
BOYTE CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQe l~p - Tl}' do - Hanh phuc

S6: 42/2016/TT-BYT ns N{ji, ngay 15 thang 11ndm 2016

THONGTU
Quy djnh vi~e thira nh~n k~t qua phan loai trang thi~t b] Yt~

BO TRUONG BO Y TE

Can etCNghi dinh s6 63/2012/ND-CP ngay 31 thong 8 ndm 2012 cua Chinh
phil quy dinh chtec nang, nhiem v¥, quyen han va co edu t6 chuc cua Bo Y ti;

Can etCNghi dinh s6 36/2016/ND-CP ngay 15 thang 5 ndm 2016 cua Chinh
phil vJ quan If; trang thiit bi y ti;

Theo dJ nghi cua V¥ trueing V¥ Trang thiit bi va Cong trinh y ti, so Y ti, ,1'1

B{j truong Bo Y ti ban hanh Thong tu quy dinh viec thiea nhdn kit qua .
11phdn loai trang thiit bi y ti,

Di~u 1. Danh sach cac mnrc rna Vi~t Nam thira nh~n k~t qua phfin
loai trang thi~t b] y t~

Danh sach cac mroc rna Viet Narn thira nhan k@tqua phan loai trang thi@t
bi y t@thl!c hi~n theo quy dinh t~i Ph\ll\lc ban hanh kern theo Thong tu nay.

Di~u 2. HuO'ngd~n quy dBi k~t qua thira nh~n
1. Huang dftn quy d6i k@tqua phan lo~i d6i vai trang thi@t bi y t@khong

phai trang thi@t bi y t@ch~n doan in vitro:

Phan lo~i trang thi~t bi y t~ ella cae nuO'e Quy dBi k~t
Cac nuac thuQc Cac nuac Uc Canada Han Nh~t My qua phan
hi~p hQi cac qu6c khu V\fC Qu6c Ban lo~i t~i
gia Dong Narn A Chau Au Vi~t Nam

A I I I 1 I I A

B IIa IIa II 2 II B

C lIb lIb III 3 III C
D III III IV 4 IV III D

Vi d\l: K@tqua phan lo~i d6i vai trang thi@tbi y t@t~i cac nuac thuQc lo~i I se

du<?,cthua nh~ k@tqua phan lo~i t~i Vi~t Narn la trang thi@tbi y t@thuQc lo~i A



2. Huang d~n quy d6i kSt qua phan loai d6i voi trang thiSt bi y tS ch~n

doan in vitro:

Phfin loai trang thi~t b] Y t~ ella cac nurrc Quy d&i k~t

qua phan
Cac mroc thuoc hiep Uc Canada Han Nh~t My
hQi cac quoc gia Dong Qu6c Ban

loai tai
, Vi~t Nam

NamA

A 1 I 1 I I A

B 2 II 2 II B

C 3 III 3 III C

D 4 IV 4 IV III D

J)i~u 3. Huong dan vi~c sir dung cac giiy to' chUng minh k~t qua phan Ioai
1. Truong hop trang thiet bi y tS da diroc phan loai a mot trong cac nuoc

quy dinh tai DiSu 1 Thong nr nay va kSt qua phan loai diroc thS hien tren mot
trong cac gifty to' sau thi khong phai nQP ban phan loai trang thiSt bi y tS khi nQp
h6 so cong b6 tieu chu~n ap dung hoac h6 so dang ky hru hanh:

a) Giay chirng nhan hru hanh tu do;
b) Gifty dang ky lUllhanh;
c) Gifty phep xuftt kh~u;
d) Cac gifty to' khac do co quan quan ly nha nu&c co th~m quySn cua nuac

ngoai cftp, bao g6m kSt qua phan loc;tiduQ'c cong b6 tren trang thong tin di~n tu
cua co quan co th~m quySn cua nuac ngoai.

2. Yeu c~u d6i vai gifty to' chUng minh kSt qua phan loc;tiquy dinh tc;ti
Khofm 1 DiSu nay:

NQp ban da duQ'chgp phap lanh SlJho~c ban sao co chung thlJc cua ban da
duQ'chgp phap hoa lanh SlJ.

TruOng hgp gifty to chUng minh khong phai b~ng tiSng Anh thi phai kern
theo ban dich ra tiSng Vi~t. Ban dich phai duQ'c chUng thlJc theo quy dinh cua
phaplu~t.

TruOng hqp kSt qua phan loc;tiduQ'ccong b6 tren trang thong tin di~n tu cua
co quan co th~m quySn cua nuac ngoai thi khi nQP h6 so cong b6 tieu chu~n ap
d\lng ho~c h6 so dS nghi cftp s6 lUll hanh, t6 chuc dUng ten cong b6 tieu chu~n ap
d\lng ho~c dS nghi cftp s6 lUll hanh phai nQPban in vS kSt qua phan loc;titil trang
thong tin di~n tu co dong dftu xac nh~n cua t6 chuc va cung cftp ngu6n dfr li~u dS
co quan tiSp nh~n h6 so tra cUu vS tinh hgp l~ cua cac gifty to nay.



Di~u 4. Hi~u h}'c thi hanh
Thong tu nay c6 hieu hrc thi hanh kS til ngay 01 thang 01 nam 2017.

Trang qua trinh t6 chirc thirc hien, neu c6 kh6 khan virong m~c dS nghi cac co
quan, t6 chtrc, ca nhan phan anh vS B<5Y tS (Vu Trang thiet bi va Cong trinh y tS) dS
xem xet, giai quyet./,

NO'inh~n:
- Van phong Chinh phil (Phong Cong bao;
Cong thong tin di~n ttl'Chinh phil);

- BO Tir phap (Cue Ki~m tra VBQPPL, Cue KSTTHC);
- BO, CO'quan ngang BO, CO'quan thuoc Chinh phil;
- BO tnrong BOY tS (d~b/c);
- Cac Thir tnrong Bo Y tS (d~ phoi hop chi dao);
- UBND tinh, thanh ph6 true thuoc Trung uong;
~S6'Y tS tinh, thanh ph6 true thuoc Trung uong;
- Cac don vi tnrc thuoc BOY t€;
- BOi ThiSt bi y tS Vi~t Nam;
- Cac V1,I,CI,lC,T6ng CI,lC,Van phong BO, Thanh tra BO;
- Cong thong tin dien ttl' BOY tS;
- Luu: VT, PC, TB-CT (03 ban),

Nguyen Vi~t Ti~n



PhI} luc
DANH SACH cAc NlJOC MA VI~T NAM THUA NH~N KET QuA

PHAN LO~I TRANG THIET HJ Y TE
(Ban hanh kern thea Thong tu s64)J2016ITT-BYTngay/31//,112016

cua B9 truong B9 Y ti)

1.Danh sach cac mnrc thuQc hi~y hQi cac qudc gia Dong Nam A:
. - Cong hoa Indonesia; ~

- Cong hoa dan chu nhan dan LEw;
- Cong hoa Philippines;

Cong hoa Singapore;
Lien bang Malaysia;

- Lien bang Myanmar;
- Vuong quoc Brunei;

Vuong quoc Campuehia.

- Vuong qudc Thai Lan.

2. Danh sach cac mrrrc khu vue Chfiu Au:

- Cong hoa Ao;
- Cong hoa Ba Lan;
- Cong hoa B6 D~l.ONha;
- Cong hoa Bulgaria;
- Cong hoa Croatia;
- Cong hoa Estonia;
- Ccng hoa Hungary;
- Ccng hoa Hy Lap;
- Cong hoa Ireland;
- Cong hoa Latvia;
- Cong hoa lien bang Due;
- Cong hoa Litva;
- Cong hoa Malta;
- Cong hoa Ph~n Lan;
- Cong hoa Phap;

- Cong hoa Romania;
Cong hoa See; .

- Cong hoa Sip;
- Cong hoa Slovakia;
- Cong hoa Slovenia;
- Cong hoa Tay Ban Nha;
- Cong hoaY;
- Dai cong qu6c Luxembourg;
- Lien bang Thuy Sy;
- Vuong quoc Anh;
- Vuong quoc Bi;
- Vuong quoc Dan Mach;
- Vuong qudc Ha Lan;
- Vuong quoc Thuy DiSn.

3. HQ'p chung quac Hoa Ky, Nh~t Ban, Him Quac, Thinh vlfQ'ng chung (Ie va
Canada.


