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V/v cap nh4thong tin cluvc 1)2 
thu6c china levonorgestrel six clung trong 

tranh thai khan cAp 

Kinh 

- Cac so kham, chila Nnh trong va ngodi nganh; 

- Cac ca sa kinh doanh ducic phAm. 

Thvc hien cong van s'6 18584/QLD-DK ngdy 13/11/2017 dm Cuc Quan 
l'y argc - Bo Y to ve vie;c clap nhat Op nil:at thong tin ducic 1ST de)i vai thut)c china 

Levonorgestrel six dung trong tranh thai khAn cAp; 
D'e' dam bao sir dvng thu6c an toan, hop 1ST va hie,u qua, SO.  Y to yeu cau 

cac dun vi: 

1. Ti6p tuc clap nh4t cac thong tin lien quan 	tinh an town, hi.0 qua ctia 

thu6c tranh thai IchAn cAp china Levonorgestrel duo'c ghi trong cac Phu luc dinh 

kern trong cong van nay, dong thai dugc gang tai ten cong thOng tin 	tit cila 

Cuc Quan 1ST Ducyc theo dia chi http://www.day.gov.vn  trong mijc "Thong tin 
thu6c". 

2. Tang mow theo clai, phat hie.n va xir tri cac throng hop xay ra phan 
ung co hai cfia cac thu6c neu tren (n6u co.). Giri bao cao phan irng co hpi cua 
thu6c 	Trung tam Quo'c gia ve thong tin thu6c va theo dai phan img co hai 
cua thu6c (13-15 Le Thanh Tong, Ha Ni).O 

So' Y to thOng bao de cac coon vi bi& va thvc 

No'i nheftn: 
- NI-nr ten; 
- GD SYT Phqm Thu Xanh; 
- PGD SYT Nguyen Ti6n Son; 
- NVY; 
- VP (c16 gang tai len ang TTDT SYT); 

Ltru: VT, NVD.z,;  

KT. GIAM DOC 
PHO GIAM DOC 



C 

G TIN LIEN QUAN DE-NT TINH AN TOAN CUA THUOC 

GESTREL SiJ DING [RUNG TRANH THAI KHAN CAP 

TAC VOI CAC THUOC CAM T:ING ENZYM CYP3A4 

(Dinh kern theo Cang van sa: izegi /SYT-NVD ngay,i3 /11/2017 cita Sà Y re') 

1. Cap nhat thong tin visa cac nu& tren The gioi: 

- Thang 9/2016, Ca quan QuanVT DIAN va cac san pham y te' 	Anh (MHRA) 

da. dim ra khuye'n cao v tuang tac cüa cac thu6c tranh thai khdn cap china 

levonorgestrel vói cac chat gay cam -Cmg enzym gan. Theo do, cac thuoc hoc 

cac did() dirge gay cam *rig cac enzym CYP3A4 se lam giarn nong c/0 trong ma.0 

ctia levonorgestrel tir do clan d6n giam hiu qua tranh thai khAn cap. MHRA dã 

dim ra khuy6n cao cho cac can b0 yt6 nhu sau: 

- Phu nü dang can sir dung bie;n phap tranh thai khan cap ma dä sir dung cac chat 

gay cam ung enzym gan trong yang 4 tun tnrov do: 

+ T6t han hit là sir dung bin phap tranh thai khAn cAp khong có hormon, vi du: 

dung cu chat tir cung china d6ng. 

+ Nu phuang an tren khong phai la mOthra chon, can gdp doi. 

cUa levonorgestrel tir 1,5mg len 3 mg. 

- Doi voi cac phu nu nay, cac can b() y to can: 

+ Cung cAp tu vAn v cac bin phap tranh thai lien tuc CO hi.0, qua cao khong 

bi tac OAT bâi cac thuoc gay cam img enzym gan. 

+ Tu vAn ho tin hanh test thin thai d loai trix kha, Wang mang thai sau khi sr 

dung thu6c tranh thai khAn cAp china levonorgestrel. 

+ Tu vAn 119 trong truang hcrp có thai cAn tham vAn kin chuyen gia y ta ngay 

14'p drc. 

* Khuyen cao nay cita MHRA. xuat phap tir khuyen cap cila Ca quan Quan 

Dirge Chau Au vao ngay 01/8/2016. 

2. Tinh hinh cap s cleing19, chphcrn thuac chica Levonorgestrel a Viet 
Nam: 

Wn nay, a Vit Nam có 25 thu6c nu& ngodi chCra hog chAt 

Levonorgestrel dugc cAp SDK va 40 thu6c trong nu& china hoat chAt 

Levonorgestrel clugc cAp SDK. 



PHV .1.1.JC 02 

NOT DUNG THAY COI/BO SUNG DOT VII 

THUOC CHtrA LEVONORGESTREL 

eo Cong van sd:21/6q. /SYT-NVD ngay j2-5/11/2017 ctia So' Y 

[D6i 	tat ca, cac thu6c chua levonorgestrel có chi dinh tranh thai khAn cap, 

thong tin tren nhan thueic va to huang da.n sir dung l*n có phai ducic sira d6i (b6 

sung hoc chinh sfra) cue phan anh cac thong tin dugc cung cap cluai day] 

[...] 
Liti clang va each clang 

[...] 
Phu nir khi a dung thu6c cam -Crng enzym trong yang 4 tuAn tnxac do can sir 

dung bien phap tranh thai khAn cAp la bien phap tranh thai khong china hormon, 

vi du cilat -yang tranh thai trong tin cung. D6i 	phu nu khong the ho4c khong 

san sang cl4t vOng tranh thai trong tin cung có the ii6ng Wet' gdp clOi 

levo,norgestrel (nghia la 3000 microgam trong yang 72 gieY sau khi giao hgp 

khong an town) (xem phAn Tuan.g tac thu6c). 

Twang teic thuac 

[. • .] 
Chuy6n hoa cua levonorgestrel tang len khi sir dung (fang thoi levonorgestrel 

voi cac 0,06c gay cam ung enzym gan, hAu he't la thu6c gay cam -1:rng enzym 

CYP3A4. Wong thai sir ding efavirenz vai levonorgestrel lam giam nong c10 

levonorgestrel trong huy6t tuong khoang 50%. Cac thu6c khac nghi ng6 co kha 

nang lam giam n'ong coo levonorgestrel tuang to trong huy6t tuang g6'm cac clan 

chAt barbiturat (bao g6m ca primidon), phenytoin, carbamazepin, cac thu6c co 

ngu6n g6c ducyc lieu co Hypericum perforatum (St. John's Wort), rifampicin, 

ritonavir, rifabutin va griseofulvin. Phu nu khi da dung thu6c cam -Crng enzym 

trong yang 4 tuAn truck do, can sir dung bien phap tranh thai khAn cAp la bi.@1 

phap tranh thai khong china hormon (vi du d4t yang tranh thai trong tin cung). 

D6i vii phu nu khong the ho4c khong san sang Oa yang tranh thai trong tit 

cung, co th6 u6ng lieu gdp doi levonorgestrel (nghia la 3000 microgam trong 

yang 72 giey sau khi giao h9p) khong an toan). Tuy nhien, viec ph6i hop li6'u gAp 

doi levonorgestrel va, chAt cam frn.g enzym chua dugc nghien ciru day du. 

[...1 



Ha NOi, ngdy i f 3  thong A 4 nam 2017 

Y TE HAI P11, NG 

CONG VAN DEN 
s6. Mti 

Y Tg, 

7 7CIJC WAN L'i." DOC • 

CONG HOA, XA. 1101 CHIJ NGHiA Vikilln NAM 
DOc lap Tu do — Hanh pink 

S6./1 gc-g9- /QLD-DK 
V/v cap p,h4t thong tin duve 1)",  di 
vâi thuoc chda levonorgestrel six 
dung trnno  tranh thai khân cap 

n g ay)  

cac tinh, thanh ph 6 trvc thut)c trung uang, 
Cac bnh vin, vin co giAreng b'nh trvc thuc)c B Y 
Cac Co so' clang k luu hanh thuoc ti Vit Nam. 

Ngay 07/12/2016, Co quan Quan 1 Dugc phäm vã San phâm y t6 Anh 
HRA) d phê duy4 vi& cp nh4t thong tin v tuang tac ca cac thuL clida 

levonorgestrel de tranh thai khan cap vi cac chat gay cam ang enzym CYP3A4 
nhu: dn chit barbiturat, phenytoin, carbamazepin, St. John's Wort, rifampicin, 
ritonavir, rifabutin va griseofulvin vac, 	huOng 	ding. Khi sir dung (long 
thei levonorgestrel yogi cac thu6c cam irng enzym CYP3A4, nong dc) 
levonorgestrel trong buy& Wong co the' giam khoang 50%. Vi vy, tuang tac nay 
co the lam giam hie:u qua caa thu6c tranh thai va gay mang thai ngodi muc.')n. 
Dong thO'i, vic pho'i nhijm vâi mot so thuoc cam img enzym trong qua trinh 
mang thai lam tang nguy co dj tiat thai nhi. Do do, cac phij nir can ding bin phap 
tranh thai khn cap khi da dung thu6c cam tug enzym trong vang. 4 tu&'n tux& do 
nen can nhac sr dung 1iu phap tranh thai khong chira hormon 	(14 yang 
tranh thai trong cung) hoc uo'ng liOu gAp doi levonorgestrel tr 1500 microgam 
len 3000 microgam trong vOng 72 gi6P sau khi giao hgp khona an 'Man. 

Tip theo Cong van s6 4040/QLD-IT ngdy 30/3/2017 caa eve Quail 1):7 
Duve ye vic cung cap cac thong tin lien quan den tinh an town cua thuoc tranh 
thai khn cp china levonorgestrel va can dr vacs kt luan cia Hi (fang Tu van 
cap giay clang 	luu hanh thuor c, nguyen 1iu lam thu6c 	cle dam bao 
rmjc tieu sir ding thu6c hgp 13'7, an town va hiu qua, Cvc Quan 1- 7Ducyc you 

L SO' V tê cac tinh, thanh pht; trkre thu'ck thing trung va cac 1311h 
Vin CO ginifng b'c'nh trkre thu4 BV ti„: 

Tiep tvc thOng bd.() cho cac ca kham ch111*Th, ode doi vi, kinh doanh 
dugc pham tren clia ban cac thong tin lien quan den khuyen cao cua NITIRA cia 
neu ti Cong van s6 4040/QLD-TT nigay 30/3/2017 cua Cuc Quanl , Dugc va not 
dung 'along (fin dieo Phci ive ciong van nay; C16'ng thei tang cuong thve hin vi& 
theo doi tac dung khong mong moon cua thuoc trong qua trinh sir dung và luu 
hanh; gui bao cac ADR (nc'ezi (6) ‘71! Trunp. tam Qu "(c. gia vO thong tin thtac, vA 

AilTbiJr  Kinh 



Tit D4t 

theo doi phan 	co hi cua thuo'c (13-15 Le Thanh Tong, Ha NM hoc Trung 
ffiTri khu vve ‘‘/ thong tin thuo'c va theo dOi phan dmg Co 11.4i cua thuo'c TP.W) Chi 
Minh (201B Nguyjn ChI Thanh, Quan 5, TP. Ho Chi Minh). 

IL C'ac co' so' Clang liST 	hash thuLc ti V-i4 Nam: 
1. D6i vói cac thu6c chfra levonorgestrel cia duvc cap phép Iu'u hash 

tren thi trtremg: 
1.1. Trong yang 03 thing ketr ngay 14.  cong van nay, yeu cau co so.  clang 

thuOc thi,re hin vic cap n1-14, bo' sung thong tin trong mix lieu dung va 'each 
(Fling, twang ttic thutic ten nhan, to.  hu.o.ng clan si.'r dung thu6c cac nOi dung theo 
Phu 1ic dinh kern cong van nay. 

1.2. HInh thlk cap nhidt: Co.  s dang k th4c the hin v.* tv Cp nht 
theo guy clinh Khoan 4 DiLi 9 ThOng tu so 44/2014/TT-BYT ngay 25/11/2014 
dm B Y Us;., guy dinh v* (Tang Icy/ thuo'c. 

2. DM voi cac ht) so' clang k thu6c chtia levonorgestrel dang che' xet 
du.yt ti Cyc Quail l Duvc: 

Cc Quán 1 Duvc chi xem xe't trinh tr<)i. clang Tu.  van cap gi.Ay clang 14 
ltru hash thuac, nguyen I* lam thu6c - B Y te' sau khi co so.  clang thuOc nOp 
tai. 1* clap nNt, bo sung not dung mvc lieu dung va cach ding, Wong tic thuL 
theo Phi j 	dinh kern cong van nay .vao cac phan CO lien quan cua h6 so.  va cluvc 
thane dinh dot yeu cu. 

Ciic Quan l Dirge thong bao d cac don vI bit \fa th-gc hin I. 
Noinhc'in: 	 KT, CT.)V TRUVING 

- mur tren; PH,  CUC TRUUNG 
- BT. \Tgu n 	Kim Tien (de b/c); 	 ' * 
- TT. Truang QuOc Cuong (de b/c); 
- Cac PhO Cue truemg Cvc QLD; 
- Cyc QLKCB, Thanh tra BYT 	ph6i hop); 

V)ng Cyc Hâi quail — B TC; 
Cue Quan Y .BCP; Ckic Y 10 — MA; Cuc Y to 

Gino Thang von tai 	GTVT; 
- B1-1>H Viet Nam; 
- Tang cong ty Dupe V* Nam - Con.g ty co phdn; 
- 'frung tam. DI & ADR Qu6c gia; 
- FR) mon Duct 1 Trubng DH Y Ha Ni; 
- Cac chuyen gia thane dish ho so • Tang 	thuOc; 

Phang QLKDD, Phang QLTTQC (de thvc hi0); 
- Website Cue QLD; TC Ducyc&MP; 
- Luu VT, DKT (LA). 



BO Y TE 	CONG HOA XA HOI CHO NGHiA VAT NAM 
CITC QUAN 11:11? DIA)C 	 DOe lap- Tix do — 114nh phdc 

PHI) LVC 

Cac not dung thay d6i/ be; sung di ATM thuoc chfra levonorgestrel 
(Dinh kem theo cong van saifkOLD-DK, nga,,v,f 3 1.4t 	C1:1C 011677 Di,c(yo 

[DOi vyi Lat cã cac thu6c chua levonorgestrel 0(5 chi dinh tranh thai khan cdr p, 
thong tin tren nhan thu6c và to htrang clan sir ding hin co phai clugc sira di (ho 
sung hoc chink sda) d6' phan anh cac thong tin duge cung cp duo day] 

Lidu dungy và cach tiling 

Phi" ncr k.hi dã dung thuoc cam trng enzym trong yang 4 tuan tar& do can sr 
dung bin phap tranh thai khan cap la bin phap tranh thai khOng di-Cm hormon, 
vi du dat vOng tranh thai trong tii cung Dôi vciI phu lad khong the hOic khong sn 

1 

sang cl:at vOng tranh thai trong tir cung có the 'Jong 1iu gp doi levonorgestrel 
(nghla la 3000 microgam trong vong 72 	sau khi giao hgp id-long an toan) 
(xem phan Tuo-ng ta.c thu6c). 

Twang the Mune 

11.-] 
ChuyLa hoa cCra levonorgestrel tang len khi sir dung d6ng thoi levonorgestrel vói 
cac thuoc ady cam thlg enzym gan, lidu he't là thuoc gay eaiu Ong ,cnzyni 
CYP3A4. J1))'ng thoi st:r citing efavirenz vói levonorgestrel lam 9-,iam nong (1(5 
levonorgestrel trong huyet tuang khoang 50%. 
Các thuoc khac nghi nge' co kha nang lam giam nong 6.5 levonorgestrel tuang tr 
trong huyk tuang grn cac dn cl4t barbiturat (bao gm Ca primidon), phenytoin, 
carbamazepin, cac thut)c có ngu6'n gOc duvc 1iu có Hypericum perfbratum (St. 
John's Wort), rifampicin, ritonavir, rifabutin via griseofulvin. Platj nO khi da cit:mg 
thuoc cam ung enzym trong yang 4 tuan trtroc do, can sir ch,ing bin phap tranh 
thai khan cap la bin phap tranh thai khong chda hormon (vi di dt gong tranh 
thai trong tO cun(2). Di vói phi 	khongth hoc khong sn sang at yang 
tranh thai trong tfr cung, CO the u6ng 1iu gap doi levonorgestrel (nglaTa HA 3000 
microgam trong \Tong 72 gi& sau khi giao 11.9p khOng, an Wan). Tuy nhien, vic 
phoi hop iiu gp doi levonorgestrel va chL cam a'ng enzym chua duqc nghin 
con day du. 



BO Y TE 	 CONG HOA XA HOI CHU NGHIA VIET NAM 
CUC QUAN LY DU C 	 DOcla - Ty. do - 1.1#nh phtic 

So: 4040/QLD-TT 
V/v cung cap thong tin lien quan din tinh an 
toan cua thuoc tranh thai khan cap chain 
levonorgestrel, thuac khang vi rut tac clOng trvc 
tiep (DAA) dieu tri viem gan sieu vi C, thuoc 
china warfarin 

Ha Ark ngay 30 thang 03 neim 2017 

- Sa Y -t6 cac tinh, thanh ph6 trkrc thuOc Trung uo'ng; 
- Cac Nnh vien, vien cógiuemg Nnh trgc thuOc 	Y te. 

Ngdy 13/01/2017, HOi 611g Tu van cap So clang ky luu hanh thu6c - Bo Y t6 da hop,xet duy't 
dot 157 - d6i 	thuoc trong nu& va dot 96 - 	thu6c nu& ngodi da thong nhat 	nh4t 
cac thong tin ye tinh an toan 	thuoc tranh thai khan cap &rra levonorgestrel tucmg tac vai cac 
thuoc cam ung enzym CYP3A4, thuoc khang vi rut tac Ong trkrc tiep (DAA) dieu tri viem gan 
sieu vi C, thuoc china warfarin. 

De dam bao sir dung thu6c an toan, hop ly, Cuc Quanb'T Eugc yeu cAu So.  Y to cac tinh, thanh 
pho truic thuOc Trung uang, cac Nnh vien, vien co giuoni; Nnh trkrc thuOc BO Y te: 

1. Thong bao cho cac co.  so.  Icham Nnh, china Nnh, cac CU sa kinh doanh dugc teen dia ban cac 
thong tin lien quan den tinh an toan, hi.41 qua dm cac thuoc neu teen dtxgc ghi trong Phu luc 
"Cap nhlat thong tin lien quan den tinh an toan thuoc" iiinh kern trong cong van nay, clang thoi 
clugc clang tai tren cong thong tin dien tax cua Cuc Quail ly Dugc theo dia chi 
http://www.day.gov.vn  trong muc "Thong tin thuoc," de cac can b0 y te co the tra dru, cap nh4t 
thong tin. 

2. Huang d'An cac co.  sa kham Nnh, china Nnh ten dia ban tang cuamg theo clOi, phat hieu va n'r 
tri cac tru.o.ng  hop xay ra phan dng,có hai 	cac thuoc neu ten (neu có). 	bao cao phan trng 
có hai 	thuoc ye: Trung tam quoc gia ye Thong tin thuoc va Theo dal phan inn có hai cua 
thuoc (13-15 Le Thanh Tong, Qu4n Hoar' Kiem, Ha NKholac Trung tarn khu vkrc ve thong tin 
thu6c va theo clai phan timg co hai cua thu6c TP.146 Chi Minh (20113 Nguyen Chi Thanh, Quan 
5, TP. Ho Chi Minh). 

Cuc Quan Dugc tiep tuc 	nif4t cac thong tin lien quan tinh an toan va huang clan tri 
doi 	cac ADR 	cac thuoc neu tren yeu cau cac co. so. clang thuoc 	nh4t vao nhan 
va to huong dan sir dung thuoc trong thoi gian tai. 

Cuc Quail 13"/ Dugc thong bao c16 cac don vi bit \TA. thkrc 

KT. CUC TRU'ONG 

Kinh 



No'i nhem: 
- Nhu tren; 
- BO trtkmg BO Y to (de b/c); 
- Cac Thu.  truang BO Y t6 (de b/c); 
- Ctic Quail V,  Kham chira benh; 
- Ctic Quan Y - BO Quoc pheng ; 
- Cijc Y t4 - BO Cong an ; 
- Ctic  Y to - BO Giao thong van tai; 
- Trung tam DI & ADR Quoc gia; 
- Trung tam DI & ADR khu vi,rc TP. HCM; 
- Website Ctic  Quan 1y Duvc; 
- Phong DKT, QLKD, QLCL - Ctic  Quail ly Dugc; 
- Luu: VT, TT. 

PHO CUC TWANG 

Nguytn TAt Bat 

PHU LVE 

CAP NHAT THONG TIN LIEN QUAN DEN T1NH AN TOAN CUA THUOC 
(Dinh kern then Cong van so: 4040/QLD-TT ngay 30 thang 3 Wm 2017) 

1. Thu& chtia levonorgestrel sir dung trong tranh thai khAn cap twang tic voi cac thmic 
cam 	enzym CYP3A4: 

1.1. Cap nhat thong tin ciia cac nu& tren The gioi: 

- Thang 9/2016, Co.  quan Quan l Dirge va cac san phdm y t6 cua Anh (MHRA) da dua ra,  
khuyen cao ye tu.cmg tac 	cac thuoc tranh thai khan cap chira levonorgestrel 	cac chat gay 
cam irng enzym gan. Theo do, cac thuoc ho;dc cac thao cltro.c gay cam irng cac enzym CYP3A4 
se lam giam non g dO trong mau cila levonorgestrel tix do dan den giam hiu qua tranh thai khan 
cap. MHRA da dua ra Ichuyen cao cho cac can b0 y to nhu.  sau: 

- Phu nix gang can sir dung bien phap tranh thai khAn cap ma da sir dung cac chit gay cam irng 
enzym gan trong yang 4 tuan truck do: 

+ T6t hon h& la sir dung b*n phap tranh thai IchAn cap khong có hormon, vi du: dung cu d4t tfr 
cung china dung. 

+ Neu phucmg an teen khong phai la IT* hra chon, can gAp cloi lieu cua levonorgestrel tit 1,5mg 
len 3 mg. 

- D6i \Tod cac phu nil nay, cac can bo y t6 can: 

+ Cung cap to van ve cac bin phap tranh thai lien tuc cO hi." -Lx qua cao khong bi tac clOng b cac 
thuoc gay cam irng enzym gan. 

+ Tu van ho tin hanh test thir thai de loaf trir kha nang mang thai sau khi stn dung thutSc tranh 
thai khan cap chua levonorgestrel. 

+ Tu van ho trong truoing hop co thai can tham van y  kin chuyen gia y to ngay 14p drc. 



* Khuyen cao nay cua MHRA xuat phap tir khuyen cao cua Ca quan Quan ly Dugc Chau Au vao 
ngay 01/8/2016. 

1.2. Tinh hinh cap sa clang ky chiJ pheim thudc china Levonorgestrel a Viet Nam: 

Hinnay, a Vi't Nam co 25 thu6c nuac ngodi china hoat chit Levonorgestrel dugc cap SDK va 
40 thuoc trong mac chira hog chat Levonorgestrel &rote cap SDK. 

2. Thu6c khang vi rut tac thing trtyc tiep (DAA) ditu tri viem gan sieu vi C: 

1.1. Cap nhat thong tin cita cac nuyk tren The gio'i: 

- Ngdy 02/12/2016, Uy ban Danh gia nguy ca Canh gide dugc (PRAC) cua Ca quan Quan ly 
Dugc Chau Au (EMA) d'a khang dinh Nnh nhan dugc 	tri 	thuoc khang vi rut tac dOng 
trgc tiep cue dieu tri viem gan sieu vi C co the co nguy co.  tai hog viem gan sieu vi B. PRAC 
khuyen cao rang: truac khi bat clau dieu tri, tat ca cac Nnh nhan nen clugc sang loc vi rut viem 
gan B; nhang be;nh nhan gong nhiem voi vi rut viem gan B C phai dugc giam sat va quan ly 
theo cac huang dan diL tri lam sang hin 

Ngdy 16/12/2016, Ca quan Quan ly Dugc Chau Au (EMA) cia phe chu jan khuy6n cao neu tren. 

- Ngdy 01/12/2016, sau khi xem xet, Co quan Quan1S,  Y to Canada (Health Canada) da'. k6t1u4n 
rang có the có m6i lien quan gifra nguy ca tai hog viem gan sieu vi B nhfmg Nnh nhan nhihn 
ca HBV va HCV dang dugc dieu tri 	cac DAA. Health Canada khuyen cao thong tin an toan 
dm tat ca cac DAA can Op nh;at ve nguy ca nay nhu mot thin trong. Han am, mot thOng bao 
cap nh4t thong tin se clugc cong bo rOng rai tai nguefi dan va cac can b0 y te. 

- Ngdy 04/10/2016, Ca quan Quail 1T Dugc va Thix phAm Hoa KST (US FDA) dua ra canh bao 
ve nguy ca tai hoat viem gan sieu vi B a nhimg Nnh nhan hien tai holac truac clay &A binhi6m 
HBV va hin clang sir dung cac thu6c DAA de dieu tri viem gan sieu vi C. Trong mot so truemg 
hop, vi& tai hog HBV Nnh nhan dang dieu tri 	cac thuoc DAA dan den cac van de 
nghiem trong ve gan hoc tin vong. 

FDA yeu cAu b'6 sung box canh bao (Boxed Warnings - clang canh bao manh nhAt) ve nguy ca 
neu tren vao nhan cac thuoc DAA yeu cau cac can b0 y to sang loc va giam sat HBV a tat ca. cac 
Nnh nhan dang sir dung cac thuoc DAA. Canh bao nay can dugc 	nh4t vao to thong tin cho 
Nnh nhan hoc cac huamg dan diL tri cua cac thu6c nay. 

1.2. Tinh hinh cap sa clang ky cac thuac khang vi rat tac cl.ong trifc tier]) (DAA) clieu tri viem gan 
sieu vi C: 

Hien nay, a Viet Nam có 06 thu6c khang vi rut tac clOng tnrc tiep (DAA) ditu tri viem gan sieu 
vi C nuac ngodi va. 01 thuoc trong nuac duck cap SDK. 



Cuc Quan ly Dugc - Bo Y t6 se có cong van gfri cac dun vi clang 1()'/, san xuk thu6c yeu cAu va 
huang dan vi& 	nhlat cac thong tin canh bao nay vao nhan va tee huang dan sir dung dm cac 
thuoc c6 lien quan. 

3. Thuik china warfarin: 

3.1. COp nhOt thong tin cfia cac ntrac tren The 

- Trong an phAm Drug Safety Update ra thang 7 nam 2016, Co quan Quan l Dugc phAm va san 
pham y to Anh (MHRA) có canh bao ye nguy xay ra chdng calci Ma mach matt va hoai tin da 
lien quan den vi& sir dung warfarin. 

MOt cuOc ra soat teen toan chau Au da dugc thirc hi'n On day dira tren nhung da lieu hien có 
cho they vi& six clung warfarin c6 the gay ra churn calci h6a mach mau va hoai tir da 
(calciphylaxis) voi tST le hiem Op. Day la mot tinh trang rat nghiem trong vai tST le tin vong cao, 
thueeng cluov ghi nh4n teen Nnh nhan có Nnh th4ngiai loan cuoi hoc tren nhang Nnh nhan co 
the yeu to nguy cn nhu thieu but protein C holac S, tang phosphat mau, tang calci mau hoc ha 
albumin mau. Cac trueeng hip calci Ma mach mau va hoai tin da da dugc bap cao tren Nnh nhan 
sir dung warfarin, bao 	 be;nh nhan có chirc nang than binh thueyng. To.  thong tin san 
pham va tey thong tin cho b'nh nhan da warfarin se dugc cap nNt cac khuyen cao neu tren ding 
nhu canh bao Nnh nhan ye nguy co.  cila chirp calci Ma mach mau va hoai tin da. 

- Nhan thu6c va hireeng d'an sir dung thu6c cho Nnh nhan sir dung warfarin da clugc MHRA 
ca nh4t thong tin ve nguy xay ra chum calci Ma mach mau va hoai tin da. 

- Ngay 17/11/2016, Cuc Quasi 1T Dugc nh4n dugc alert (canh bao) tir He th6ng 0am sat h4u mai 
(PMAS) cita ASEAN thong bao: Cuc Quan l Dugc Quo'c gia (NPCB) Malaysia thong bao da 
yeu cau cap nNt cac thong tin meei ve nguy co.  xay ra chung calci hoa mach mau va hoai tin da 
(calciphylaxis) lien quan den vil& sir dung warfarin vao muc canh bao va Than trong, Tac dung 
phu tren mau nhan tat ca cac thuoc china warfarin. 

- Tra ciru thong tin tai cac nhan thu6c da dugc sire c of tai Anh, my, Canada, nguy co.  xay ra 
chum g calci hoa mach mau va hoai tin da deu dugc phan loaf mac "Chua rej tan silk xay ra 
phan irng". Ngodi ra, nhan thuoc tai Phap, Australia chua dugc cap nh4t thong tin ve nguy ccc 
nay. Co.  so.  c111Nu dm T6 chirc Y to the gioi (WHO) ve phan ung có hai (Vigilize) cla ghi nh4n 
212 bao cao ve chtIng calci h6a mach mau va hoai tin da trong tong so 60.788 Up cao phan t:rng 
có hai lien quan den warfarin trong giai loan tin 01/01/2005 - 28/02/2017. 

3.2. Tinh hinh cap so clang ky cac thuoc chica Warfarin: 

- Hi@l nay, a V* Nam có 02 thu6c mac ngodi va 07 thu6c trong nuac china hoat chAt Warfarin 
clugc cap SDK. 

Cuc Quan ly Dugc - Bo Y to se có cong van giri cac don vi clang 14, san xuAt thu6c yeu cau va 
huang clan vi& cap nhat cac thong tin canh bao nay vao nhan va to.  huong clan sir dung ctia cac 
thuoc có lien quan. 
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