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Kinh gtri: 
- Cac don vi kham chtta benh; 
- Trung tam Y to du phong cac huyen, thi xa, thanh ph6 ; 
- Phang Y to cac huyen, thi xa, thanh ph6; 
- Cac Cong ty dugc trong tinh. 

Can cu C6ng van s6 20534/QLD-DK ngay 07 thong 12 nom 2017 cua Cvc 
Quan1S,  dugc - Bp  Y ve viec cap nhat thong tin ve sir dung mifepriston phoi hap 
voi misoprostol de pha thai. 

De dam boo six dung thu6c hgp 1$/, an toan va hieu qua, SO Y to sao 	van 
ban n'eu tren va yeu cau: 

- Cac don vi kham chira benh thong boo rOng rai cho can b6 vier' chirc,  cac 
khoa 	b6 phan biet thong tin ye viec cap nhat to huong dan sir dung doi voi 
cac thuoc chira mifepriston, cac thuoc chira misoprostol c6 chi dinh pha thai; 

- Trung tam Y to dtr ,phang cac huyen, did xa, thank ph6 thong boo cho cac 
tramy to xa, Otrang, thi trap tren dia ban biet thong tin ye viec cap nhat to huong 
clan sir dung doi vai cac thuoc chira mifepriston, cac thuoc chira misoprostol c6 chi 
dinh pha thai; 

- Phong Y to cac huyen, thi xa, thanh ph6 thong boo cho cac nha thu6c tu 
nhan va cac co so.  hanh nghe y tu nhan teen,  dia ban biet thong tin ve viec "a.1) nhat 
to huong clan sir dung doi 	cac thuoc chira mifepriston, cac thuoc chira 
misoprostol c6 chi dinh pha thai; 

- Cac C6ng ty dugc th6ng boo cho cac.,  chi nhanh, quay thu6c, 	trong he 
thong phanphoi 	minh 	thong tin ve viec cap nhat tel huong dan sir dung doi 
voi cac thuoc chira mifepriston, cac thuoc chira misoprostol c6 chi dinh pha thai; 

- Viec thvc hien pha thai bang thu6c chi dugc tin hanh tai cac ca so kham 
chila benh theo dung 

to 
dinh Thong tu so 43/2013/TT-BYT ngay 11 thong 12 

nom 2013 dia. B6 Y te ve "Quy dinh chi tilt phan tuy6n chuyen mon k5% thuat d6i 
voi he thOng ca so kham benh, chila benh" 

- Cac don vi kinh doanh, sir dung thu6c tang cuong thvc hien viec theo doi 
tac dung khong rpong muon 	thuoc trong qua triph sir dung va hzu hanh;  Giri 
boo coo ADR (neu c6) cua thuoc ve: Trung tam quoc gia ve Thong tin thuoc va 
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theo doi cac phan ung co hai cua thutic (13-15 Le Thanh T8ng, Qu4n. Hoar' Ki&n, 
Ha N.8i) \TA Phong Nghie‘p vu dugs - Se( Y tele_ 

Nai nhtin: 
- Nht.r tren; 
- Website So.  Y te; 
- Ltru: VT,P.NVD. 
Giri van ban giAy va dien tt:r. aue,  
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SO Y TL Ti INKinh.Wr.  
A' S6. 	We_..? 

DEN 	..zOl  
Chuye'n: 	  

- Sa Y to cac tinh, thanh phi true thuOc trung uang; 
- Cac benh vien, vien c6 givang benh truc thuOc Bo Y te; 
- Cac cong ty clang 14, san xuat thuoc ltru hanh tai Viet Nam. 

Lu'u he; so 	 016, 13() truing lsQ Y te da ban hanh Quyet d!IIh sO 
duyet Lai lieu "I Tu-Ong dan qudic gia ve cac dich vu chain s6c stare 

khire sinh san". Can cir ketluan ofia 	angttr van cap giay clang kY Itru hanh 
thuoc, nguyen lieu lam tlitrOc - B( Y 	nharn (tam,  hao mue tieu sir dung thuoc 
hop an toan va hieu qua, Cuc Quan IY Duoc yeu cau nhu sau: 

I. Cac co. so. ding 14 ltru hanh thutic tai Vi4 Nam: 
1. D6i 	cac thu8c chira mifepriston, cac thuoc 	misoprostol cc') 

chi dinh phi thai trong to.  hthng dAn sir dung di duvc cap so ding 14: 
1.1. Trong \Jong 03 thing lce ngay 14 cong van nay, yeu cau co' so-clang 

ky thuoc thuc hien viec cap nhat, bo sung thong tin tren ter huOng an sir dung 
thu6c, cu the: 

1.1.1. Cap nhat mtic Chi dinh, Li'du dung va cdch dimg c/Oi vii chi dinh 
pha thai: de nghi bO sung thong tin "theo dUng "HuOng din quoc gia ve cac Bich 
vu cham s&‘-sirc IchOe sinh san" ban hanh kern theo Quyet dinh so 4128/QD-BYT 
ngay 29/7/2016 dm BO truing BO Y te". 

1.1.2. Muc Chan& chi dinh: de nghi b8 sung day du cac ch6ng chi dinh thee 
"Htrong clan quoc gia ye cac dich vu cham sic sirc khoe sinh sari" ban hanh kern 
theo Quyet dinh so 4128/QD-BYT ngay 29/7/2016 cira BO truth-1g BO Y te". 

1.1.3. Muc Canh hdo va than trong: yeu cau b8 sung thong tin canh hao 
"Viec tu sir dung thuoc de pha thai c6 the nguy hiem den tinh mang, de nghi man 
thb huOng clan cira Bac s57dieu tri va huOng dan Quac gia ve cac dich vu chain sac 
sire khoe sinh san &roc quy dinh tai Quyet dinh so4128/QD-BYT ngay 29/7/2016 
cira Bo truing BO Y te" va in rO rang, clam net de co the nhan biet cluoc ri5 rang 
thong tin nay. 

1.2. Hinh thirc cap nhat: Co so- clang 14 thuoc thuc hien viec to cap nhat 
theo quy dinh Khoan 4 Dieu 9 Th8ng to so 44/2014/TT-BYT ngay 25/11/2014 cua 
Bcj Y te quy dinh viec clang 1c)'? thu8c. 

2. 1:06i voi cac hO so ding kjr thutc ch(ra mifepriston, cac thuOc chira 
misoprostol co chi dinh pha thai trong to. huthig dAn 	dung dang chi).  xet 
day4 tai Cue Quan 1j,  Duvc: 

Cuc Quan ly Duvc chi xem xet trinh 1-10i ding to van cap giay clang ky I au 
hanh thuoc, nguyen lieu lam thu8c — BO Y to sau khi co sir dang ky thuoc nOp tai 



lieu cap nhat, bo sung nOi dung muc Chi dinh, Lieu dung va each dUng, ChOng chi 
dinh, CAnh hAo WI than trong nhu tren (mvc 1.1.,1, 1.1.2 va 1.1.3) vao cac phan có 
lien quail cita ho so va dine 	dinli dal yeu cau. 

II. So' Y to cac tinh, thanh phO trtyc thuOc trung trang va cac Nnh 
Vin co giu*ng 1-4nh true thuOc BO NT te: 

, 2.1. Thong bao cho cac ca kham, chila berth, cac don,  vi 	doanh doge 
phain tren dia ban cap nhat hirring an sir dung dia cac thuoc chfra mifepriston, 
cac thuoc china misoprostol co chi dinh pha thai nhu neu tai invc I va quail 1)% viec 
thuc hien pha thai bang thuoc chi dugc tien hanh tai cac co sa kham china benh 
theo dUng,quy dinh Thong to 43/2013/TT-BYT ngay 11 thang 12 na.m 2013 ciia 

Y to ve; "Quy dinh chi tiet phan tuyen chuyen mon ky thuat doi vot he thOng ca 
s(.1 kham 1)011, chila 

2.2. l'Ang cugng thuc hien -viec theo d6i tac dvng khong mong 
thunc trong qua trinh sir dung va hilt hanh; gin bao cao ADR (neu co) ve Trung 
tam QuOc gia ve thong tin thmic va theo doi phan 	có likti cua thu6c (13-15 
Le Thanh Tong, Ha Ni)O hoc Trung tam khu vtrc 'ye thong tin thui;c va then 
doi phan irng co hai cua thuOc TP. HO Chi Minh (201B Nguygn Chi Thanh, 
Quan 5, TP. WO Chi Minh). 

Cuc Quan 1 Dugc thong bao de cac don vi biet va thuc hien./. 

No./ irhOir: 	 KT. CVC TRUbNG 
- Nhu.  tren; 	 PHO CIJC TRU.(ING 
- BT. Nguyen Thi Kim Tien (de b/c); 
- TT. Truong Qu8c Ctrong (de b/c); 
- Cac 	Cuc trtrang Cuc QLD; 

Cuc QLKCB, Thanh tra BYT (de ph6i hop); 	 *. ;  . 
- Tong Cuc Hai quan — BO TC; 	

' tie , 
 

- Coc Quail Y — BQP; Cuc Y to — RCA; Cuc Y to 
Gino Theme, van tai — BO GTVT; 
- BHXH Viet Nam; 
- TOng ding ty Dirge Viet Nam - C8ng ty ce phan; 
- Trung tam DI & ADR Qusec gia; 
- BO moil Dugc lY — Trtrang DH Y Ha NOi; 
- Cac chuyen gia them dinh 116 sa clan§ ky thuOc; 
- Phang QLKDD, P12.0g QLTTQC (de thgc hien); 
- Website Cuc QL15, TC Duvc&MP; 
- Luu VT, DKT (32 ban) (LA). 
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