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CONG HoA XA HOI CHU NGHiA VItT NAM
DQc l~p - Tl}' do - Hanh phuc

S6: 3.:JbICYT-NVYD&TTBYT
VIv cong b6 thu tuc hanh chinh

duoc sua d6i, b6 sung thuoc pham vi
chirc nang quan ly cua B9 Y t~

Ha N9i, ngay .,15 thdng 5 nom l()T5

Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t~ chuyen nganh GTVT.

Ngay 17/4/2015, BQ Y t~ co Quyet dinh s6 1414/QD-BYT v~ viec cong
b6 thu tuc hanh chinh duoc sua d6i, b6 sung thuoc pham vi chirc nang quan 1y
cua BQY t~. Quyet dinh nay cong b6 19 thu tuc hanh chinh moi duoc quy dinh
tai Thong tu 86 44/2014/TT-BYT ngay 25/1112014 cua BQ tnrong BQ Y t~ quy
dinh viec dang ky thuoc (co Danh muc kern theo).

Cue Y t§ GTVT thong bao d~ cac dan vi duoc biet.,'.. .. ,fr!f

Not nh(in:
- Nhtr tren;
- Luu: VT, NVYD&TTBYT.
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BOYTE CONG BOA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - Tl}'do - H~nh phuc

Ha N9i, ngay At thdng CJT ndm 2015S6: ~'f1QD-BYT

QUYETDJNH
V~vi~c cong b8 thii ty.c hanhchfnh (fuQ'csua (f8i, b8 sUDjgifhi!"jC~Nl~~T--

" , chirc nang quan If eiia BQY t~ I cor...' r: I ~.)": }H:""
#'r: r;IMf ~ ! 1 1 -05- 2015rY can cir Nf7ij dinh s6~~:=~:~;:thang sla; 2U12~1 ~ u

phu quy dinh chirc nang, nhiem vu, quyen han va co e~u t6 chirc ella BQY tS;

Can cu Nghi dinh s6 63/201 OIND-CP ngay 08 thang 6 nam 2010 cua
Chinh phu vS kiem soat thu tuc hanh ehinh;

Can ell Nghi dinh s6 48/20131ND-CP ngay 14 thang 5 nam 2013 cua
Chinh phu vS sua d6i, b6 sung mot s6 diSu cua cac Nghi dinh lien quan dSn
kiem soat thu tuc hanh ehinh;

Xet dS nghi cua Cue tnrong Cue Quan I;' Duoc va Vu truemg VV Phap
ehS BQY tS,

QUYETDJNH:

Di~u 1. Cong b6 kern theo QuySt dinh nay 19 thu tve hanh ehinh duge
quy dinh t~i Thong tu s6 44/2014/TT-BYT ngay 25111/2014 eua BQ truemg BQ
Y tS qui dinh vi~e dang ky thu6e.

Di~u 2. Bfti b6 12 thu tl,le hanh ehinh dft duge eong b6 theo cae QuySt
dinh s6 2266IQD-BYT ngay 25/06/2010; QuySt dinh s6 1718/QD-BYT ngay
31105/2011; QuySt dinh s6 849/QD-BYT ngay 20103/2012 eua BQ truemg BQ Y
tS vS vi~e eong b6 thu tve hanh ehinh mai ban hanh, thu tve hanh ehinh duge
sua d6i, b6 sung, thay thS va thu tl,le hanh ehinh bi bfti b6 thuQe ph~ vi ehue
nang quim Iy eua BQY tS.

Di~u 3. QuySt dinh nay co hi~u h,rethi hanh kS tu ngay kY.
•Di~u 4. Cae or;g/ba: CharmVan ~hong BQ,Thu truang cae Vv, Cve, Thanh tra

BQ,Tong eve, SaY te cae tinh, thanh pho, cae dan vi co lien quan ehiu tnieh nhi~m thi
hanh QuyStdinh nay.!.

Nui nhiin:~
- Nhu dieu 4;
- B9 truang (d~ bao cao);
- Cac Thu trueng (d~ biet);
- B9 Tu phap (Cl,lcKi~m soat thu tI,lchfmhchinh);
- C6ng ThOngtin di~n tfr-BQY te;
- Luu: VT, QLD, PC.



Ph1}.11}.cI :
THV Tl)C HANH CHiNH MOl BAN HANH THUQC PH~M VI

CHUC NANG QUAN LV CVA BQ Y TE
(Ban hanh kern thea Quyit dinh s6A4~lIQD-BYT, ngay.lf-thimg 'tnarnoUlfcua

B9 truang B9 Y ti)
PHA.N I

DANH Ml)C THV Tl)C HANH CHiNH Mm BAN HAND THUQC
PH~M VI CHUC NANG QuAN LV CVA BQ Y TE

Linh
vl}'cSTT Ten thii tuc hanh chinh

CO'
quan
thuc.
hi~n

Ghi chu

I. Thii t1}.chanh chinh cAp trung uoug

Dang ky lfrn dfru va dang ky thay
d6i khac phai n9P h6 so nhu dang
ky lfrn d~u thuoc hoa diroc moi,
v~c xin, huyet thanh chua khang
thS, sinh pham y tS (tnr sinh pham
chAn doan in vitro)

Duoc
-My
pham

1.

Dang ky lai thuoc thanh pham hoa
diroc, v~c xin, huyet thanh chua
khang thS, sinh pham y tS (tnr
sinh phAm chan doan in vitro)

DuQ'c
-My
pham

2.

Dang kY gia han thuoc thanh
pham hoa duoc, v~c xin, huyet
thanh chua khang thS, sinh phAm
y tS (trir sinh phftm chAn doan in
vitro)

DuQ'c
-My
phAm

3.

4.
Dang lr.', lfrn dfru thu6c DuQ'cr..] genenc _ My
(h6a duQ'c) phAm

5.

Dang ky Ian dau va dang ky thay
d6i khac phai n9P h6 sO'nhu dang DuQ'c
kY lfrn dfru thu6c tu duQ'c li~u, - My
thu6c dong y va nguyen li~u lam phAm
thu6c
Dang ky l~i thuoc tU duQ'c li~u, DuQ'c
thu6c dong y va nguyen li~u lam - My
thu6c phAm

6.

C\lC
Quan

ly
Duoc

C\lC
Quan

ly
Duoc

C\lC
Quan

ly
DuQ'c

C\lC
Quan

ly
DuQ'c

C\lC
Quan

ly
DuQ'c

C\lC
Quan
ly

TIRC cong bo
t~eo Thong tu
so
44/20 14/TT-
BYT ngay
25/1112014
Quy dinh viec
dang ky thuoc

nt

nt

nt

nt

nt



7.

Dang ky thay doi 100 vac xin,
huyet thanh chua khang thS, sinh
pham y tS (tnr sinh pham chan
doan in vitro)

Diroc

nt
Dang ky gia han thuoc til diroc Diroc
lieu, thuoc dong y va nguyen lieu - My
lam thuoc pham

CI,lC
Quan

ly
Diroc

8. Dang ky thay d6i 100 thuoc hoa Diroc-My
dugc phAm

C\lC
Quan

ly
Diroc

nt

9.
Diroc
-My
pham

C\lC
Quan

ly
Dugc

nt

10.
Dang ky thay d6i 100 thuoc til Diroc
diroc lieu, thuoc dong y va nguyen - My
lieu lam thuoc pham

C\lC
Quan

ly
Diroc

nt

11. Dang ky thay d6i nho thuoc hoa Duoc-My
duoc pham

C\lC
Quan

ly
Diroc

nt

12.

Dang ky thay doi nho vac xin,
huyet thanh chua khang thS, sinh
pham y tS (tnr sinh pham chan
doan in vitro)

Diroc
-My
pham

C\lC
Quan

ly
Dtroc

nt

13.
Dang ky thay d6i nho thuoc til Diroc
duoc lieu, thuoc dong y va nguyen - My
lieu lam thuoc pham

C\lC
Quan

ly
Duoc

nt

14.

Dang ky l~n d~u va dang ky thay
d6i khac phai n9P l~i h6 sO'nhu
dang ky l~ d~u d6i v6i sinh phAm
chAn doan in vitro (trir ban thanh
phAm)

V\l
Trang

Dugc ThiSt bi
-My va
phAm Cong

trinh Y

nt

15.

Dang kY Ian dau va dang ky thay
d6i khac phai n9P l~i h6 sO'nhu
dang kY l~n d~u d6i v6i ban thanh
phAm sinh phAm chAn doan III

vitro

Dugc V\l
-My TTB &
phAm CTYT

nt

16.
Dang kY l~i sinh pharo chan doan Dugc
III vitro (bao g6m ban thanh - My
phAm) phAm

V\l
TTB&
CTYT

nt
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Dang Icy gia han sinh pham chan
DuQ'c V\l

17. -My TTB& nt
doan in vitro phAm CTYT

Dang Icy thay d6i sinh pham chan
Diroc V\l

18. -My TTB& nt
doan in vitro pham CTYT

II. Tho tuc hanh chinh cAp tinh

Dang Icy Ian dau, dang ky lai va
dang Icy gia han cac thuoc dung Duoc ,

1 ngoai san xuat trong mroc quy -My Sa Y te nt
dinh tai Phu luc V - Thong tu pham
44/20 14/TT -BYT
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