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V/v qp nh~t thong tin huang dful
sir d\lng d6i v6i thu6c chUa
cefmetazol duimg tiem tInh m(lch,
tiem truySn tinh m(lch
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Binh PhurYc, nga~..IJJthiing 7 niim 2018(,1'0." I~

NO'i nhijn:
- Nhutren;
- Ban Giam d6c;
- Website SYT;
- LUll VT, NVD.

, ,I
Kinh gui: - Cac ca s6 y te co giuOng b~nh trong tiph.

'I, I,
Th\fc hi~n Cong van so 13398/QLD-E>K ngay 13/7/2918 cua C\lC Quan Iy

Duqc - Be> Y t~ v~ vi~c C~p nh~t thong tin huang dful ~ud\lng d6i vm thu6c

chua cefmetazol dUOng tiem tInh m~ch, tiem truy~n tInh i!m~ch,nhfun bao dam

m\lc tieu su d\lng thu6c hqp Iy, an tOM va hi~u qua. S6 Y i~yeu c~u: Cae dan vi
c~p nh~t thong tin theo cae cong van tren (Co c6ng van glrikem).
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S6 Y te thong bao cac dan vi biet va thuc hien./ f' 'I. .. 'I
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DQc J~p • TI! do. - H~nh pInlc' .

Ha N()i, ngay A3 tlulng;;- nam2018
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- So Y te cac tinh, thanh pho tn,rc thuQ~ trung uCYJ'lg;
- Cac h~nh vi~n, vi~n co giuo-ng b~nh tT\lCthuQc B9 Y t8;
- Cac cong ty dang ky, san xu~t thu6c \\ru hanh t\li Vi~t Nam.

Bl>YTE
CVC QUANLY DUQC

s6:)3~9~ /QLD-DK
vIv c~p nh~t th{\ng tin hu6ng ddn Slr
d\ll1g dOi v&j thuOc chita cefmetazol
duimg ti€rn tinh m~cb, tiem truySn

56 YTE TfNH SiNH PHVd rn<Jch

DE"'N 56/J ......l~ t'ri:
Ngay/..%.i2R..::

Chuyt$n .•.•••.••.••••..••...••••

LlJu h6 .

. DS th6ng nhgt v8 chi djnh, liGu dung va each dUng thu6c chUa cefmetazol
dl;I0ng tien; tinh milch, tiem truy8n tlnh m\lch, can cu k€t lJ,~cua HQi dang Tu
van cAp g~ty'(rang".~ luu ~anh thu6c, nguyen li~u lam thu5c c BQ Y t8; nh~m dam
baa m\lc?tiep-su'd\lI?i\huoc hqp ly, an toan va hi~u qua, Cl,lCQuan ly DuQ'c thong
bao nh&~au: '\ ~

~ifl~~.V6'!.-~&-i. t~cae tlnh, thanh phB tr"e thuQ~~trung trong va cile
BA h 'A'~j.J'v.i'~~1l6.... b- h t h - B- Y t~\!n Vl\!~.e.)gl o'ng -:n n,rct u<}c <} . e: •

1. ThOng bao cho cac co so kham chua b~nh, cac ddp vi kinh doanh duQ'c
phfun tren dia ban thong tin v8 vi~c c~p nh~t thong tin hu6'n~ din sir d\lng d61 vul"
thu5c chua cefineUlzol UUtwg tiGlII Linh l1l\ich, tWm lruyGnHrnh m~ch; (tang thO-I
ttng cuang th\IC hi~n vi~c theo doi tac d\lng khong mong i!nu5n cua thuBc trong
qua trinh st'r d\lng va luu hanh; gui bao cao ADR (n6u co) ve Trung tam QuBc gia
va thong tin thu6c va theo doi phan u-ng co h<;ticlla thu6c (i3-15/£ ThO:nhTong,
He. Npi) hoij,c Trung tam khu V\l'Cve thong tin thuBc va then doi phan u-ng co hili
cua thu6e TP. H6 Chi Minh (201B Nguy~n Chi Thanh, QIl~ 5, 1'1'. H6 Chi
Minh). i~ ,.

2. Theo dfii, VaID sat cae dan vi slm xuM, kini,\ cloaJ)h t!luoe chUa
cefmetazol duang tiem tInh m\lch, tiem truy8n tinh milch, dij,e bi~t la cae doanh
nghi~p cung ung thAu eho b~nh vi~n d~ sau 06 thang k~ ill rtgay kY cong van nay,
vi~c ke dan, st'r d\lilg thuBc phai tuan tM hoan toan theo chi djnh, lieu dung va
cach dung da e~p nh~t theo eong van nay.

II. DBi v6'i cae eO'Sf! dang kY heu .hllnh thu6e t~j Vi~t Narn: .
I •

1. Bai vui cac tltuBc chu-a cejmetazol ilu'iJng tiem ttfllt m(lch, tiem truyen
tinh m(lch illi ilu'(J'cclip phip lrm Mnh tren thi (mimg !

I.I. Trong vong 06 thang k6 tir ngay kY cong van na~, yeu du co sa dang
ky thu5c th\l'c hi~n vi~c c?p nhat, b6 sung thong tin trong ml,lc Chi iljnh, Li~u
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dung va cach dung tren nMn, ta huang dfuJsu d\lng thuBc cae n<;\idung theo PhIl

I'll,IC dinh kern cong van nay. .,
1.2.. ITInh tl1Ucc~iJ Jl1J~l:Ca Sa dang ky thu6c th\l'c hi~n vi~c tl,r c~p nh~t

theo quy dinh Khoan 4 Di~u 9 ThOng tu s6 44/2014/TT-BYT ngay 25/11/2014 cua
B(l Y tSquy dinh vi~c dang ky thuBc. i

2. J)6i v6i cac Ita sO' iliing ky thu6c cluJ'a cefmetaiol ilu'O'ng tiem tilth
, .1.

m(1c1t,tiem truyen tinh m(lch dang chO'xet duy~t tfli C!lCQulin 1yDU(fc:
C\lCQulm Iy DuQ'c chi xern xet cApgi&ydang kY hru h,~h thu6csau khi CCY

$0 dang kY thu6c n<;\ptai li~u c~p nh~t, b5 sung nQi dung rn\lcjChi djnh, Li~u dung
va d.ch -dungtheo Ph\l l\lc dinh kern cong van nay vao cac phk c6 lien quan cua
h6 sa va duQ'c th~.mdinh dllt yeu duo I

C\ICQufm ly DuQ'c thong bao d~ cac don vi bi@tVo. th\l'c~hi911./,.,

Nui Illtr.n:
• Nhu tren:
• BT. Nguyen Thj Kim Ti~n (~eb/e):
.n',Throng Qu6c CtTCrng(de b/c);
• CT, VO Tu5n CttCrng (d6 b/c):
• Cilc PM CIICtTttCrngellc QLD;
• C\ICQLKCB, Thanh tra BYT (d6 ph6i hop);
• T611gCIICHili quan - BQ TC;

, C'I"• CIlC QUaIl.Y - BQP; CIlC Y te - BCA; uC Ie
Giao Th6ng v~ tAi - B() GTVT:
• SYT cae tinh, TP t!\Ic thll(\c TW;
• Vi~, BV c6 giuCrng b~nh t",Ic thuQe BYT:
.BHXHVf~tNam;
• T5ng c6ngty Om)'c Vie.tNom. (TCI';
• Cae chuyen gia thfrm djnh h6 sa d1in~ky thuilc;
. PhOng QLKDD, Phong QL TTQC (de tll\fChien);
• Website Cuc QLD; TC DuQ'c&MP;
• Luu VT, DKT (LA).
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CQNG HOA XA HQt CHU~UHJA VI~T NAM
Doc Hlp. Tn do -'!Rauh phuc
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[D6i vlri tAt ca cae thu6e chUa cefinetazol auang tiem tirih I~wch, tiem truySn tinh'
m~eh, thuJlglin trGn nMn thudc va ta huang d~n sir d\mg11yeu,,~uthay d6i nQi
dung cae m1,leChi dinb, LiGu dung va each dung theo dtuJg cae thOng tin duQ'c
eung cApdUDiday J ;

1. CIIl ii/nit _, I; , .•
Cefmetazol duqe chi dirih eho cac nhiem khuan do cae vi kh\I:1ncon nhllYcam v&i.

, _. l) •

thuoc rihu: Nhiem khuan thtl' pMt cua viern bimg quang, viein th?n, be t!I?n, viem
phUc m~c, viem tili m~t, viell! duimg jn~t, vi€HJ1uyt3uB~'lJlOlin va phl1n phil,
nhi8m khuAn hi cung, viem k~t mllc, viern rno quanh XUq;ngMm, viem xuO'ng,
ham.
2. Li€u dung wi cae/I dung:

. .~., .2.1. LIeu dung: ;,
f)6i v&inguai 100, tiem tinh 11111chho~e truyb nhi'>gidt tiil.hmilch liSu 1 a€n

2 g m6i ngay, chia lam hai lfuJ.. I! '

Vt'i'i tre nM, liSu thong thuang himg ngay 25-100 mg/kg, tiem tiuh milch
hO\l.etiem truySn nhi'>giQtHnh milch, chia lam 2 d~n 4 lfuJ.. I: •

Tny nhii'n, tlIY thuQc vilOtinh tr\lug nhi~m khtfAn dai'ldfulg ho\ic n\ing, tan!:;:
I~n 4g ebo nguai lan, 150 mg /kg a tre em m.6ingiIy, ehia la1P 2 d&n4 lfin.
2.2. Click dung: "

Boa tan vao 10ml IlUllCcfit hu\l.cdung dich Natri d?rid 0,9% ho~c dung
dich glucose dfulg truong, tiem tluh mllch eMm. IJ

Ngoai ra, tbude nay cung co th~ dugc dUngtruy8n nJ\i'>giQt tinh mlleh, M6i
1 g khi cho truy@nnhi'>giQt tluh m(l.chnen dugc hoa tan tU:t~;.trong dung dleh Natri'

• , '.1 ;.

clorid 0,9% khi sa d\lng. Truyen nho giQttinh milch bat bUQ~phfli pha t1:IUOCtrong
dung djch a~ng truong.l. '!
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