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Kinh giri:

CONG HOA xA HOI canNGHiA VIETNAM. . .
DQc l~p - T" do - H~nh phuc

Ha N<)i,ngay }_~ thdng 12 nom 2015

- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y tS chuyen nganh GTVT.

Ngay 14/12/2015, Cue Quan ly Diroc - BQ Y tS co Cong van s6
22982/QLD-TT vS viec cung cApthong tin lien quan dSn tinh an toan cua thuoc
diSu tri BTB type 2 nhom DPP-4, thuoc chua Methotrexate, thuoc NSAID khong
phai Aspirin (C6ng van 229821QLD-IT kern Phu luc duac dang tai tren Website
cua C,¥c).

BS dam bao sir dung thuoc hop ly va an toan, Cue Y tS GTVT yeu cAucac
dan vi:

1. Thong bao thong tin lien quan dSn tinh an tom, hieu qua va kSt luan cua
HQi d6ng Tu vAn c~p S6 dang ky hru hanh thuoc - BQY tS d6i voi thuoc diSu tri
BTB type 2 nhom DPP-4, thuoc chua Methotrexate, thuoc NSAID khong phai
Aspirin trong to~mdon vi.

2. Ra soat, kiSm tra vi~c lUllhanh, su dVng lo~i cac thu6c tren trong don vi.
Tang cuemg thea dei, phat hi~n, xu tri cac truemg hqp xay ra phan lIng co h~i cua
cac lo~i thu6c nay (nSu co). Gui bao cao ADR vS Cvc dS Cvc t6ng hqp, bao cao
Cvc Quan ly duQ'c, Trung tam Qu6c gia vS thong tin thu6c va thea dei phan lIng
co h~i cua thu6c.

Cvc thong bao dS cac don vi biSt va th\fc hi~n./;Jt

Noi nhfjn:
- Nhu tren (Qua website eve Y tS GTVI);
- Luu: VI, NVYD & ITBYT.
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so::}J.giJ... /QLD-TT na NQi, nga» ·).'tcYt}4(_f& dkJIBm lfJJ*'l,
VIv cung cap thong tin lien quan den tinh \ CON G VAN nEN i
an toan cua thuoc dieu tri DID type 2 I
nhom DPP-4, thuoc chua Methotrexate, 2 1 -12- 2015 i

thuoc NSAID khong phai Aspirin r: . - I
? ,,? ' d_s6':····L.l!J.~ .

Kfnh giri: S(J Y te cac tinh, thanh pho tnrc thuo -+rung UC1ng,
_ Cac benh vien, vien c6 gitrong benh tnrc thuoc B¢Y te

Ngay 03/11/2015, Hoi dong Tu van cap S6 dang ky hru hanh thu6c - B¢Y te da
hop xet duyet dot 152 - d6i voi thu6c trong mroc va dot 92 - d6i voi thuoc mroc ngoai,
Tai buoi hQP,Hoi dong da thao luan cac thong tin lien quan den tinh an toan va hieu
qua cua: thu6c dieu tri dai thao duong type 2 nh6rn uc che Dipeptidyl peptidase-4
(DPP-4) (bao gom: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin); thu6c chua
Methotrexate; thu6c khang viem khong c6 cau tnic Steroid (NSAID) va khong phiii la
Aspirin.

Thong tin chi tiet v~ d¢ an toan, hi~u qua cling ket lu~ cua H¢i dong d6i voi
cac thu6c neu tren duqc ghi trong Ph\l l\lc "C~p nh~t thong tin lien quan den tfnh an
toan thu6c" dfnh kern trong cong van nay, dong thai duqc dang tai tren c6ng thong tin
di¢n tu cua Cl;lcQuiin ly Duqc thea dia chi http://www.dav.gov.vn trong m\lc "Thong
tin thu6c" d~ cac can b¢ y te c6 th~ tra CUll,c~pnh~t thong tin.

D~ darn baa su d\lng thu6c an toan, hqp ly, C\lCQuiin ly Duqc yeu cau sa Y te
cac tinh, thanh ph6 tI1fcthu¢c Trung uong, cac b¢nh vi¢n, vi¢n c6 giuang b¢nh tI1fc
thu¢c B¢ Y te:

1. Thong bao cho cac ceJsa kham b¢nh, chua b~nh, cac don vi kinh doanh duqc
phftm tren dia ban cac thong tin lien quan den tmh an toan, hi~u qua va ket lu~ cua
H¢i dong Tu van c~p SOdang ky lUllhanh thu6c d6i vOi:thu6c di~u tri dai thao duang
type 2 nh6m uc che Dipeptidyl peptidase-4 (DPP-4) (bao gom: Sitagliptin, Saxagliptin,
Linagliptin va Alogliptin); thuoc chua Methotrexate; thu6c khang viern khong c6 c~u
trUcSteroid (NSAID) va khong phai la Aspirin.

2. HuOn~dan cac ceJsa kham b~nh, chua b¢nh tren dia ban tang cuang thea d6i,
phat hi¢n va xu tri cac tfUang hqp xay ra phiin ung c6 h~i cua cac thu6c neu tren (n~u
c6). Gw bao cao phan Ungc6 h~i cua thu6c v~:Trung tam qu6c gia v~Thong t~~thuoc
va Theo d6i phiin Ungc6 h~i cua thu6c (13-15 Le Thanh Tong, Qu~nHoan Kiem, Ha
N¢i) ho~cTrung tarn khu Vl!cv~ thong tin thu6c va thea d6i phan Ungc6 h~i cua thu6c
TP. Ho Chi Minh (201BNguy~n Chi Thanh, Qu~ 5, TP. Ho Chi Minh).

Cl;lcQuan ly Duqc thong bao d~cac don vi biet va tht;tchi~n./.
Nui nhtJ.n: KT. Cl}C TRUONG
-Nhutren; PHO Cl}C TRUONG
- B¢ trubng B¢ Y te (d~ b/e) ;
- cae Th([ trUOngB¢ Y te (d~b/e) ;
._C\1etrubng C\}eQuan ly Duge (d~ b/e) ;
- C\}eQuan ly KMm chua b~nh;
- O,leQuan Y - BQQu6e phong ;
- O,te Y te - BQ COngan ;
_C\1eY te - BQ Giao thOngv~ tiii;
_Trung tam DI & ADR Qu6e gia;
_Trung t[lmDI & ADR khu vlJeTP. HCM;
- Website C\}eQuan ly Duge;
_Phong DKT, QLKD, QLCL - O,leQuan ly Duge;
- Luu : VT, TT.



PHl} Ll}C
Cap nhat thong tin lien quan den tinh an toan ella thuoc

(Dinh kern thea Cong van sot)1q'£::2 ngay 114- thang)j_ nam 2015)
1. Thuoc dieu tri dai thao duong type 2 nhom uc che Dipeptidyl peptidase-4

(DPP-4) (bao gom: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin):
1.1. Cap nhat thong tin cua Co quan quan Iy Duoc va Thirc pham (FDA) My:

_Theo thong bao an toan ngay 28/8/2015, FDA My dff thong bao b6 sung thong
tin trong muc "Canh bao va than trong" trong to huang d~n sir dung cling nhu thong tin
den can bo y te va ngiroi dan ve tac dung phu gay dau khop co th~ dan den tlnh trang
benh nghiem trong hoac tan phe cua cac thuoc dieu tri dai thao dirong type 2 nhom uc
che' Dipeptidyl peptidase-4 (DPP-4) (bao gom: Sitagliptin, Saxagliptin, Linagliptin va
Alogliptin).

- Thong qua he thong canh bao tac dung co hai cua thuoc (FAERS) , FDA My dff
ghi nhan nhieu benh nhan bi dau khop sau khi btlt dau dung thucc tren t111 ngay den
vai nam, Sau khi ngirng dung thuoc, thuang la duai 1 thang, tri~u chUng nay duqc
thuyen giam. M¢t so b~nh nhan bi tai dau khap khi tra ll;lidung thuoc ho~c su dvng
thuoc khac trong nhom.

1.2. Qp nh~t thong tin clla Cong ty Boehringer Ingelheim:
Ngay 30/9/2015, Cvc Quan ly Duqc nh~ duqc van thu clla Cong ty Boehringer

Ingelheim thong bao: Ngay 24/4/2015, FDA My ra thong bao yeu cau Cong ty b6 sung
thong tin lien quan den "viem khap" vao mvc "canh bao va th~n tr9ng", thong tin cho
b~nh nhan va huang d~n y te doi vm thuoc chua hOl;ltch:it Linagliptin.

1.3. Tl;liVi~t Nam, hi~n co 22 so dang ky thuoc nuac ngoai va 02 so dang ky
thuoc trong nuac clla thuoc dieu tri dai thao duang type 2 nhom uc che Dipeptidyl
peptidase-4 (DPP-4) (bao gom: Sitagliptin, Saxagliptin, Linagliptin va Alogliptin).

H9i d6ng Tu van cap SDK hcu hanh thuoc - B9 Y te' hi¢n dang tiep tlf,exem xet va
se dua ra ke't lug.n dOLv6i cae thuoc nay sau khi eg.p nhg.t them quye't dinh ehinh thue
eua Cd quan Qudn Ii cae nU6'ekhae co lien quan.

2. Thune chua Methotrexate:

2.1. C~p nh~t thong tin clla Co quan quan ly cac san pham dung cho dieu tri Uc
(TGA):

Theo ~n pham Medicines Safety Update, t~p 6, so 3, thang 06/2015, TGA dff
thong bao c~p nh~t thong tin ve virus viem gan sieu vi B tai hOl;ltd¢ng van thong tin
san pham clla thuoc chua methotrexate:

+ Truac day, viem gan B tai hOl;ltd¢ng khong duqc de c~p trong to thong tin san
pham clla thuoc chua Methotrexate. Tuy nhien, trong to thong tin san pham nay co cac
canh bao lien quan den ng¢ d¢c gan tiem tang va din xet nghi~m viem gan B truac khi
dieu tri b~ng thuoc chua Methotrexate.

+ PhAn th~n tr9ng duqc c~p nh~t vao to thong tin san pham de c~p den truang hqp
viem gan B tai hOl;ltd¢ng sau khi ngung su dVng thuoc chua Methotrexate.

+ Thong tin den can b¢ y te: To thong tin san pham duqc c~p nh~t khuyen cao can
b¢ y te danh gia cac b~nh ve gan co th~ xay ra a b~nh nhcln dff tUng nhi~m viem gan
sieu vi B ho~c C dang sir dvng thuoc Methotrexate.



..
D1;Tatren nhirng danh gia n6i tren, viec dieu tri hoac tiep tuc dieu tri bang

Methotrexate c6 th~ khong thich hop 6 mot so benh nhan,
2.2. Tai Viet Nam, hien c6 09 so dang ky thuoc rnroc ngoai va khong c6 so dang

ky thuoc trong nuoc cua thuoc chua Methotrexate.

Hoi dong Tu van cap SDK luu hank thuoc - Bo Y te' hien dang tiep tuc xem xet va
se dua ra ke't ludn do'i voi cac thuoc nay sau khi cdp nhdt them quyet dinh chfnh thuc
cua co quan Qudn ly cdc nude khdc eo lien quan.

3. Thuoc khang viem kh6ng co Call true Steroid (NSAID) va kh6ng phai la
Aspirin:

3.1. Cap nhat thong tin cua cac co quan quan ly tren th€ gioi:
* Co quan quan ly DUQ'cva Thirc phdm (FDA) My:
Ngay 09/7/2015, FDA My nhan manh canh bao v~ tang nguy co dau tim hoac dot

quy do su dl:lng thu6c khang viem khong c6 ca:'utruc steroid (NSAlDs) va khong ph3.i
la Aspirin. FDA My yell c~u c~p nh~t thong tin cho ta:'tca cac thuoc khang viem khong
c6 ca:'utruc steroid (NSAJps) va khong phai la Aspirin rna can ke don. V~ phan cac
thuoc khong can ke dan, huang dAndu dlJng cac thuoc nay dfi c6 thong tin v~ nguy co
dau tim va d9t quy.

Dt;ratren danh gia cua FDA My va khuyen cao cua cac h9i dong tu va:'n(H¢i dong
tu va:'nve viem khap, H9i dong tu va:'nquan ly nguy cOva an toan thu6c), huang dan su
dlJng cua thu6c NSAIDs se dUQ'cchlnh sua l~i de c~p nh~t nhiing thong tin sau:

- Nguy co dan d€n cac con dau tim va d9t quy c6 the xay ra ngay trong nhiing
tu~n d~u su dlJng m¢t thuoc NSAIDs. Nguy cOnay c6 the cao hon khi keo dai thai gian
su dlJng NSAIDs.

- Li~u cang cao thl nguy cOcang cao.
- Truac day, ta:'tca cac NSAIDs dUQ'ccho Ia d~u mang nguy cOtuong tt;rnhau.· cac

thong tin mai han cho tha:'yk€t lu~n tren khong r5 rang. Tuy nhien, thong tin mai nay
khong de k€t lu~ ba:'tcu NSAIDs Cl:lthe nao chilc chiln chua nguy co cao hon hay tha:'p
hon cac NSAIDs khac.

- cac NSAIDs c6 the gia tang nguy cOdau tim va d9t quy (; cac b~nh nhful bi dau
tim, cO nguy cO milc b~nh tim m~ch ho~c khong bi dau tim, khong c6 nguy co milc
b~nh tim m~ch.

_Nhln chung b~nh nhan bi b~nh tim m~ch ho~c c6 nguy co milc b~nh tim m~ch
d~ dang bi dau tim va d9t quy cao hon b~nh nhan khong c6 nguy co milc b~nh tim
m~ch.

_B~nh nhan dUQ'cdieu tq vm NSAIDs sau Ian dau tim dau tien d~ tu vong trong
nam dau sau khi bi dau tim so vm benh nhan khong dUQ'cdi~u tq vm NSAID sau Ian
dau tim dau tien.

- Khi su dl:lng NSAIDs, nguy cObi suy tim se tang cao.
* Thong bao cua Co quan quan ly DUQ'cphAm Anh (MHRA): ke til ngay

15/01/2015, t~i Anh, thu6c vien c6 chua diclofenac chi co the lUll hanh dum d~g
thu6c ke don (Prescription Only Medicine - POM) do diclofenac co lien quan den
nguy co gia tang khong dang ke vai tac dl:lngphl:lnghiem tn;mg t~i tim m~ch (; m9t so
b~nh nhan, d~c bi~t n€u su dl:lng li~u cao trong di~u tri lau dai.

* Ngay 24/7/2014, Co quan quan 19 cac san phAm dung cho di~u tri Dc (TGA) dfi
thong bao c~p nh~t thong tin khi sir dlJng NSAIDs 6 li~u luqng ke don lam tang nguy
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cC1huyet ap, suy tim, nho! mau cC1tim va d¢t quy, va cac rui ro nay cling diroc ap dung
cho cac thuoc OTC.

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

Ngay 20/7 /2015, Cue Quan 1y Duoc nhan duoc thongtin thong bao cua Van
phong dai dien Novartis Pharma Services AG tai TP. H6 Chi Minh lien quan den tinh
an toan ciia thuoc NSAIDsva khong phai 18. aspirin (bao gom thu6c chua diclofenac).
Tai Viet Nam, Cong ty Novartis Pharma AG 18. nha dang ky cua 8 thu6c chua
diclofenac. Cong ty xin kien nghi tiep we thu thap va danh gia nguy cC1dau tim hoac
d¢t quy' do sir dung thucc NSAIDs va khong phai la aspirin de chac chan ve viec dang

ky thuoc chua diclofenac.
HQi ddng Tu van cap SDK luu hanb thuoc - BQ Y tl thong nhdt: C1!-CQuan ly

Dl1(/C- BQY te'se c6 cong van giti cdc don vi dang IcY, san xudt thuoc yeu cdu va huang
ddn vi?c ctJp nhtJt cac thong tin canh bao nay vao nhan va to hl16'ngdan sa d1!-ngcLla
cac thuoc c6 lien quan.


