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| CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: jo595 /QLD-DK Ha Noi, ngary A3 thang 14 ndim 2017
V/v cp nhét théng tin hudng din sir
dung dbi véi thube chira citicolin ding
. dudmg tiém
1EM CHUAN XET NGHIEM TP
[G f Kinh gi:
,N Nadveid. 7 J [;,c\ [_ic{ J - S&'Y té céc tinh, thanh phd tryc thude trung wong;
e - Céac bénh vién, vién c6 gindng bénh trye thube Bo Y té;
L ——— - Céc cdng ty ding kY, sin xuét thude hru hanh tai Viét Nam,
i —
Dé théng nhét vé& chi dinh cing nhu huéng dﬁn sir dyng cia thude chia
k W }9 citicolin diihg dudng tiém, cin ¢t két lugn ctia Hoi dong Tu van cdp gidy dang ky
{ i luu hénh thude, nguyén 1iéu 1am thube - B6 Y té; nhim dam bdo muc tidu s dung
}§ 2 thubc hop 1y, an toan va hiéu qua, Cyc Quan ly Duge théng béo nhu sau:
DE} W _ I. S& Y té céc tinh, thanh pho tryc thude trung wong vd cdc Bénh v:én,
Vién c6 giwdng b¢nh trwe thude B§ Y té
~ Théng bao cho céc co s¥ khim chita bénh, cdc don vi kinh doanh duge
07 ﬂ | pham trén dia ban thdng tin vé viée cip nh{il théng tin huéng dan st dung d6i véi
“ thudc chira citicolin ding duorng tiém; dong thoi tang cuong thue hién viée theo

doi tac dyng khdng mong muon cua thude tr ong qué trinh st dung va liu hanh;
gui b&o cdo ADR (néu c()) vé& Trung tAm Quéc gia v& thong tin thudc va theo ddi
phan ung c6 hai cta thude (73-15 Lé Thanh Tong, Ha N§i) hodc Tlung tAm khu
vue vé thong tin thuoc va theo doi phan ung cd hai cha thudc TP. Hd Chi Minh
(ZOIB Nguyen Chi 'lhanh Quén 5, TP, H6 Chi Minh).

\ II Cac co s¢ diing ky luu hanh thude tai Vigt Nam:

l" Do: wéi cde thube chiva ciicolin dimg dudng tiém di dupe cap phép
lww hanh trén thi truong

1.1. Trong vong 03 thang ké tir ngay ky céng vin ndy, yéu c¢hu co s& dang
ky thubc thuc hién viéc clp nhét, bd sung théng tin trong muc Chi dinh, Liéu
ditng v cach dimg, Canh bdo va thin trong, Tdc dung khing mong muin trén
nhan, to huéng dan st dung thudc cée nbi dung theo Phuy Iyc dinb kém cong vin
nay.

1.2. Hinh thirc cép nhét: Co s¢ dang ky thude thye hién viée ty cip nhét
theo quy dinh Khoan 4 Pidu 9 Théng tw s 44/2014/TT-BYT ngay 25/11/2014 cia
Bo Y té quy dinh viéc diing ky thudc.

2. Dbi voi che hd so diang ky (hube ehia citicolin dung dudng (iém
dang cho xét duy@t tai Cue Quin ly Duge:




Cuc Quén Iy Duge chi xem xét trinh Hji dong tv vin clp sb a3 ang ky say
khi co s& ding ky thude ndp tai 1iéu clp nhit, bd sung ndi dung muc Chi dmh
Lidu ding va céch ding, Canh bdo va thén tr ong, Téc dung khong mong mudn
theo Phu luc dinh kem cOng van ndy vio cac phin cé lién quan ciia hd so va dwoc
thém dinh dat yéu cau.

Cuc Quén ly Duoc thong bdo dé cac don vi biét va thue hién ./,

Noi nhén: KT. CUC TRUONG
- Nhur trén; ,;K-%IO CUC TRUONG
- BT. Nguy&n Thj Kim Tién (de b/e); fg‘ RN
- TT. Truong Quédc Cudng (dé b/e); P

- Céc Phé Cue trudng Cuc QLD; :*
- Cuc QLKCB, Thanh tra BY'T (dé phéi hop);
- Téng Cuc Hai quan —B§ TC;

- Cyue Quin Y - BQP; Cuc Y t — BCA; Cyc Y té %

U
Giao Théng vén tai - B6 GTVT; ""‘%mM“yeﬂ Tht Pat

- BHXH Viét Nam; L

- Téng cdng ty Duge Vigt Nam - Céng ty cb phan;
- Ttung t&m DI & ADR Qubc gia;

~-Bé mon Duge ly  Trudng PH Y Ha Noi;

- C4c chuyén gia thAm dinh hd so dang ky thudc;
- Phong QLK DD, Phang QLTTQC (dé thyc hién);
- Website Cye QLD; TC Duge&MP;

- Liu VT, DKT (LA).
sé Y TE TP. HO CHI MINH SAO Y BAN CHINH
S0:2 7} /SY-SYT Neay,Jq thing £_nim 2017

Noi nhdn: TL. GIAMPOC
- Don vi trie thude iy

- Bénh Vién Q/H,TTYTDP Q/H
-Bénh Vi¢n ngoai cong 14p

- luu Vp




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc 1ap - Ty do — Hanh phic

PHU LUC

Cic nfi dung thay d6i/ bd sung d6i véi thude chia citicolin ding dirdomg tidm
(Dinh kém theo cong viin so18/QLD-DK ngay,{j/ﬂﬁ”’@ﬁa Cue Quan Iy Duge)

[Déi véi tht ¢4 che thube chira citicoiin dung dwdng tiém, thdng tin trén nhan thudc
vA t& huéng dn st dung yéu cdu thay dbi ndi dung céc myc Chi dinh, Lleu dung
va chch ding theo ding cac théng tin duge cung clp dudi day va yéu cu sta dbi
(b6 sung hogc chmh stra) nbi dung cac muc Cénh béo va thén trong, Téc dung
khéng mong mudn d& phan 4nh dy dt céc thdng tin cung clp duéi day]

1. Chi dinh ,
Giai dogn cép ctia chén thuong so ndo kém réi loan tri gidc & ngudi 1én.

2. Lidu dimng vé cdch dimg

Lidu lugng trung binh 500 - 750 mg trong 24 gid. a
Thube duge dung qua dudng tiém bip hoje tiém truyén tinh mach. T uy nhién,
dudng tiém truyén tinh mach duqc vy tién sir dung hon so véi dudng tiém bap '
Trong trwdng hop tidm tinh mach, tde d6 tiém phal chéim (3-5 phiit thy thuge heu)
Trong trudng hop truyen tinh mach, tbe d6 truyén phai tir 40 - 60 giot/phut,

3. Cinh bio vi thiin trong

[...]

Trong trudng hop chay mau ndi so xudt hlen dot ngot va dai dang, Iieu khuyen cdo
khong vugt qua 1000 mg mbi ngay va cdn truyén véi tde d6 truydn rht chém (30
giot/phut). :

[...]

4. Tic dung khong mong muén
[...] |
D3 ¢6 bao céo v hign twgng kich thich ¢6 hdi phuc.
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