
UBND TiNH LAo CAl
SOYTE

styISIlf;sYT- NVD
V Iv dinh chi luu hanh thuoc

khong dat tieu chu~n ch~t IUQ'ng

Kinh giri:

CONG HOA XA HOI CHU NGHIA VI~T NAM
DQc l~p - Tl}' do - H~nh phuc

Liw Cat, ngayjf thang 12 ndm 2017

-Van phong HDND & UBND cac huyen, thanh pho;
- Cac Doanh nghiep kinh doanh thuoc tren dia ban tinh;
- Ban Bao v~ cham s6c sire khoe can bQ;
- Cac dan vi true thuoc.

Thuc hien van ban s6 208191QLD-CL ngay 11112/2017 cua Cue Quan ly Duoc
v€ viec dinh chi luu hanh thuoc khong dat tieu chuan chat hrong. D~ dam bao an toan
cho nguoi sir dung, SO'Y t€ tinh Lao Cai thong bao:

1. Dinh chi hru hanh thu6c Vien nang cirng Sulpiride DNP 50mg, SDK: VD-
12544-10 gom r.e SX: 507102, HD: 26/6/2018 va Lo SX: 607103, NSX: 23/1112016,
HD: 23/11/2019 do Cong ty c6 phAn san xuat thuong mai duoc.pham Dong Nam san
xuat, Thu6c khong dar tieu chuan chfrt IUQ'ngv€ chi tieu DQhoa tan.

2. Van phong HDND & UBND cac huyen, thanh pho; thong bao cho cac nha
thuoc, cO'so' kham chua b~nh tu nhan tren dia ban quan Iy th\Xchi~n thong bao nay,
ki~m tra, giam sat cac dan vi tIm h6i cac 10 thu6c neu tren va tra l~i cho cO' sO'cung
ung. Bao cao k€t qua, ki~m tra, thu h6i xu ly v€ SO'Y t€ (phong Nghi~p vv DuQ'c)
trong thai h~n 30 ngay k~ til ngay ky van b~mnay.

3. Cac dan vi y t€, cac doanh nghi~p kinh doanh thu6c:
- Cac b~nh vi~n, Trung !tim y t~ cac huy~n, thanh ph6 thong bao cho cac khoa

phong, phong kham da khoa kIm V\XC,cac tr~m y t~ xa, phuang, thi trfrn va cac cO' sO'ban
Ie thuQCph~m vi dan vi quan Iy thu h6i cac 10thu6c neu tren, tra I~i dan vi cung ling.

- Cac dan' vi y t~ khac, Ban Bao v~ cham s6c suc khoe can bQ tinh thong bao
trong dan vi, ngilng sLr dVng va tIm h6i cac 10thu6c nell tren; tra l~i dun vi cung (mg.

- Cac doanh nghi~p duQ'c thong bao cho cae nha thu6c, qu~y thu6c va cO'sa
khinn chua b~nh (n€u c6) thuQc plWm 'Vidan vj quan ly, ti~n hanh thu h61 cac lothu6c
neu tren, tra l~i dun vi curig lmg

- Cac dan vi bao cao k€t qua, ki~m tra, thu h6i xu ly v§ SO'Y t€ (phong Nghi~p
vv DuQ'c) trong thai h~n 30 ngay k~ til ngay ky van b~mnay.

4. Phong Nghi~p 'V~lDuQ'c t6ng hQ'Pk~t qua thu h6i 16 thu6c neu tren, bao cao
SO'Y t€ va Cve Quan ly Duq'c thea quy dinh. .

SO'Y tS thong bao d~ cac dan vj biSt va th\Xchi~n./.l}v
Noi nh(m:
- Nlm tren;
- Ban Giam d6c SO';
- Thanh tra SO';
- Trang TTDT S<'rY t6;
- LUll: VT, NVDy

Trfin Thi Minh





UBND TiNH LAo CAl
SOYTE

s6)S13ISYT- NVD
v Iv cap nhat thong tin vS sCI'dung

mifepriston phoi hop voi misoprostolas pha thai

CONG HoA XA HOI CHU NGHIA VIET NAM. . .
DQc l~p - T\f do - Hanh phuc

Lao Cai, ngaYlf thang 12 nam 2017

Kinh gtri:
- Van phong HDND&UBND cac huyen, thanh pho;
- Ban bao v~ cham s6c sire khoe can bo tinh;
- Cac doanh nghiep kinh doanh thuoc tren dia ban tinh;
- Cac dan vi tnrc thuoc.

Thuc hien van ban s6 20534/QLD-DK ngay 07/12/2017 cua C\lCQuan Iy Duoc
viec cap nhat thong tin v~ su dung mifepriston phoi hop voi misoprostol d~ pha thai
(co him photo van him s6 205341QLD-DK giri kern theo). D~ dam bao muc tieu sir
dung thuoc hQ'Ply, an toan va hieu qua, Sa Y t€ tinh Lao Cai yeu cau: ;\

1. Van phong HDND&UBND cac huyen, thanh pho thong bao eho cac cc sa
hanh nghe kham benh, chua benh tu nhan, nha thuoc tir nhan tren dia ban; Cac benh
vien, Trung tam y t~ cac huyen, thanh ph6 thong bao cho cac khoa phong, phong kham
da khoa khu VllC,trc,lmy t€ xa, phucrng, thi tr~n va cO'sa ban Ie thu6c thuQc phc,lmvi
dan vi qui'm ly; Cae doanh nghi~p kinh doanh thu6c thong bao cho cac nha thu6c, qu~y
thu6c trllc thuQc doanh nghi~p c~p nh~t to' huang dan su d\lng cua cac thu6c chua
mifepriston, cac thu6c chua misoprostoi e6 chi dinh pha thai va quan Iy vi~c thvc hi~n
pha thai bing thu6c duQ'c ti€n hanh tc,licac cO'sa kham chua b~nh thea dung quy dinh
Thong tu s6 43/2013/TT-BYT ngay 11112/2013 cua BQ Y t€ v~ "Quy dinh chi ti~t
phan tuy€n chuyen mon k5' thu~t d6i vai h~ th6ng cO'sa kham b~nh, chua b~nh".

2. Cac cO' sa y t€ tang cuerng thllC hi~n vi~c thea d6i tac d\lng khong mong
mu6n cua thu6c trong qua trinh su d\lng va Iuu hanh, phat hi~n va xu tri cac twang
hqp xay ra phan lmg c6 hc,licua cac thu6c neu tren (niu co), gui bao cao phan ung co
hc,licua thu6c (rdu co) v~ Sa Y t€ va Trung tam Qu6c gia v~ thong tin thu6c va thea
d6i phan ung co hc,licua thu6c (13-15 Le Thanh Tong, Qu(m Hoan Kzirn, Ha N(ji).

So' Y t€ tho.ng bao d~ cae dan vi bitt va thllc hi~n./. ~

N(fi nh~n:
- Nhu tren;
- Giam d5c sc)';
- Trang TTDT SO'Y tS;
- Phong NVY;

- LUll: YT,NYD¥

Trftn Th! Minh
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BOYTE
Cl)C QUAN LY D1J(,}C

56: o?JJ531 !QLD-DK
vlv c~pnhat thong tin v~ S11 dung

mifcpriston phoi hQ'Pvoi misoprostol
d~phi thai

eONG HOA xX HOI eHU NGHIA VItT NAM
DQcI~p ~TV do - Hanh phuc

Hit N(Ji. ngay of- thlmg.-1~ ndm 2017

-...

Kinh giri:
- Sa Y ts cac tinh, thanh ph6 true thu9c trung nang;
- Cac benh vien, vien co giuong benh true thu9c BQY t&;
- Cac cong ty dang ky, san xu&tthu6c hruhanh tai Vi~tNam.

Ngay 291712016, U0 truong UQ Y t~ cia ban hanh (2nY~t dinh sll 41Lg/~f:J­
BYT vGVi9L:phe dUY<;L Lai li~u "1luang d~n qu6c gia v~ cac dich vu cham soc sue
khoe sinh san". Crin dr k~t Iuan cna HQid6ng nr v~n c~p gi~y dang ky hm hanh
thuoc, nguyen li~u lam !l\ldic - B(\ Y t(~;nh~m' <tambao rnuc tien Slr dung thuoc
hop ly, an toan va hieu qua, C\1CQuan 1yDuQ'cyeu cku nhu sau:

L Cae cO'sO' dang ky hru hfmh thu&c t~iVi~t Nam:
1. I>6i voi cac thu6c chua mifepriston, cac thu6c chu:a misQprostoI co

chi dinh pha thai troug to' hU'(Yngdftn su' cll}ugdii dl1'Q'cc§p s6 diing lqr:
1.1. Trong vong 03 thang k~ tu ngay ky cong van nay, yeu cku cO'sa dang

ky thu6c thvc hi~n vi~c c~p nh~t, b6 sung thong tin tren to' huang c1~nSIT d\1ng
thu6c, C\l thS:

, , 1.1.1. C~p nh~t m\lCClti tljnlt, Li~ll dung va each.dung d6i vai chi dinh
pha thai: d~ nghi b6 sung thong tin "theo dung "Huang dfin quBc gia v~ cac dlch
V\1cham s6~slrc khne sinh san" ban hanh kem theo QuySt dtnh s6 4128IQB-EYT
ngay 291772016 cua BQtruang BQ Y tS".

1.1.2. M\1cChbng chi tlinh: d~nghi b6 sung dfrydu cac ch6ng chi oinh thee
"Huang d~n qu6c gia v~ cae dich V\1cham Soc suc khoe sinh san" ban hanh kern
theo Quy€t dinh s6 4128/QB-BYT ngay 2917/2016 cua B9 trnang HQY tS".

1.1.3. M\lC Ciinh hao va th{l11 tr{ll1g: yeu cku b6 sung thong tin canh bao
"Vi~c tv suod\1ngthu6c d~ pha thai co th~ nguy hi~m d~n t1nh n1l;lng,d~ nghf tuan
thu hua-ng dfin cua Hac sy di@utri va huang dfinQu6c gia v~ c{tCdich V\1cham soc
suc khne sinh san duqc guy dinh t<;1iQuySt dinh s6 4128/QB-BYT ngay 29/7/2016
dia BQtruang HQY t€" va in ro rang, d?tn net dS co th~ nh~n biSt duqc 1'0rang
thong tin nay.

1.2, Hinh thuc c~p nh~t: CO'sO-dang ky thu6c thvc hi~n vi~c 1\1 c~p nh~t
thea quy (tinh Khmln 4 DiSu 9 Thong tu s6 44/2014!TT-BYT ngay 2511112014cua
BQY tS quy Ginhvi~c dang ky thu6c.

2. D6i vO'i cac h6 so' dang ky thu6c chu'a mifepriston, cac thu6c chua
misoprostol co chi dinh plni thai troug to' huo'ng dfin sU' (h,mg dang cho' xct
duy~t t~i Cl}cQuan Iy DU'Q'c:

O;lC Quan 1yDuQ'cchi xem xet trinh HQid6ng tu v~n c~p gi~y dang ky lUll
hanh thu6c, nguyen li~u lam thu6c - EQY tS sau khi cO'sa dang ky thu6c n9P tal
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lieu cap nhat, b6 sung n91 dung muc Chi dinh, Lieu dung va each dung, Chang chi .
dinh, Cnnh brio vo than trong nhir trcn (muc 1.1.1, 1.1.2 va 1.1.3) VaG cac ph~n c6 •
lien quan ella h6 so va dUQ'Cth.1111diuh dat yeu c~u.

II. So' Y t~ cac tinh, thanh phB tn,l'e tbuQc trung u'()'ng va cac B~nh vi~n,
Vi~n eo giU'()'ngb~nh tru'c thuQc HQY t~:

:2..1. ·1hong bao cho cac co so kham, clnra benh, cac don vi kinh doanh duoc
pham tren dja ban c~p nh?t to huong d§n sir dung cua cac thu6e chua mifepriston,
cac thuoc chua rnisoprostol co chi dinh pha thai nhu neu tai muc I va quan 1y viec
thuc hien pha thai bang thuoc chi ducc tiSn hanh t~i cae co sa khall chua b~nh
thea dlll1g quy dinh Thong tll' s&43/2013/TT-BYT ngay 11 thang 12 nam 2013 eua
Bi) y t~ vS "QllY oinh chi ti~t phan tllySn chllye.n mon ky thu~t 06i vai h~ th6ng co
sa khaJTI h~nh, ehu'a b~nh".

2.2. T~mg CU'Ong th\1'e hl~n vi~c theo doi tac d\lTIg khong mong muAn C-1Hl
thuAc trong qua tdnh Sl't d\lng va hm hfmh; glTi bao cao ADR (nSu co) vS Trung
tarn Quac gia v~ thong tin thuBc va theo doi phall rrug co ht;ti cliu thu&c (13-15
L6 Thanh Tong, ITa N9i) ho~c Tl'ung tiim IdlU VlJ'C v~ thong tin HlUDcva then
d5i phan u'ug co h~i eua thuBe TP. H6 Chi Minh (201B Nguyen Chi Thanh,
Qu~n 5, TP. H6 Chi Minh).

Cl,lC QU2il1 1yDuQ'c thong bao d~ cac dan vi biet va th\Ic hi~n./.

NO'i nh~l1: KT. el)e TRlnJNG
- Nlm tren; PRO el)e TRUONG
- BT. Nguy@n Th1 Kim Ti6n (d§ bic);
- TT. TW011g Qu5c Cucmg (de b/c);
- Cac Ph6 C\lC tnr6ng C\lC QLD; ¥
- Cl,lCQLKCB, Thanh tra BYT (d§ ph6i hgp); q
- T611gCpc I-J,ljquan - BI) TC;
- C\lC Qufin Y - BQP; (\1(:, y t~ - RCA; (:1)('. Y t8
Giao Thong v~n ti'li - B9 GTVT;
- BHXH Vi~t Nam;
- T6ng cong ty DuQ'cVi~t Nam - Cong ty c6 phkn;
- Trung HimDI & ADR Quae gia;
- Bi;>mon DUQ'c ly - Truong DH Y Ha NOi;
- Cac chuyen gia th&m dinh h8 so cHing kY thu6c;
- Pbcmg QLKDD, P.!!9ng QLTTQC (d~ thgc hi~n);
- Website Cpc QLD; TC DUQ'c&MP;
- Lu'u VT, DKT (32 ban) (LA).
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