BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

S6:46 /2017/TT-BYT Ha Néi, ngayA$ thangA2 nam 2017

THONG TU
Quy dinh chi tiét thi hanh mdt sé diéu ciia Nghj dijnh sé 36/2016/ND-CP
ngay 15 thiang 5 nim 2016 ciia Chinh phii vé quéan ly trang thiét bi y té

Can cir Nghi dinh sé 75/2017/NP-CP ngay 20 thdng 6 nam 2017 cua
Chinh phu quy dinh chirc nang, nhiém vu, quyé:n han va co cdu t6 chike ciia
Bj Y té;

Cdan cir Nghi dinh sé 36/2016/NP-CP ngay 15 thang 5 ndm 2016 ciia
Chinh phii vé quan Iy trang thiét b y té;

Theo dé nghi ciia Vu truong Trang thiét bi va Cong trinh y té,

B¢ truong B Y té ban hanh Théng tw quy dinh chi tiét thi hanh mét s6
diéu cuia Nghi dinh sé 36/2016/ND-CP ngay 15 thang 5 nam 2016 ciia Chinh
phii vé quan 1y trang thiét bi y té.

Diéu 1. Pham vi diéu chinh

Théng tu nay quy dinh vé:

1. Trudng hop duge midn cung cdp ban tom tit dir liéu thir 1am sang va
két qua nghién ctru thir 1am sang khi thuc hién ding ky luu hanh quy dinh tai
diém k Khoan 1 Diéu 26 Nghij dinh s6 36/2016/ND-CP ngay 15 thang 5 nim
2016 ciia Chinh phu vé quan 1y trang thiét bj y té (sau day goi tat 1a Nghi dinh
s6 36/2016/ND-CP).

2. Trudong hop duge mién gidy ching nhéin kiém nghiém ddi voi trang
thiét bi y té chdn doan in vitro khi thuc hién dang ky luu hanh quy dinh tai
diém 1 Khoan 1 Piéu 26 Nghi dinh s 36/2016/ND-CP.

3. Danh muyc trang thiét bj y té thudc loai B, C, D dugc mua, ban nhu
cac hang héa thong thudng quy dinh tai khoan 1 Diéu 39 Nghi dinh sb
36/2016/ND-CP.

4. Hudng dan céach trinh bay tai liéu mo ta tém tht ky thuat dbi véi
trang thiét bi y té san xuét trong nudc theo mau $6 01 Phu luc VIII ban hanh
kém theo Nghij dinh s6 36/2016/ND-CP.
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5. Huéng dan céch trinh bay cum tir tiéng Viét duoc dich sang tiéng
Anh d6i véi mau gidy uy quyén quy dinh tai Phu luc VI ban hanh kém theo
Nghi dinh s6 36/2016/ND-CP.

Pieu 2. Trudng hgp dwge mién cung cap bin tém tit dir lidu thir
lAim sang va két qua nghién ciru thir lam sang khi thye hién ding ky lwu
hanh trang thiét bj y té

1. Trang thiét bj y té nhap khiu thudc loai C, D c¢6 xam nhip co thé
nguoi quy dinh tai Phu luc I kém theo Théng tu nay.

2. Trang thiét bi y té thudc loai C, D di dugc luu hanh va clp gidy
chitng nhén luu hanh tr do ciia mét trong cac nude hodc té chirc thude danh
sach quy dinh tai Phu luc II kém theo Thong tu nay.

Piéu 3. Truwong hop dwge mién gidy chirng nhin kiém nghiém déi véi
trang thiét bi y té chdn doén in vitro khi thue hién dang ky luvu hanh

Trang thiét biy té chin doén in vitro thudc loai C, D da dugc luu hanh
va cép gidy ching nhan luu hanh ty do ciia mét trong céc nude hodc té chirc
thudc danh sach quy dinh tai Phy lyc II kém theo Thdong tu nay.

Diéu 4. Danh muc trang thiét bi y té thudc loai B, C, D dwgc mua,
ban nhw ciac hang héa thong thuong

1. Danh muc trang thiét bj y té thudc loai B, C, D dugc mua, ban nhu
cac hang hoa thong thuong quy dinh tai Phu luc III kém theo Thong tu nay.

2. Co s& mua ban trang thiét bi thudc danh muc trang thit bi y té thudc
loai B, C, D dugc mua, ban nhu cac hang héa thong thuong khong phai thuc
hién viéc cong bb du didu kién mua ban trang thiét bi y té.

Diéu 5. Hudng din cich trinh bay tai liéu mé ti tém tat ky thuat

Viéc mo ta néi dung quy dinh tai muc 1.1 cua Tai liéu mo ta tom tat k§
thudt ddi véi trang thiét bj y té san xuat trong nudc theo mau 01 Phy luc VIII
ban hanh kém theo Nghi dinh s 36/2016/ND-CP dugc thuc hién nhu sau:

1. Mb ta nguyén ly hoat ddng va tinh ning, thong s6 k¥ thuat cia trang
thiét bi, phai néu dy du tén tiéu chudn quéc té, tiéu chuén quéc gia, quy chuan
k¥ thuét quéc gia, tiéu chuin co s¢ dugc sir dung dé san xudt va 1am cén cir dé
kiém tra chat lugng, ddnh gia hiéu qu4, an toan ciia trang thiét bj y té.

2. Déi véi trudng hop sir dung tiéu chuin co s& dé san xuat va lam can
clr dé kiém tra chét lugng, danh gia hiéu qua, an toan cua trang thiét bi y té
thi tiéu chudn co s& phai dap ng quy dinh tai Thong tu s6 21/2007/TT-
BKHCN ngay 28 thang 09 nim 2007 cua B truong B Khoa hoc va Cong
nghé huéng din viéc xdy dung va ép dung tiéu chuén.

3. Trudng hop sir dung tiéu chuén qudc té thi phai ghi r6 nguon tra ctru.
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Piéu 6. Huwéng din cich trinh bay cum tir tiéng Viét dugc dich sang
tiéng Anh d6i véi miu gidy iy quyén

Vige trinh bay cum tir tiéng Viét duoc dich sang tiéng Anh déi véi mau
gifiy iy quyén quy dinh tai Phu luc VI ban hanh kém theo Nghi dinh s
36/2016/ND-CP dugc thuc hién theo quy dinh tai Phu luc IV kém theo Thong
tu nay.

Diéu 7. Hi¢u lyc thi hanh

Théng tu ndy c6 hiéu luc thi hanh ké tir ngay 01 thang 02 nam 2018.

Piéu 8. Piéu khodn chuyén tiép

Tai liéu mé ta tom tat k§ thuat trang thiét bj y t& va Thu Gy quyén bing
tiéng Anh trong hé so cong bé tiéu chuén ap dung hoac dang ky luu hanh da
dugc ky trude ngay Thong tu nay cé hiéu lyuc thi hanh duoc tiép tuc ap dung
va khong phai hoan chinh lai theo quy dinh tai Thong tu nay.

Diéu Y. Piéu khoin tham chiéu

Trudng hop cdc van ban dugc dan chiéu trong van ban nay bi thay thé
hoac stra déi, bd sung thi thyc hién theo van ban thay thé hodc vin ban da
dugc sira ddi, bd sung.

Pi¢u 10. T6 chirc thye hién

Chanh Van phong By, Chanh thanh tra B§, Vu truong, Cuc trudng,
Téng Cuc truéng thuée Bo Y té, Gidm ddc S Y té cac tinh, thanh phd truc
thudc trung wong va co quan, td chirc, ca nhan cé lién quan chiju trach nhiém
thi hanh Thong tu nay.

Trong qua trinh thuc hién néu c6 khé khin, vudng méc, dé nghi céc co
quan, t6 chirc, ca nhan phan anh kip thoi ve Bo Y té dé xem xét, giai quyet./ky’

Noi nhdn: ACT=BQ) = _

- Van phong Chinh phi (Vy KGVX, Cong bio, 7 “THU TR S
Céng TTDT Chinh phu); oy S

- B6 Tu phap (Cuc KTVBQPPL);

- B9 Tai chinh (Tdng cuc Hai quan);

- B§ Khoa hoc va Cong ngh¢;

- UBND tinh, thanh phé tryrc thuge Trung vong;

- Bj truéng By Y té (dé béo cdo);

- Cac Thir truomg B3 Y té;

- S&' Y té tinh, thanh phd tryc thudc Trung wong;

- Céc don vij tryc thuge Bo Y té, y té cac Bg, nganh;

- Cac Vy, Cyc, Tong Cuc, TTra By, VP Bo - BYT;

-Céng TTPT B3 Y té;

- Luu: VT, PC, TB-CT o).

Nguyén Viét Tién



Phu luc I

TRANG THIET BI Y TE NHAP KHAU THUQC LOAI C, D CO XAM
NHAP CO THE NGUOI PUQC MIEN CUNG CAP BAN TOM TAT DU
LIEU THU LAM SANG VA KET QUA NGHIEN CUU THU LAM SANG

KHI THU'C HIEN PANG KY LUU HANH TRANG THIET BI Y TE
(Kém theo Théng tu s6 46 /2017/TT-BYT ngaydS thangAL nim 2017

R

ctia Bj truecng Bo Y té)

Ong thong thim phan phuc mac (Peritoneal dialysis catheter)
Ong théng chup mach (Catheter)

C)ng thong kém theo dung cu mé& dudng va day dan (Bo Catheter)
Ong ht tuéi trong phau thuat (Cannulae)

Day dan duong can thiép mach vanh (Guidewire)

. Dung cu m¢ duong (Introducer)



Phu luc II
DANH SACH CAC NUOGC HOAC TO CHUC MA VIET NAM THUA
NHAN KHONG YEU CAU BAN TOM TAT DU LIEU THU LAM SANG
VA KET QUA NGHIEN CUU THU LAM SANG VA KHONG YEU CAU
GIAY CHUNG NHAN KIEM NGHIEM CUA VIET NAM
KHI THU'C HIEN PANG KY LUU HANH

(Kém theo Théng tw s6 46 /2017/TT-BYT ngayA5 thang {2ndm 2017
ciia B trucong Bo Y té)

1. Cic nwée khu vire Chau Au:

- Cong hoa Ao; - Cong hoa Romania;

- Cong hoa Ba Lan; - Cong hoa Séc;

- Cong hoa Bo Pao Nha; - Cong hoa Sip;

- Cong hoa Bulgaria; - Cong hoa Slovakia;

- Cong hoa Croatia; - Cong hoa Slovenia;

- Cong hoa Estonia; - Cong hoa Tay Ban Nha;
- Cong hoa Hungary; -Cong hoa Y;

- Cong hoa Hy Lap; - Pai cong qudc Luxembourg;
- Cong hoa Ireland,; - Lién bang Thuy S¥;

- Cong hoa Latvia; - Vuong quéc Anh;

- Cong hoa lién bang Durc; - Vuong quéc Bi;

- Cong hoa Litva; - Vuong quéc Pan Mach;
- Cong hoa Malta; - Vuong quéc Ha Lan;

- Cong hoa Phén Lan; - Vuong qudc Thuy Dién.
- Cong hoa Phap;

2. FDA ciia My.
3. Nhat Ban.
4. TGA ciia Uc.
5. Ca-na-da.



Phu luc III
DANH MUC CAC TRANG THIET BI Y TE THUOC LOAI B, C, D
PUQC MUA BAN NHU HANG HOA THONG THUONG VA
KHONG PHAI CONG BO PU PIEU KIEN MUA BAN

(Kém theo Théng tw s6 46/2017/TT-BYT ngayASthanglindm 2017
ctia B§ trucng B Y té)

1. Trang thiét bi y té chin doan in vitro tu xét nghiém thudc loai B
May do huyét 4p c4 nhan
Nhiét ké dién tir, nhiét ké hdong ngoai

ol

Céc trang thiét bj y t& duogc sir dung dé do dudng huyét c4 nhan: may
do dudng huyét, but ldy mau, que thir, kim 14y méu, dung dich chuén,
dung dich ching

May x6ng khi dung
Biang y té c4 nhan
Nudc mét nhan tao duge phan loai 1a trang thiét bi y té

Bao cao su

© ® N W

Mang phim tranh thai (khéng chira thudc)
10. Gel/ dung dich boi tron am dao
11. Chudm néng/ lanh sir dung dién



Phu luc IV
HUONG DAN CACH TRINH BAY CUM TU TIENG VIET PUQC DICH
SANG TIENG ANH POI VOI MAU GIAY UY QUYEN

(Kém theo Thong twe s6 46 /2017/TT-BYT ngaw(§ théng {4ndm 2017
ctia Bé trucng Bo Y té)

Viéc trinh bay cum tir tiéng Viét dugce dich sang tiéng Anh d6i véi miu
giay 0y quyén quy dinh tai Phu luc VI ban hanh kém theo Nghi dinh s6
36/2016/ND-CP duoc thuc hién nhu sau:

L. Cl,lm' tur "Ch}'mg toi, (Tén va dia chi chfil s& hitu), véi tu cach la chu so
hiru trang thiét bj y t€ bang van ban nay Uy quyén cho (Tén va dia chi cta co s¢
ding tén cong bo tiéu chuan ap dung l}oac dang ky luuhanh) dgqc luru hanh tai thi
truong Viét Nam céc trang thiét bi y te sau:" dugc dich sang tiéng Anh nhu sau:

"We, (name and address of the Product Owner), as the owner of the

medical devices listed hereunder, hereby authorize (name and address of the
organization authorized to announce applicable standards in its name or register
for circulation) to place/ register the following medical devices to the market of
Vietnam:"

2. Cumtlr ".cuuen (Liét ké danh muc céc trang thiét bj y t&').......... " duge
dich sang tiéng Anh nhu sau:

s (List of the medical device)......... i

3. Cum tir "Chung t6i cam két cung cAp, hd trg céc yéu cau lién quan dén
thong tin, chét lugng va bao dam cac diéu kién vé bao hanh, bao tri, bao dudng
va cung cap vat tu, phu kién thay thé trang thiét bj y té néu trén." dugc dich sang
tiéng Anh nhu sau:

"We hereby commit to provide and support any inquiry related to the
information and quality of the medical devices, guarantee all warranty,

maintenance and service conditions and supply replacement materials and
accessories for the medical devices."

4. Cum tr "Thu 0y quyén nay hiéu luc dén thoi diém: ....... (ngay/
thang/nam)" dugc dich sang tiéng Anh nhu sau:

"This Letter of Authorization is valid until: ..... date (dd/mm/yy)"
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