nghiém viém gan B truéc khi
diéu tri bing thu6c chita Methotrexate.

+ Phén than trong dugc cap nhat vao to thong tin sin phdm dé cap dén trudng hop
viém gan B t4i hoat dong sau khi ngung stt dung thudc chita Methotrexate.

+ Thong tin dén cén bo y t&: To thong tin sin phdm dugc cap nhat khuyén céo cdn
bo y t€ ddnh gid cdc bénh vé gan c6 thé xay ra & bénh nhan da timg nhiém viém gan
siéu vi B hoic C dang sir dung thu6c Methotrexate.



Dua trén nhiing dédnh gid néi trén, viéc diéu tri hoac ti€p tuc dieu tri bing
Methotrexate c6 thé khong thich hgp & mét s6 bénh nhan.

2.2, Tai Viét Nam, hién c6 09 s6 dang ky thudc nudc ngoai va khéng c6 s6 ding
ky thuéc trong nudc cta thude chita Methotrexate.

Hoi déong Tu vdn cdp SPK luw hanh thuéc - Bo Y té hién dang tiép tuc xem xét va
sé dua ra két ludn doi vdi cdc thudc nay sau khi cdp nhdt thém quyét dinh chinh thirc
cua co quan Quan ly cdc nudc khdc cé lién quan.

3. Thudc khang viém khong c6 cdu tric Steroid (NSAID) va khong phai la
Aspirin:

3.1. Cap nhat thong tin ctia cdc co quan quan 1y trén thé gidi:

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

Ngay 09/7/2015, FDA M§ nhdn manh cénh béo vé ting nguy co dau tim hodc dot
quy do st dung thu6c khdng viém khong c6 céu tric steroid (NSAIDs) va khong phai
14 Aspirin. FDA My yéu cdu cap nhat thong tin cho tét ca c4c thudc khang viém khong
c6 cu tric steroid (NSAIDs) va khong phai 12 Aspirin ma cén ké don. V€ phdn cic
thu6c khong can ké don, huéng dan dir dung cdc thubc nay da c6 thong tin vé nguy co
dau tim va dot quy.

Dua trén dénh gid cia FDA My va khuye'n cdo ctia cdc hoi dong tu van (Hoi déng
tu vin vé viéem khép, Hoi dong tu van quan 1y nguy co va an toan thudc), huéng dan sir
dung ctia thu6c NSAIDs s& duogc chinh sira lai dé cap nhat nhu'ng théng tin sau:

- Nguy co dan dén cdc con dau tim va dot quy c6 thé xay ra ngay trong nhiing
tudn dau sir dung mot thudc NSAIDs. Nguy co nay c6 thé cao hon khi kéo dai thoi gian
sir dung NSAID:s.

- Liéu cang cao thi nguy co cang cao.

- Truéc day, tit ca cac NSAIDs dugc cho 1a déu mang nguy co tuong tu nhau. Cac
thong tin méi hon cho thdy ket luan trén khong 1o rang. Tuy nhién, thong tin méi nay
khong dé két luan bat ctt NSAIDs cu thé nao chic chin chita nguy co cao hon hay thap
hon cdc NSAIDs khéc.

- Cic NSAIDs c6 thé gia ting nguy co dau tim va dot quy & cdc bénh nhan bi dau
tim, co nguy co méic bénh tim mach hodc khong bi dau tim, khong c6 nguy co méc
bénh tim mach.

- Nhin chung bénh nhan bi bénh tim mach hodc c6 nguy co méc benh tim mach
dé dang bi dau tim va dot quy cao hon bénh nhan khoéng c6 nguy co méc bénh tim
mach.

- Bénh nhan dugc diéu tri v6i NSAIDs sau 14n dau tim ddu tién de tlr vong trong
nam d4u sau khi bi dau tim so véi bénh nhin khong dugc diéu tri v6i NSAID sau lén
dau tim d4u tién.

- Khi str dung NSAIDs, nguy co bi suy tim s€ tdng cao.

* Thong bdo cua Co quan quan Iy Dugc phdm Anh (MHRA) ké tr ngay
15/01/2015, tai Anh, thudc vién cé chita diclofenac chi ¢ thé luu hanh duéi dang
thudc ké don (Prescription Only Medicine — POM) do diclofenac c6 lién quan dén
nguy cd gia tang khong dang ké vai tic dung phu nghiém trong tai tim mach & mot s6
bénh nhan, dic biét néu sir dung liéu cao trong diéu tri lau dai.

* Ngay 24/7/2014, Co quan quan 1y cic san pham dung cho diéu tri Uc (TGA) da
théng bdo cap nhat thong tin khi sir dung NSAIDs & licu lugng ké don 1am tang nguy



co huyét 4p, suy tim, nh6i mau co tim va dot quy, va cdc rui ro nay cling dugc 4p dung
cho cdc thuoc OTC. )

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

Ngay 20/7/2015, Cuc Quén 1§ Dugc nhan dugc thongtin théng bdo clta Vian
phong dai dién Novartis Pharma Services AG tai TP. H6 Chi Minh lién quan dén tinh
an toan cta thudc NSAIDsva khong phai 12 aspirin (bao gém thudc chita diclofenac).
Tai Viét Nam, Cong ty Novartis Pharma AG ]a nha dang ky cha 8 thubc chira
diclofenac. Cong ty xin kién nghi ti€p tuc thu thap va ddnh gi4 nguy co dau tim hoac
dot quy do sir dung thuéc NSAIDs va khong phai 1 aspirin dé chic chén vé viéc dang
ky thudc chia diclofenac.

Hoéi déng Tu vdn cdp SPK luu hanh thuéc - Bo Y t€ thong nhdt: Cuc Qudn ly
Duoc - Bo Y té sé c6 cong van giti cdc don vi ddng ky, sdn xudt thudc yéu cdu va huong
ddn viéc cdp nhdt cdc thong tin canh bdo nay vao nhan va to hudéng ddn st dung cua
cdc thudc cé lién quan.



