BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lip - Ty do - Hanh phie
Sé: g /QLD-BK Ha Ngi, ngay J& thang ;9 nam 2017
Viv théng nhit théng tin chi dinh d6i SO Y TE THANH HOA
vorl thude el Alplincliyoliypsin - -
ding dudmg ubng, ugin dudi ludi BE‘\I 80: .;.IS..GQ
N Ngay: 28142....
ICinh giri: CRUPRES - nssenscssssymrisianen
" w - 80'Y té cac tinh, thanh pho trethube” Fang wong:- |
P_M o - Ciie bénh vién, vién ¢6 giudng bénh trye thuge BO Y (€;
rz MJ‘/ Cde co sor dang ky luu hanh thuoe tg Vigt Nam.
Nhiim dam bao muc tiéu sir dung thude hop 1y, an toan va hiéu qua cia thube

va thong nhit cich ghi chi dinh cia thudc chira hoat chéat Alphachymotrypsin diing
YR 297 duomg udng hofic ngim dudi ludi, Cye Quan 1y Duge yéu cdu nhwr sau:
: I. Céc co sé diing ky lru hanh thude tai Vigt Nam:
PRVN:

1. Déi véi cic thube chira Alphachymotrypsin ding dudmg udng hoic
78 Lo #% igim duwéi ludi di duge clp sé ding ky:

[.1. Trong vong 03 thang ké tir ngay ky cOng vin ndy, yéu clu co s¢ ding
ky thude thye hign viée thay doi cach ghi chi dinh cia thube trén nhin, t& hudmg
ddn str dung thube theo huéng dan trong chuyén ludn Alphachymotrypsin cia

Durge thu Quéc gia nim 2015, cu thé: “Chi dinh: diéu trj phu né sau chén thuong,
phiu thudt, bong".

1.2. Hinh thirc ¢ip nhét: Co so ding ky thudc thuc hién viée cép nhit theo
quy dinh tai khoan 4 dicu 9 Thong tu so 44/2014/TT BY 1 ngay 25/11/2014 cua
Bo Y t¢ quy dinh viéc dang ky thude.

2. Dbi véi cdc hd so ddng ky thube chira Alphachymotrypsin ding
dwimg udng hodc ngim duéi lwdi dang chi xét duyét tai Cuc Quin Iy Duge:

Cuc Quan 1y Duge chi xem xét trinh Hai ddng tur viin ciip gifly dang ki lou
hanh thude, nguyén liéu ldm thude — B3 Y té sau khi co s& ding ky thude ndp bd
sung ho so cip nhit ndi dung chi dinh theo hudng din tai mye 1 1 néu trén vio
cic phin c6 lién quan ciia hd so va duge thim dinh dat yéu ciu.

IL. S& Y té céc tinh, thanh phé truc thuje trung wong vi ciac Bénh vién,
Vién 6 giwdng bénh trye thuje Bo Y té:

Thong béo cho céc co s& khiam bénh, chita bénh, cdc don vi kinh doanh
duge pham trén dja ban vé viéc thay d6i nhin, hudéng din sir dung cia cic thube

chita Alphachymotrypsin diing duémg uéng hodic ngdm dudi lui néu tai muc 1.1
néu trén.




Cuc Quan 1y Duge thong béo dé cic don vi biét va thue hién./,

b e KT. CUC TRUONG
- B§ tnrémg Nguyén lhKnnh&n{déuc} CUCTRU‘CING
- TT. Truong Qubc Cuimg (48 bic);

= Che Tl Cue iudmg Cuc QLD
Cxc QLKCB, Thanh tra BYT (8¢ phdi hop);

Thng Cue Hai quan — B TC;
Cue Quin Y BQP; Cye Y 1& BCA; Cue Y té Giao AN

thong vén tai — Bo GTVI; .

BHXH Vigt N, Y 1% in Ding

- Téng cong ty Duge Vigt Nam;

-Tnm;timDI&ﬁDROubctm ‘

Cie chuyéu pla tid dink ho so Al ky b,
- Phong QLKDD, Phong QLTTQUT (d€ thye hgn);
- Website Cyc QLD; TC Duge va MP;

Luw: VT, PKT (Bi).
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