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Chtrung I 
NHIJNG QUY DINH CHUNG 

Dieu 1. Phum vi di'eu chinh 

:Nghi dinh nay quy dinh viec quan 1' trang thief bi y te bao gam: Phan loai 
trang thief bi y te; san uat, hm hanh, mua ban, cung cap dich vu ,trang thiet 1)1 y 

te; thong tin, nhan trang thiet bi y te va quan 11T, sir dung trang thiet bi y te tat cac 

ca 	y te. 

Dieu 2. Giai thich tir ngir 

.1. Trang thiet bi y te la cac loai thiet bi, dung au, vat lieu, vat tu cay ghep, 
thuac thir va chat hieu chuan in vitro, phAn mm (software) duct sir dung rieng 
le hay phi hop vei nhau theo chi dinh cña chil so hau trang thief bi y te d plutc 
vu cho con nguiri nham met hoac nhieu nutc dich sau day: 

a) Chan doan, ngAn ngira, theo dOi, dikt tri va lam giam nhe benh tat hoc 
bü d'Ap tan thuang, cicala thuang; 

b) Kim tra, thay th'e, die‘u chinh hoac 113 try giai ph'au va qua trinh sinh 154; 

c)1-16 try hoac duy tri sr sang; 
d) Kim scat six thu thai; 

d) Khu khuan trang thiet bi y t, bao gam ca hoa chat sir dung trong quy 
trinh xet nghiem; 

e) Van chuyen chuyen dung hoac sir dung phtic vv cho hoat deng y te;.  

g) Cung cap th6ng tin cho viec chan doan, theo d'Oi, dieu tri thong qua bin 
pith') kiem tra cac mu vat c6 ngu6'n gac tir co the con nguCri. 



2. Trang thiat bi y ta chAn doan in vitro (In vitro diagnostic medical device) 
gam thuac thir, chat hieu chuAn, vat lieu kiam soat, dung cy, may, thiat bi hoc 
he thong dugc sir dung ri6ng rê hoac kat hop theo chi dnh cüa chü sor hau dé 
phtic vu cho viec ki8m tra cac mu vat c6 nguan gOc tir co tha con ngueri. 

3. Phu kin la mOt san phAm dtrgc chit kr him trang thiet bi y ta chi dinh 
clang cho muc dich cu tha ding vei mOt thiat bi y t cu tha nhAm tao diau kin 
hoac 11-6  trq thiat bi do sir dung dung vai muc dich dtr dinh cita no. 

4. Chit sà hau trang thiet bi y ta la tifi chüc, cá nhan thvc hien viec: 

a) Cung cap trang thiat bi y t bAng ten rieng cim minh hoc bAng bat kY 
nhan hieu, thiat ka, ten thuorng mai hoac ten khac hoc ma hieu khac thuOc set 
him hay kiam soat cita ca nhan, th chirc do; 

b) Chiu filch nhiam v'a viec thiet k, san xuat, lap rap, xi].  19, nhan mac, bao 
bi hoac sira chi-fa trang thiat bi y M hoac xac clinh myc dich sir dung cim trang 
thiat bi y ta 

Dieu 3. Nguyen lac quan 19 trang thiet bi y te 
1. Bac) dam chat long, an toan va sir dung hieu qua trang thiat bi y t6. 

2. Th6ng tin day dU, chinh xac, kip theri va dc tinh k9 thuat, cong dung cita 
trang thiat N y t6 va cac yau t6 nguy CO c6 tha xay ra di yeti ngueri sir dung. 

3. Bao dam truy xuat nguan gac cim trang thiet bi y 

4. Quan 19 trang thiat N y tá phai dva  tren phan loai va mirc clOrOi ro Ira 
tiou.chuan quOc gia, quy chuan k9 thuat quac gia tuang img do ca quan quail 19 
nha nu& co tham quy'an ban hanh, thin nhan hoac do ta chirc, ca nhan &mg bet 
alp dung theo quy dinh cüa phap luat. 

5. Trang thiat bi y t IA phuang tier) do, thiat bi birc xa phai dugc quan 19 
theo quy dinh cita phap luat va do luerng, phap luat v nang lugng nguyen tir va 
quy dinh tai Nghi dinh nay. 

H6a chat, che phAm Chi c6 mOt muc dich la khir khu'An trang thiat bi y tE 
dugc quan 19 theo quy dinh cita Nghi dinh nay. Hem chat, cha phAm co myc dich 
khir khuAn trang thiet bi y tE nhtmg rigoai ra con c6 rrruc dich sir dung khac duct 
quail 19 theo quy dinh cim phap luat  va boa chat, cha pham, diet con trang, diet 
khuan diing trong lilt vvc gia dung va y t6. 

Chtro'ng II 
PHAN LOAI TRANG THIET BI Y TE 

Dieu 4. Loai trang thiet bi y te 
• Trang thiat bi y ta gam 2 nhom dugc phan lam 4 loai dkra troll mirc dO rid• 

ro tiam An lien quan dan thiat ke k9 thuat va san xuat cac trang thi'at N  y ta do: 
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1. Nhom 1 gm trang thiat bi y ta thuQe loai A la trang thiat bi y ta cap mire 
do rim ro thap. 

2. Nh6m 2 Om trang thiat bi y ta thuOc loai B, C va D, trong do: 

a) Trang thiat bi y t  thuQe loai B la trang thiat bi y t cap mire dO rill ro 
trung binh thap; 

b) Trang thiat bi y ta thu(Se loai C la trang thiat bi y t co mire dOni ro 
trung binh cao; 

c) Trang thiat bi y t thudge loai D là trang thiat bi y t co mire do thu no cao. 

Dieu 5. Nguyen Mc pilau lo4i trang thiet bi y te 

1. Vice phan loai trang thiat bi y ta phai dua tren ca sâ quy vac phan loai va 
mat dQ thu ro. 

2. Trong Miring hgp trang thiat bi y ta c6 tha dirge phan loai vao hai,  hole 
nhieu mire do rim ro thi ap dung viec phan loai theo mire dQ rid ro cao nhat cia 
trang thiat bi y t do. . 

3. Trong tn./611g hgp trang thiat bi y t dirge thiat Ica a sir dung kat hgp vOi 
mOt trang thiat bi y t khae thi m6i trang thiat bi y tá phai dirge phan loai mire 
dO thi ro Hang biet. 

4. Trong tnthng hgp trang thiat bi y ta duct sir dung kat hgp voi mot trang 
thiat bi y tá khae hole trang thiat bi y t eg hai hole nhiau muc dich sir dung. thi 

vice phan loai phai can eir vao mie dich sir dung quan tr9ng nhat cia trang thiat 
bi y..ta do. 

5. BO tnrarng BO Y t quy dinh chi fiat viac phan loai trang thiat bi y ta 
bao dam phi hgp veri cac dilau trot quae te ve phan loai trang thiat N y ta aim 
Hip hOi cae quOc gia Dong Nam A ma Viat Nam la thanh vien. 

Dieu 6. Ta eh& thtrc hien viec phãn lo4i trang thiet bi y 

1. Vic phan loai .trang thiat bi y t phai do ta chirc di diau kien theo quy 
dinh tai Diu 7 Nghi dinh nay till:re hian. 

2. TO chire thge hien phan loai trang thiat bi y ta phai chiu trach nhiam 
trugc phap luat va kat qua phan loai di yeti trang thiat bi y t ma minh da 
thue hien phan loai. 

3.,Trugng hgp c6 sir khae nhau va kat qua phan loai trang thiat bi y ta thi 
BO Y te quyet dinh vie phan loai trang thiet bi y ta. 

Dieu 7. Dieu kien ciia t chat Hive hien viec phan lo4i trang thiet bi y te 

1. Dieu kin cia ta ehire thue hien viee phan loi trang thiat bi y ta: 

a) Dirge thanh lp h9p.phap theo quy dinh cia phap luat; 
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b) C6 ngtrai thvc hien viec phan loai trang thiet bi y te dip (mg dieu kien 
theo quy dinh tai khoan 2 Dieu nay. 

2. Dieu kien cUa ngueri thvc hien viec phan loai trang thiet bi y te: 

a) CO trinh do tit dai hoc chuyen nganh ky thuat hi* chuyen nganh y, 
duce tra len; 

b) CO theri gian Gong tac trvc tip ve Icy thuat trang thiet bi y ca. 	cac benh 
vien, ca s& kham berth, chira benh co gifrang bfrenh, co so ciao tao chuyen nganh 
trang thiet bi y th, co ser nghi8n thu v trang thiet bi y tá, co ser san xuat trang thi'et 
bi y tá, t6 chat thvc hien viec phan loai trang thiet N y th, co quan quart lY ve 
trang thiet bi y th (sau day g9i tat la co ser trang thiet bi y te) tit 24 thing ft& len; 

c) Dã dirge ca sex dao tao kiem tra va cang nhan dn kha fling phan loai 
trang thiet N y tá theo chuang trinh dao tao do Ba Y th ban hanh. 

3. CO so chi dirge thvc hien viec phan loai trang thiet bi y te sau khi dà 
dirge Ba Y t6 cap phiau flap nhan ha so cang ba dü dieu kien phan loai trang 
thiet bi y th theo quy dinh tai diem b khan 1 Dieu 9 Nghi dinh nay. 

Dieu 8. Ha scr cling ba du dieu 	phan loai trang thiet hi y te 
1. Ha so ding ba da dieu kien phan loai trang thiet N  y th gam: 

a) Van ban ding bedU dieu kien phan loai trang thiet bi te theo mau sa 
01 quy dinh tai Phu luc I ban hanh kern theo Nghi dinh nay; 

b) Ban k8 khai nhan sv theo mu quy dinh tai Phu lye II ban hanh kern theo 
Nghi dinh nay; kern theo ban xic than thai gian ding tic theo mau quy dinh tai 
Phu lye III ban hanh kern theo Nghi dinh nay va van bang, chimg chi dä qua dao 
tao cüa tirng ngueri thvc hien viec phan loai trang thiet bi y t6. 

2. Yeu eau dai veci mat sa giay ter trong ha so: 

a) Ban gac hoac ban sao co chung thvc d6i veri ban xic nhan tiled gian clang tic; 

b) Ban sao c6 chang thvc dai \Kai van bang, chung chi dã qua dao tao cüa 
tirng nguai thvc hien viec phan loai trang thiet bi y te. 

Dieu 9. Thii tic ding ba 	dieu 	loai trang thiet bi y te 

1. Thu tyc cong 196 âü dieu kien phan loai trang thiet bi y ta: 

a) Truerc khi thvc hien phan loai trang•thiet bi y th, t6 chirc thvc hien viec 
phan loai trang thiat bi y th gin, ha so cling ba dü dieu kien phan loai trang thret 
bi y te theo quy dinh tai khoan 1 Dieu 8 Nghi dinh nay d'en Ba Y te; 

b) IChi nhan ha so day do, hop le, Ba Y te cap cho ccr ser thvc hien viec 
clang ba Phi'eu tiap nhan ha so ding ba du dieu kien phan loai trang thiet N y te 
theo mu sa 01 quy dinh tai Phu lye IV ban hanh kern theo Nghi dinh nay; 
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c) Tr6ng tiled han 03 ngay lam viec, k tir ngay ghi tren Phieu tip nhan ha 
so, BO Y te c6 trach nhiem cling lchai teen cang thong tin din tir cüa BO Y tE cac 
thong tin sau: Ten, dia chi, sá then thogi dm co ser thuc hien phan loai trang thiet 
bi y ta va ha so cong b da dieu kien phan loai trang thiet bi y t6. 

2. Trong qua trinh hoat dng, tti chile thtrc hien viec phan loai trang thiet bi 
y t phai awn hien lai thit tittc cong ha dü dieu kien phan loai trang thiet bi y t6 
n6u ca met trong cac thay dai lien quan den ha so &Ong ha twat do. 

Dieu 10. Thira nhin kat qui phin loai trang thiet bi y te 

1. Trang thiet bi y ta lchong phai thuc hien 	viec phan loai tai Viet Nam 
neu cla duet phan loai boi co quan quan bir co tham quyen cüa nu& ma Viet 
Nam thira nhAn teen ccr sO cac dieu uoc qu6c t6 hoac thee thuan quec tá ma 
Ceng Ua xa hei chit nghia Viet Nam la thanh vien hoac thee áp dung he thang 
phan Logi trang thiet bi y t Wong ttr Viet Nam. 

2. BO trueing BO Y tá cling ha danh sach the nuot ma Viet Nam thin than 
ket qua phan loai trang thiet 1)1 y 

Chtrung III 

SAN XUAT TRANG THIET Y TE 

Dieu 11. 	du Pr dai 	hoat deing sin xuat trang thiet bi y tê 

1. Mien, giam tin thue dat cüa Nha 

a) Nha dAu Pr ca du an san xuat trang thiat bi y tE thueic loai B khi thue dat 
cña Nha ntrec thi &rot áp dung min gia do tly ban than dan. tinh, thanh phi.; 
tnjc thuOc trung uang quy dinh va dirge min tien thue &At theo quy dinh cüa 
phap luAt; 

b) Nha dAu Ur co dtr an san xuat trang thiet bi y tá thuec loai C, D dirge 
min tin thue dAt k tin ngay du an hoan thanh di vao hoat deng; 

c) Nha (tau P.r c6 cltr an san xuAt trang thiet bi y te• duct min tian thue dat 
di vol dien tich dAt xay dung nha 0 cho &Ong nhan, dAt trang cay xanh va dAt 
phcviphüclgi cling Ong. 

2. Ngoai cac uu dai dAu tin theo quy dinh tai khoan 1 Dieu nay, dtr an san 
xuat trang thiet bi y te con dirge huerng cat tru dai dAu tu khac theo quy dinh cüa 
phap luAt ve dAu tu va khoa h9c, cong nghe. 

•Men 12. Dieu luen ve' nhin sty cfia cif sr sin xuit trang thiat bi y te 

1. Dieu kien cüa nguoi phii trach chuyen mon: 

a) CO trinh dO tin cao clang Icy thuat trang thiet bi y te to.  len hoc trinh de 
tit di h9c chuyen nganh k thitat hoc chuYen nganh y, dtrec tro len; 
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b) Co thin gian cong tac true tip v ky thuat trang thiet bi y ta tai cac ca sà 
trang thiet bi y te tit 24 thang fro' l'en; 

c) Lam vi'ec toan thei gian tai ca s& san xuat. Vic phan cong, bet nhiem 
ngugi phii trach chuyen mon cim co ser san xuat phai dirge the hien bang van 
ban. 

2. Co dOi ngü nhan vien dap ling dugc yeu cu san xuAt d6i yeti loai trang 
thiet bi y M ma co se( san xuat. 

A 	A 	 A Dieu 13. Dieu 14n ve co • s&vit chat, thiet bi va quin 1ST chat luvng elm 
co.  sfr sin xuit trang thiet bi y te 

1. CO dia diem, dien tich, nha xogrig san xuAt phn hop veri yeti cAu cüa loai 
trang thiet bi y t ma ca sà san xuAt. 

2. Co thiet bi va quy trinh san xuat, kiem tra chat lugng phil hop vgi yeu 
cu cüa loai trang thiet bi y tá ma co kr san xuAt. Truerng hop khong co thiat bi 
kiem tra chat lining thi phai c6 hop clang vgi ca set dü nang lye kiem tra chat 
lugng de kiem tra chat lugng trang thiet bi y t ma ca ser san xuAt. 

3. CO kho tang bao quail dap Ung cac dieu kin tai thieu san day: 

a) CO dien tich phia hop veil chiing loai va so lugng trang thiet bi y tie duge 
bao quari;._ 

b) Bao dam thoang, kh6 rao, sach se, khong gAn cac nguan gay 8 nhi cem; 
c) Dap *rig yeti cAu bao quan khac cua trang thiet bi y t theo huong dean 

sit dung. 

4. CO. phucmg tin van chuyen trang thiat bi y t tit ccr sO san xuAt den nai 
giao hang phit hop vgi loai trang thiat bi y te ma co ser san xuAt. 

5. Ap dung h theing quan 1y chat lugng theo quy dinh tai Ichoan 1 Dieu 68 
Nghi dinh nay. 

6. Truerng hop co kr khong 06 kho tang vá phuong tin van chuyen trang 
thiat N y t thi phai c6 hop d6ng vori co ser dap img yeu cau v kho tang va van 
chuyen trang thiet bi y ta theo quy dinh tai cac khoan 3 va 4 Dieu nay. 

Dieu 14. HO so.  ding be) dit dieu MO sin xuit trang thiet bi y 

HO so Gong b6 dli dieu kin san xuAt trang thiet bi y te g6m: 

1. Van ban ding b6 dü di'eu kien san xuAt theo nica<u sa 02 . quy dinhtai Phu 

lye I ban hart kern theo Nghi dinh nay. 

2. Ban ke Ichai nhan sr theo mAu quy dinh tai Phu Ivo II ban hart kem theo 

Nghi dinh nay. 
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3. Van ban phan c8ng, ba nhiem ngueri phi trach chuyen m8n cüa ca sof san 
xuAt, kern theo ban xac nhan theri gian clang tac theo mau quy dinh tai Phu Ific III 
ban hanh kern theo Ngh1 dinh nay va van bang, chfrng chi da qua dao tao cüa 
nguei phv trach chuyen mon. 

4. Gidy chung nhan dat tieu chuan quan 11r chat luring. 

Trtrerng Imp )(hong c6 gidy chiing nhan dat tieu chu'An quan 13? chdt lugng 
thi phai 06 cac giay to °hung minh ca ser dap Ong cac dieu kien theo quy dinh tai 
cac khoan 1, 2, 3 va 4 Dieu 13 Ngh1 dinh nay. 

Truemg hgp ca s& khong tv thgc hi'en kiem tra chat lugng san phAm hoc 
kitting 06 Icho tang hoc Ichong 06 phuang tin van chuyen ma hop clang kiem 
tra chdt lugng, bao quan, van chuyen ved ca ser khac thi phal kern theo cac gidy 
ter chung minh co so do du dieu kien kiem tra chAt lugng, kho tang, van chuy'en 
trang thiet bi y t ma mirth san xuAt. 

Dieu 15. Yeu au 	voi he sly &Ong be) dü dieu kien sin xuAt trang 
thiet bj y te 

1. Ha so ding ba dü dieu kien san xuAt trang thiet bi y t lam thanh 01 b0, 
trong do: 

a) Cac tai 1iu trong ha so dugc in ro rang, sap x'ep theo trinh ttr theo quy 
dInh tai Dieu 14 Ngh1 dinh nay; gala cac phan co. phan each, c6 trang bia va 

danh mpc tai lieu; • 

b) Cac tai lileu khong bang tieng Anh thi phai dich ra ti'eng Viet. 

2. Yeu cau di vOl mOt sa gidy t& trong b8 ha sa cong b dü dieu kien san xuat: 

a) Ban gac hoac ban sao 06 chimg thgc van ban phan cong, bã nhiem, van 
bang, chimg chi da qua dao tar) cila nguoi phu trach chuyen man dm ca s& san 
xudt; 

b) Ban gac hoac ban sao c6 chirng thvc cac gidy ter chung minh ca ser dap 
Ong cac dieu kien theo quy dinh tai cac khoan 1, 2, 3 va 4 Dieu 13 NghI dinh nay; 

c) Ban gOc hoc ban sao cep chimg thgc hoac ban sao ca xac nhan cna ca s& 

de nghI ding ba dU dieu kien san xuAt äai veri Gidy chung nhan dat tieu chuan 
quan 15r chat lugng. 

Dieu 16. Thii tip &Ong b âü dieu kien sin xuAt trang thiet bj y te 

1. Ca ser chi dugc san xuAt trang thiet N y t sau khi dã dugc SOY ta cdp 
phieu tip nhan ha so cong badü dieu kien san At theo quy dinh tai diem b 
khoan 2 Dieu nay. 

2. Thu tvc cong bá dü dieu kien san xuAt: 
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a) Tnrot khi thyc hien san xuat trang thiet bi y to, ngueri dung dau co sà 
san xuat trang thiet bi y M c6 trach nhiem giri he so cong badü di'eu kien san 
xudt theo quy dinh tai Dieu 14 Nghi dinh nay den Ser Y t nai co so• san xudt dat 
try se; 

b) Khi nhan he so day de, hop le, Sâ Y t cdp cho co so thyc hien viec 
cong be Phial.' tip nhan ha so cong be de dieu kien san xudt theo mu se 02 quy 
dinh tai Phy.Ipc IV ban hanh kern theo Nghi dinh nay; 

c) Trong tiled han 03 ngay lam viec, k tir ngay ghi teen Phieu tier) nhan 
he so, SO Y Co trach nhiem cong khai tren cling thong tin then tit cac theng 
tin sau: Ten CO so' san xudt; ten ngueri phy trach chuyen mon dm co ser san 
xuat; cac trang thiet N y te ma co s& do san xuAt; dia chi, sa then thoai lien he 
va he so cong be dü dieu kien san xudt, trir quy trinh san xudt va quy trinh 
kiem tra chat luting. 

, 	3. Trong qua trinh hog dOng, co 50 san xudt phai thyc hien lai the tyc cong 
be de dieu kien san xudt neu có met trong cac thay di lien quan den he so ding 
bre truck do. 

4. Throng hop co 50 san xu'at thay dM dia diem san xuAt tir tinh nay sang 
tinh khac thi phai thong bao \Teri SO Y t nai co sec san xuAt da thyc hien viec 
cong be ,da dieu kien san xudt trong thei han 10 ngay lam viec, lee tir ngay 
chuyen tha diem san xudt. 

Trong thin han 03 ngay lam viec, ka tir ngay nhan dugc thong bao ye viec 
chuyen tha diem san xug sang tinh Ithac ciia co ser san xudt, SO Y t nai dã tip 
nhan he so ding bedü dieu kien san xudt co trach nhi'em cham dirt viec clang tai 
cac thong tin CO lien quan d'en co sg do. 

Chtro'ng IV 

LUAU HANH TRANG THIET BT Y TE 

Muc 1 

DIEU KIN LUIJ HANH, SO LUIJ HANH VA 
DIEU KIEN CtJA TO CHGC DUNG TEN CONG BO TIEU CHUAN AP DVNG 

HOAC BANG Kt MAI HANH 

Dieu 17. Dieu kien ltru hanh di val trang thiet bi y te 

1. Trang thiet bi y te khi Mu hanh ten thi tnremg phai dap img cac 

dieu kien sau: 

a) DA' CO se hru hanh con han hoc dã dugc cap phép nhap khau theo quy 

dinh tai Nghj dinh nay; 

8 



b) Co nhan hoc c6 kern theo nha'n play ved day dü cac thong tin theo quy 
dinh tai Dieu 54 Nghl dinh nay; 

c) Co tai 1iu ky thu'at d phuc vv viec sira ehüa, bao dtrOng trang thiet bi y 
te, trir trueng hgp trang thiet bi y ta sir dung met Ian theo quy dinh cüa chit ser 
hOu trang thiet bi y te; 

d) CO thong tin ve huang clAn sir dung cüa trang thiet bi y te bang tieng Viet; 

d) CO thong tin ve ca see bao hanh, dieu kin va then gian bao hanh, trir 
throng hgp trang thiet bi y tá so dung met Ian theo quy dinh cüa chit so( hat 
trang thiet bi y te. 

2. Trueng hgp thong tin theo quy dinh tai cac diem c, d va d khoan 1 Dieu 
nay khong kern theo trang thiet bi y M thi phai cung cap dueri hinh that thong 
tin din tir va phai the hien rO hfremg dn tra cOu thong tin tren nhan trang thiet 
bi y te. 

Dieu 18. Dieu kien de cling be tieu chat' 1p dung hoc cAp giay  chirng 
nh1n (Tang kyItru hanh di voi trang thiet Jai y te 

, 	• 
1. Dieu kin de cong be tieu chaff áp dung hoac cap giay chimg nhan dang 

ltru hanh dM vai trang thiat bi y te: 

a) Dugc san xuat tai co ser san xuat dã ding bedü dieu kin san xuat dei 
vol trang thiet bi y t san xtiat trong nuot; 

. b) Dugc san xuat tai co set san xuat dal &rye cap Giay chimg nhan dat tieu 
chuAn quan 15T chat lugng va dugc lint hanh tai bat kSi quec gia nao tren the gied 
di \red trang thiet bi y te nhap khau; 

c) Phü hgp veri quy chuan ky thuat quge gia hoac tieu chu'An ma nha san 
xuat cong be op dung. 

2. 1Chong cho phep thoc hien lai thu Mc clang be tieu chuan áp ching. ho4c 
dang 147 hal hanh di veil trang thiet bi y te thuec met trong cac truang hgp sau: 

a) Trang thiat bi y tá thuec throng hyp theo quy dinh tai khoan 1 Dieu 34 
Nghi dinh nay; 

b) Trang thiet bi y ta bi thu hei thuec truong hgp theo quy dinh tai cac 
khoan 1 va 3 Dieu 35 Nghl dinh nay. 

3. KhOng tip nhan lie so ding be fiat chuan ap dung hoc dang 
hanh trong tiled han 12 thong, k tir ngay co quyet dinh thu Wei se dang k)',/ km 
hanh den vol trang thiat bi y M thuec met trong cac twang hgp theo quy dinh tai 
cac khoan 2 va 8 Dieu 35 Nghi dinh nay. 
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Dieu 19. Trang thiet bi y dirge mien cong 	tieu chart ap thing ye 
min slang ky.  Itru hanh 

1. Trang thief bj y ta chi piffle vu cho mve  dich nghien ciru, tint nghiem, 
hfrong an sir dung, sita chila trang thiet bi y 

2. Trang thiat bj y tá nhap khan vac, Via Nam voi mie dich vin try hoac 
phuc Iry hot &Ong hoi chg, trien lam, trung bay, gioi thieu san pham hoac 

sit dung cho flute dich la qua Neu, cho, tang. 

3. Trang thiet bi y te san xuat tai Viet Nam chi voi num dich xuat khan 
hoac tham gia trung bay, hOi cho, tri'en lam 6. nu& ngoai. 

Dieu 20. Stihun hanh elm trang thiet hi y te 

1. S6 urn hanh eüa trang thiet bi y 

a) S6 phieu tip nhan h6 so cong bt) tieu chuan ap dung di voi trang thiet 
bi y te thuOc loai A theo mu sa 03 quy dinh tai Phu Luc IV ban hanh kern theo 
Nghi dinh nay; 

b) S6 gidy chirng nhan clang kYIuu hanh dal voi trang thiat bi y te thuOc load 
B, C, D theo mean s6 09 quy dinh tai Phu luc IV ban hanh kern theo Nghi dinh nay. 

2. SOlint hanh trang thiet bi y tie c6 the dirge cap cho mcit hoac mOt nhom 
chimg loai trang thiet bi y taz. 

3: Chit s& him s6km hanh la to chnt ding bo tieu chuan áp dung al \Jai 
trang thief bi y tá thuOc loai A hoac t6 chirc dirge cap 56 luu hanh di voi trang 
thiet N y ta thuOc loai B, C, D. 

4. Hieu lye cña s6 lint hanh: 

a) Salint hanh eüa trang thiet bi y te thuOc loai A c6 gia tri khong thei han; 

b) S6 luu hanh cifa trang thiet bi y M thuee logi B, C, D c6 gia tri 05 nam, 
Ice tit ngay cap. Truong hop trang thiat bi y te duce gia han s6 luu hanh thi van 
gift nguyen so km hanh dâ dirge cap truac d6. 

Dieu 21. Dieu kien etia to chat dirge &mg ten cong ha tieu ehuan ap 
thing hoc clang k hru hanh trang thiet bi y te 

1. 1-6 chire duce dimg ten ding bá tieu chuan ap dung hoac 'tang kY km 
hanh trang thiet bi y tá bao gam: 

Doanh nghiep, hop tax xa, h0 kinh doanh cüa Viet Nam la chil sor hitu 
trang thiet bi y te; 

b) Doanh nghiep, hop tac xa, h6 kinh doanh efia Via Nan c6 chirc flung kinh 

doanh trang thiet bi y t dirge chu set him trang thiet bj y teüy quyan dang IcY; 
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c) Van phong dai din thuang III) tai Viet Nam dm thirang nhan nuot 
ngoai ma thuong nhan do la chi) seir hint trang thiet bi y M hoc dirge ny quyen 
cna chi) so( hUu trang thiet bi y t4. 

2. TO eh& dung ten cong be tieu chuan áp dyng hoc clang k2 luu hanh 
trang thiet bj y tá phai co ea ser bao hanh tai Viet Nam hoc phai có hgp clang 
\Teri t chire äü nang lye bao hanh trang thiet bi y t ma minh dUng ten (tang 14, 
frit truong hgp the trang thiet bj y te sir dyng met ran theo quy dinh tha chi) ser 

trang thiet bj y 

Trueng hgp ta chirc dung ten cong b tieu chuAn op dyng hoAc dang k2 
luu hanh trang thiet bi y ta thuec quy dinh tai diem c khoan 1 Dieu nay thi chi) 
sâ hitu trang thiet bi y t phai co hop clang vai ca ses di) nang lye bao hanh trang 
thiet bi y t ma minh &mg ten cong be hoAc dang kyr, tnt truemg hop cac trang 
thiet bj y te sir dung met lan theo quy dinh cüa chi) so httu trang thiet bi y te. 

Ca kr bao hanh phai dugc chi) se( hat trang thiet bi y te chung nhan âü 
nang lye bao hanh san pham ma ta chirc do dung ten da nghi cap se luu hanh. 

Mce 2 

CONG BO TIEU CHUAN AP DVNG 

DOI VOI TRANG THIET Y TE THUQC LOAI A 

Diu 22. HO so &Ong bO tieu chuAn áp clung 

so c8ng 1)6 tieu chuan op dung dei voi trang thiet bj y M ththe 14 A 
bao gem: 

1. Van ban thing b6 tieu chuan áp dung cUa trang thiat bi y te thuec loai A 
theo mAn se 03 quy dinh tai Phi lye I ban hanh kern theo Ngh1 dinh nay. 

- 2. Ban phan loai trang thiat bi y t theo mu guy dinh tai Phy lye V ban 
hanh kern theo Nghi dinh nay. 

3. Phieu ,tiep nhAn 116 so &Ong be di) dieu kin san xuat den voi trang thiet bj 
y t san xuat trong nu& hoc Giay chirng nhAn dat tieu chuan quan 1)",  chat 
lugng con hieu lyc ti tiled diem nep ha so thing be di vOi trang thiet bj y 
nhap khan. 

4. Giay fly quyen cUa chit s& haft trang thiet bj y ta cho t chirc dirng ten 
thing b6 tieu chu'An áp dung theo mu quy dinh tai Phy lye VI ban hanh kern 
theo Nghi dinh nay con hieu lye tai thin diem nop ha so, frit truang hop theo 
quy dinh tai diem a khoan 1 Dieu 21 Nghi dinh nay. 

5. Giay xac nhan dü dieu kien bao hanh do chit so Mu trang thiet bj y te 
cap theo mau quy dinh tai Phy lye  VII ban hanh kern theo Nghi dinh nay, frit 
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throng hop trang thiet bi y M sir dung mOt len theo quy dinh cüa chit kr hitu 
trang thiet bi y 

6. Tai lieu mo tã tom fat ky thuat trang thiet bi y tá theo mu so 01 quy dinh 
tai Phu luc VIII ban hanh kern theo Nghi dinh nay. 

7. Ban tieu chuan ma chit sir hat trang • thiet bi y t ding bei alp dung hoac 
Giay chimg than hop chuan. 

8. Tali lieu twang ddn sir dung cita trang thiet bi y te. 
9. Mk nhan se sir dung khi ltru hank tai Viet Nam dm trang thiet bi y te. 

Dieu 23. Yeu 	ved he so cling tibo eu chan ap dung 

so ding bá tit chuan ap dung lam thanh 01 b0. 
2. Yeti du di vOi mOt s giay to.  trong b0 hA so c6ng bA tieu chuan ap dung: 
•a) Di voi Phieu tip nhan h8 so ding bA dit dieu kien san xuat: NOp ban 

sao cod xac nhan cüa t6 chirc dung ten c8ng bt tieu chuan ap dung. 

b) Dei \Tad Giay chimg nhan dat tieu chuan quart 157 chat lugng: NOp ban 
goc hoac ban sao c6 chimg thgc hoac ban sao c6 xac nhan cita t6 chirc dimg ten 
ding bA tieu chuan al) dung; 

Trueng hop nOp ban sao c6 xac nhan cUa tt) chirc dung ten Gong 136 lieu 
chuan ap dung thi khi nOp he, so phai xuat trinh ban gee de doc i chieu hoac cung 
cap noon dit lieu. de co quan tiap nhan ha so tra ciru ve tinh hgp le cita cac giay 
to. nay; 

Trueng hop Gidy chung nhan dat tieu chuan quart UT chat lucmg khong 
bang tieng Anh hoac khong bang tieng Viet thi phai dich ra tieng Viet. Ban dich 
phai dtrgc chirng thuc theo quy dinh cüa phap luat. 

c) Dai voi gidy fly quyen cita chit sec him trang thiet bi y ta va gib xac nhan 
co so dit dieu kien bao hanh: 

- Bei voi trang thiet bj y t6 san xuat trong nuot: NOp ban gee hoac ban sao 
c6 chimg thgc; 

- Doi vOi trang thiet bi y t6 nhap ldtau: NOp ban dâ dugc hop phap hóa lanh 
sr hoac ban sao c6 eh:mg thgc dm ban cla dugc hgp phap h6a lanh sir. 

d) Dei v6i Giay chirng nhan hop chuan hoac Ban tieu chuan ma chit so' hitu 
trang thiet bi y te ding ba AP dung: NOp ban sao c6 xac nhan cila•to chile &mg 
ten &Ong bO tieu chuan ap dung. 

Truang hop Ban tieu chuan khong bang tiang Anh hoac khong bang tieng 
Viet thi phai dich ra tieng Viet. Ban dich phai &rot chung thgc theo quy dinh 
cita phap luat; 
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d) Di vori tai lieu huong clan sir dung cüa trang thiat bi y th: NOp ban bang 
tieng Viet ce, xac nhan cüa te chirc dung ten ding b6 lieu chuan ap dung; 

e) Di \Ted mau nhan: Nep ban mail nhan c6 xac nhan ci1a hi chile ding ten 
cong bo tieu chuan ap dung. Mau nhan phai dap ung cac yeu eau theo quy dinh 
tai Dieu 54 Nghl dinh nay. 

Dieu 24. Thii tyc ding IA tieu chan áp thing 

1. Trang thiet bi y te thuec loai A chi dugc luu hanh tren thi tru&ng sau khi 
da duce So* Y t cap phieu tip nhan he so cong be lieu chuan ap dung theo quy 
dinh tai diem b khoan 2 Dieu nay. 

2. Thu ttic cong b6 tieu chuan alp dung: 

a) Truac khi dna trang thiet bi y t thuOc loai A km thong tren thi truing, 
co ser chiu trach nhiem dua trang thiet bi y tie ra thi truOng c6 trach nhiem 0.118 
so cong be fiat chuan ap dung theo quy dinh tai Dieu 22 Nghi dinh nay den S& 
Y te nai co sec do dat try set; 

b) Khi nhan,  ha so day da, h9p le, SO Y te cap cho co s& thuc hien viec 
cong be Phieu tip than 118 so cong b tieu chuan ap dung theo mu se 03 quy 
dinh tai Phu lye IV ban hanh kern theo Nghi dinh nay; 

c) Trong tiled han 03 ngay lam viec, k tir ngay ghi ten Phieu tiep nhan 
he so, So Y t6 c6 trach nhiem ding khai tren ding thong tin din tir cac thong tin 
sau: Ten, phan loai, co s& san xuAt, no&c san xuat trang thiet bi y te; s6 km hanh 
cüa trang thiet bi y te; ten, dia chi chit so' hitffii trang thiet bi y te; ten, dia chicàa 
chit s& hitu se Km hanh; ten, dia chi ciia co so' bao hanh trang thiet bi y th va h8; 
so clang bei ti8u chuAn ap dung cUa trang thiet bi y t4. 

3. Trgemg h9p thay di cha s& hal trang thiet bi y tá hoc CO so' san xuat 
trang thik loi y ti& chit so' hitu se lu-u hanh Co trach nhiem thgc hien lai viec cong 
be tieu chuan ap dung theo quy dinh cüa Nghi dinh nay. 

Why 3 

BANG Kt 	HANH DO! VU! TRANG THIET BI Y TE 

THUOC LOAI B, C, D 

Dieu 25. Cac hinh thfrc d5ng 14,  hrti hanh 
1. Cap mai sa luu hanh ap dung di voi trang thik bi y tê trong cac truemg 

hop sau day: 

a) Trang thiet bi y te lan dau d nghi cap se hru hanh; 

b) Trang thiet bi y t dad dugc cAp s lint hanh nhtmg c6 met trong cac 
thay dei sau: Chang loai trang thiet bi y te;' nguyen lieu san xuat anh hu&ng 
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den eh& nang doi vói trang thiat bi y te chan doan in vitro va trang thiet bi y t6 
&mg mOt Fan; 

c) Trang thiet bi y t da &roc cAp sá km hanh nhung khong thvc hien clang 
1c)2 gia han so kru-  hanh trong thed han theo quy dinh tai khoan 3 Diu 27 Nghi 
dinh nay. 

2. Cap lai s6 Itru hanh ap dung di vai trueng hop Giay chi:mg nhAn luu 
hanh bj mAt, hong. 

3. Gia han sa km hanh áp dpng di vói truang hop s6 luu hanh chuan bi het 
han theo quy dinh tai khoan 3 Dieu 27 Nghi dinh nay. 

Dieu 26. He so de nghi cap mei se ltru hanh 
1. H6 so da nghi cap mai sti luu hanh .ai vei trang thiet N y t chua c6 

quy chuan icy thuat quac gia Prong Ong: 

a) Van ban da nghi cap meri s km hanh theo mu sa 04 quy dinh tai Php 
lyc I ban hanh kern theo Nghi dinh nay; 

b) Ban phan loai trang thiat bi y tá theo mu quy dinh tai Phi lyc V ban 
hanh kern theo Nghi dinh nay; 

c) GiAy chimg nhan dat lieu chuan quan 151 chat Wong con hieu lvc tai thiôi 
diem nQp Flo so, trir throng hop trang thiet bi y te dã dugc cAp giay chling nhan 
km hanh tv do dm mQt trong cac nuac hoc tt chut sau: Cac nu& thanh vien 
EU, Nhat Ban, Ca-na-da, TGA cUa Oc, FDA dm My; 

d) GiAy üy quy'an can chit ser hair trang thiet bi y t cho co soar thvc hien viec 
dang 1c32 kru hanh theo mu quy dinh tai Phu Mc VI ban hanh kern theo Nghi 
dinh nay con hieu lvc  tai thin diam nOp hO so, trir truang hop theo quy dinh tai 
diam a khan 1 Diu 21 Nghi clinh nay; 

d) GiAy xac nhari dü diau kien bao hanh do cha sä hau trang thiet bi y 
cAp theo mau quy dinh tai Php 'pc VII ban hanh kern theo Nghi dinh nay, trir 
train-1g hop trang thiat bj y tE six dpng mOt lAn theo quy dinh cüa chn so him 
hang thiat bi y ta; 

e) GiAy chung nhan km hanh tv do con hieu lvc tai theri diem nOp he) so dôi 
vol trang thiet bi y te nhap IchAu; 

g) Tai lieu mo tá torn tat ky thuat trang thiet bi y ta bang tiang Viet theo 
mAu sa 01 quy dinh tai Phu lye VIII ban hanh kern theo Nghi dinh nay; 

h) Tai lieu ky thuat (catalogue) me ta chire nang, thong s6 ky thuAt cüa 
trang thiet bi y t6; Tai lieu icy thuat di vol thuac thu, chAt hieu-  chuan, vat lieu 
kiam soat in vitro theo mu s6 02 quy dinh tai Phi lyc VIII ban hanh kern theo 
Nghi dinh nay; 
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i) Tai lieu htrang ddn sIr dyng eüa trang thiet bi y td; 

k) D6i \red trang thiet bi y tá thuac loai C, D c6 xam nhap cu thfre nguei: Ban 
torn tat ar lieu ilia lam sang theo mu quy dinh tai Phy lye IX ban hanh kern theo 
Nghi dinh nay kern theo Vet qua nghien elm thfr lam sang, frit cat tnrang hop sau: 

- Trang thiat bi y te dugc san xudt hodc gia tong tai Viet Nam chi voi mut 
dich xudt khau ma nuerc nhap khdu khong yeu cu phai thir lam sang; 

- Trang thiet bi y tE da duot luu hanh va cdp giay chIrng nhan km hanh ty 
do dm mat trong cat nuac hoac ta chat sau: cat nuem thanh vien EU, Nhat Ban, 
Ca-na-da, TGA elm Ilk, FDA Oa My; 

- Cac truang hop khac theo quy dinh elm Ba truerng Ba Y ed. 

1) Do'i vai trang thiat bi y te than doon in vitro thuac loai C, D phai co them 
gidy chung nhan kiem nghiem theo quy dinh elm BO Yuan Ba Y td, trir trueng 
hop trang thiet bi y ta cla duet c'ap giay chimg nhan luu hanh ty do dm mat 
trong cat nu& haat ta chirc sau: Cat mac thanh vien EU, Nhat Ban, Ca-na-da, 
TGA elm tic, FDA cita MY; 

m) Mk nhan se sir dyng khi luu hanh tai Viet Nam dm trang thiet bj y td. 

2. Ha so de nghi cap mai sa dang lcY luu hanh di vei trang thiet bi y te Co 
quy chuan Icy thuat qudc gia tucmg img: 

a) Van ban de nghi cap mai so dang 1c5r luu hanh theo mau so 04 quy dinh 
tai Phy lye  I ban hanh kern theo Nghi dinh nay; 

b) Gidy chirng nhan hop quy; 

c) Gidy ter theo quy dinh tai the diem b, c, d, d, e, g, h, i va m Ichoan 1 Dieu nay. 

3. Ha so de nghi cap mai sa km hanh dai ved trang thiet bj y te 11 phucmg 
tien do phai phe duyet mdu theo quy dinh cna phap 1114 ye do lueng: 

a) Van ban da nghi tap mai soc  dang Icy luu hanh theo mu sa 04 quy dinh 
tai Phy lyc I ban hanh kern theo Nghi dinh nay; 

b) Quyet dinh phe duyet matt; 

c) Giay tx theo quy dinh tai cac diem b, c, d, d, e, g, h, i va m lchoan 1 Dieu nay. 

4. Ha so da nghi cdp meri sá km hanh dEi \Teri trang thiet N y tê la phucrng 
lien do nhung IchOng phai phe duyet rridu theo quy dinh cüa phap luat ye do 
lueng thyc hien theo quy dinh tai khoan 1 Dieu nay. 

Dieu 27. HO so' cAp lai, gia h4n sO ltru hanh 

1. HO so cap lai sa km hanh di voi truong hop mat, hong: Van ban da nghi 
cap lai sa km hanh theo mu sa 05 quy dinh tai Phu lyc I ban hanh kern theo 
Nghi dinh nay. 

2. Ha so aE nghi gia han sa luu hanh gam: 
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a) Van ban a nghl gia han saIuu hanh theo inAu sa 06 quy dinh tai Phu lgc 
I ban hanh kern theo Nghl dinh nay; 

b) Ban sao gidy chfrng nhan dang k ltru hanh dal dugc cap; 
c) Giay chug nhan dat tieu chuan quan ly chat lugng con hieu lye tai tiled 

diem nap ha so, frit truing hop trang thiat bi y ta da dugc cdp giay chi:mg - than 
ltru hanh tg do oh mat trong cac nu6c hoac t chirc sau: Cac nu& thanh vien 
EU, Nhat Ban, Ca-na-da, TGA cüa Uc, FDA dm MY; 

d) Gidy ay quyan cUa chill'  sà hitu trang thiat bi y M cho ca sor thtrc hien viec 
(tang k luu hanh theo mAu quy dinh tai Plitt lgc VI ban hanh kern theo Nghl 
dinh nay, tit truth-1g hop theo quy dinh tai di'em a khoan 1 Diu 21 Nghl dinh 
nay; 

d) Gidy chimg than luu hanh ttr do dai voi trang thiet bi y t nhap khdu con 
hi'eu int tai HIM diem nap ha so; 

e) Bao cao ket qua hoat dang kinh doanh trong frith han dugc cap sa luu 
hanh theo mu quy dinh tai Phu lgc X ban hanh kern theo Nghl dinh nay. 

3. Thai han nap ha so a nghl gia han sa luu hanh tai thiau 60 ngay throe 
khi s6 luu hanh het han. 

Dieu 28. Yeu au dei voi ha so' a nghi 	gia hqn sã liru hanh 
1. Ha so de nghl cap mai hoac gia han sa 	hanh trang thiat bi y t lam 

,thanh 01 ba, cac tai lieu trong ha so dugc in DO rang, sap xep theo trinh ttr quy 
,dlnh tai Dieu 26 Nghl dinh nay di vai ha so de ughl cdp mai sa luu hanh hoac 
theo quy dinh khoan 2 Diau 27 Nghl dinh nay dai vth ha so a nghl gia han sá 
luu hanh; c6 phan each gicia cac tai lieu, c6 trang bia va danh mgc tai lieu. 

2. Yeu eau dal vgi mOt sa giAy tor trong 1)0 hO so d nghl cap mai, gia han 
sa ltru hanh: 

, 	a) Di 	Giay chimg nhan dat tieu chuan quan lY chat lugng: Nap ban 
goc hoac ban sao c6 chirng thgc hoac ban sao c6 xac nhan cna co ser de nghl cap 
sa luu hanh. 

Trusang hap nap ban sao c6 xac nhan dm co so de nghl cap sa luu hanh thi 
khi nap ha so phai xuat trinh ban gac de dal chieu hoac cung cap nguan chi lieu 
de co quan tip nhan ha so tra 	v'a tinh hop l dia cac giay to nay. 

Truong hap Giay chung than dat tieu chudn quan lY chat lugng khong 
bang tieng Anh hoac khang bang tieng Viet thi phai dich ra tiang Viet. Ban dich 
phai dugc chirng thtrc theo quy dinh cua phap luat. 

b) Dai vói giAy üy quyan cüa chil ser hiru trang thiet bi y tO va giay xac 
nhan ca sO dü diau kien bao hanh: 
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- Di vori trang thiet bi y ta san xuat trong ntroc: NQp ban gac hoe ban sao 
c6 chimg time; 

- Di vori trang thiet bj y te. nhap khdu: NOp ban da dirge hop phap h6a lath 
sr hoc ban sao co chung thvc oh ban da dirge hop phap hoa la'nh sv. 

c) Thai \Teri gidy chimg nhan km hanh tv do: Nap ban da dirge hop phap h6a 
lanh sr hoac ban sao co chimg thve cila ban da dirge hop phap hoa lanh sir. 

Trifling hop gidy chimg nhan km hanh kr do khong bang tieng Anh hoac 
khang bang tieng Viet thi phai dich ra tieng Viet. Ban dich phai dirge chimg 
thvc theo quy dinh .ctia phap luat. 

Truemg hop gidy chung nhan luu hanh tv do khong ghi ro tiled han het hieu 
lye thi thai diem het het hieu lye eüa gidy chimg nhan luu hanh tv do dirge tinh 
la 36 thang, k tir ngay cap. 

d) D& vori tai lieu kyr thuat cUa trang thiet bi y te: NOp ban ca xac nhan cüa 
ca kr d nghi cap sa hru hanh. 

Twang hop tai lieu kyr' thuat lchong bang tieng Anh hoe khang bang tieng 
Viet. thi phai dich ra tieng Viet. Ban dich plied dirge cliff/1g thvc theo quy dinh 
eüa phap luat; 

d) Doi ved tai lieu huang dan sir dung eüa trang thiet bi y t& NOp ban bang 
tieng Viet c6 xac nhan dm cüa ca ser de nghi cap sa km hanh. 

e) Doi \red giay chi:mg nhan kiEm nghiem: Neip ban gac hoac ban sao c6 
chimg thvc hoe ban sao co xac nhan eüa ca ser de nghi cdp sa km hanh. 

Truang hop nOp ban sao co xac nhan ciia co ser de nghi cap sa kru hanh thi 
khi nOp ha so phai xuat trinh ban gac dã d6i chieu. 

g) D& yeti mu nhan: NOp ban mu nhan co xac nhan eUa cna ta chirc 
dimg ten dang kY km hanh. Mau nh'an phai dap ung cac y8u cau theo quy dinh 
tai Dieu 54 Nghi dinh nay. 

Dieu 29. Tip nhn, thArn dinh hO so de nglii cAp sofihru hanh trang thiet 
bj y té 

1. Ca so de nghi cap sa km hanh nOp h'a so tai BQ Y tá. 

2. Khi nhan hO sor day dñ, hop le, BQ Y ta cap cho ca kr de nghi cap so luu 
hanh Phieu tiep nhan ha so de nghi cdp sO lu-u hanh trang thiet bi y ta theo mau 
so 04 quy dinh tai Phu lye IV ban hanh kern theo Nghi dinh nay. 

3. Truemg hop khong c6 y8u can sira dai, ba sung ha so dang k luu hanh, 
BQ truong BQ Y ta co trach nhiem: 

a),Dai vai trang thiat bi y ta chua c6 quy chuan IcST thuat quac gia tuong 
(mg: TO chire tham dinh de cap mai sa ltru hanh trong died han 60 ngay hoac gia 

17 



han sa kru hanh trong then flan 30 ngay, Icatü ngay ghi teen Phiau flap nhan ha 
so. Truerng hop kh8ng c61) mói, gia han s luu hanh phai a, van ban tra läi va 
neu r8 19 do; 

b) Doi voi trang thiet bi y te Co quy chuan k thuat quoc gia tuang ung: T'a 
chOc thArn dinh da cap mai s6km hanh trong thin han 15 ngay hoc gia han so 
km hanh trong died flan 10 ngay, k tit ngay ghi teen Phial.) trap nhAn ha so. 
Truerng hap khOng cap meri, gia ban 56 km bath phai CO van ban tra lei va nett 
re 19 do; 

c) Cap lai skim) hanh trong thad han 05 ngay lam vi8c, ka tfr ngay ghi Wen 
Phieu trap nhan ho so. Truerng hap khong cAp lai so km hanh phai co van ban tra 
l&ivànêuröl)2do. 

4. Truang hap ha so da ngln cap sto Itru hanh chua hoan chinh thi BO Y 
phai co van ban thong bao cho ca ser dã ngln cAp mod, cAp lai, gia han so km 
hanh d ba sung, Rh d'ai ha so, trong do phai n8u cu tha la ba sung nhang tai 
1i8u nao, nOi dung nao cAn sin d'ai trong thari ban: 

a) 15 ngay lam vi8c, k t& ngay ghi teen Phiau trap nhan hasa dai vOi ha so 
da nghi cap mod, gia han sá ltru hanh; 

b) 05 ngay lam vi8c, katfr ngay ghi teen Phial.' trap nhan ha sad6i veil ha sa 
cla nghi cAp lai sa km hanh. 	• 

5. Khi than dugc van ban you cAu b6 sung, sin_ dal ha so da nghi cAp sa 
Itru.hanh, ca so a nghi cAp sa km hanh phai ba sung, sin dal theo dung pining 
nOi dung dã dugc ghi trong van ban va gui va BO Y t. Ngay trap than ha so ba 
sung, sira dal dugc ghi trail Phiau trap nhan ha so. 

TruiOng hap co set da nghi cAp sa km hanh dã ba sung, sin dai ha so nhung 
khOng dung voi }Tau cau thi BO Y ta se thong bat) cho ca so da trap toc hoan 
chinh ha so theo quy dinh tai Ichoan 4 Diau nay. 

Sou 60 ngay, kã tfr ngay BO Y t CO van ban yeti cAu ma co se( khong be) 
sung, sin dai ha so thi phai thuc hran lai tü dAu thu tuc da ngin cAp so hru hanh. 

6. Throng hap hi clang thAm dinh you cat) sfra d'ai, ba sung ha so thi trong 
tiled hp 10 ngay lam vi8c, Ica tiz ngay co bran ban hap hOi dang, BO Y to CO van 
ban thong bao cho CO sor da ngln cAp sa km hanh a ba sung ho so. Van ban thong 
bao phai nOu co tha la ba sung nhting tai Ii8u nao, nOi dung nao can sn'a dor 

!Chi than duge van ban yeu cau NS sung, sfra dai ha so clang k9 km hanh, 
co ser da nghi cAp sO km hanh phai ba sung, sin dai theo dOng nhang nOi dung 
da dugc ghi trong van ban va gni veB Y ta. Ngay tip nhan ha so ba sung, sita 

dal dugc ghi tren Phiau trap nhan ha so. 
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Trueng hgp co se de nghi cdp s km hanh da be sung, sin dai ha' so 
nhung khong dimg \Rai yeu calf thi B0 Y ta se thong beet cho co s& de tip titc 
hart chinh ha so theo quy dinh tai cac khoan 4 va 5 Dieu nay. 

7. Trong thin han 03 ngay lam viec, ke tit ngay cdp s lint hanh, BO Y t c6 
Udell nhiem ding khai tren e6ng thong tin din tit dm BO Y t6 cac thong tin sau: 

a) Ten, phan loai, ca sof san xuat, mac san xuat trang thiet bi y te; 

b) Sa luu hanh caa trang thiet bi y ta; 

c) Ten, dia chi dm chn so hal trang thiat bi y te; 

d) Ten, dia chi dm chii sO hitu s6 km hanh; 

d) Ten, dia chi dm ea sO bao hanh trang thiat bi y ta; 

e) Ha so dang k km hanh cüa trang thiet bi y tá, nit thong tin theo quy 
dinh tai cac diem g va h khoan 1 Dieu 26 Nghi dinh .nay. 

8. Trong qua trinh luu hanh trang thiet bi y t6, chü ser hiru so lint hanh co 
trach nhiem gni van ban thong bao cho BO Y te trong thin han 10 ngay lam viec, 

ke tit ngay CO mOt trong cac thay dai sau: 

a) Thay dai dia chi cna chit se hitu trang thiet bi y ta hoc chit ser hftu s6 

lint hanh trang thiat bi y t6; 

b) Thay dai ten chit sO hitu sa km hanh. Chit se hat sa km hanh co trach 

nhiem gni kern theo.  van ban thong bao thay din the giay to chung minh quyen 
se him trang thiet bi y M cüa chil sO hitu mai va mk nhan theo quy dinh tai 

Dieu 54 Nghi dinh nay;. 

c) Thay daj met trong cac thong tin ve ten, dia chi cita ca se san xuat trang 
thiet bi y ta. Chu see h&u sa hm hanh c6 trach nhi'em gin kern theo van ban thOng 
bao thay dal cac gib ter sau: Giay chirng nhan km hanh tg do va Giay chirng 
nhan dat tieu chuan quan ly ch'at lugng con hi'eu lye tai died diem nOp ha sa, trit 
tnxeng hop trang thiat bi y t6 do cid dugc cap gidy chimg nhan km hanh tg do 
dm met trong cac nuec hoac tt chirc sau: Cac nude thanh vien EU, Nhat Ban, 

Ca-na-da, TGA caal[Jc, FDA dm IVW; 

d) Thay dai quy each (tong gni dai voi trang thiet bi y t6 than doan in vitro. 

Chit'  sO hitu se hru hanh co trach nhiem gni kern theo van ban thong bao thay dai 
cac tai lieu theo quy dinh tai the diem h va m khoan 1 Dieu 26 Nghi dinh nay; 

d) Thay dai co se bao hanh. Chu ser hitu sa 	hanh co troth nhiem gin 

kern theo van ban thong bao thay dai the tai lieu theo quy dinh tai diem d khoan 

1 Dieu 26 Nghi dinh nay. 
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9. Trong theri han 03 ngay lam viec, k tir ngay nhan dirge van ban thong 
bao dm chi) sec him sekm hanh, BQ Y te c6 trach nhiem cap nhat cac thong tin 
thay di trong h sor quan 19 trang thiet bi y t6' va tren cang thong tin din 

10. BO tracing BQ Y te quy dinh v viec tharn dinh h sor de nghj cap se km hanh. 

Mijic 4 

TRUY XUAT NGUON GOC, XfiLt, ICHAC PHIJC, 

DINH CHI LIXU HANH, THU 1161 DOI Vth TRANG THIET 

Y TE LOI vA Xff Li? D01 Vth TRANG THIET B1 Y TE 

TRONG MOT SO TRU'ONG HQP DAC THU 

Dieu 30. Truy xuAt nguen gec trang thiet bi y tê có lôi 

1. D'Ai vai trang thiet bi y t c6 18i, chi) sac'  httu se Km hanh phai thgc hien 
viec truy xuat nguAn gec theo cac nQi dung sau day: 

a) Xac dinh ten, chimg logi, s luong trang thiet bj y te cua,16 san pham c6 18i; 

b) Thong bao tren trang thong tin din tir cfra chi) se( hair (nu c6) va Clang 
tilting tin dien tir BQ Y M , dAng tiled ca van ban yeti cat' cac ca ser san xuat, mua 
ban, sir dung trang thiet bj y ta cung cap thong tin ve ten, chfing loai, sre lugng 
trang thiet bi y te elm lo san pham c6 li, tAn kho thgc M va dang Km thong teen 
thi truang; 

c) Lap ká hoach xfr 19 khac pluic hoac thu hAi trang thiet bj y t c6 18i; 

d) TAng hgp, bao cao ca quan nha mrec c6 tham quyen ve ká hoach thu hAi 
va bin phap xir 19. 

2. Ca quan nha nuac c6 tham quyen c6 trach nhiem kiem tra, giam sat viec 
thgc hien truy xudt nguan gac (161 vói trang thi6t bi y tá c6 18i thu0c tham quyen 
quan ly. 

Dieu 31. Mk IST, khc phip va thu hei trang thiet bi y t có 

1. Cac hinh thIrc xfr lY trang thiet bi y tá c6 18i Om: 

a) Huang dan v bin phap khac pluic 18i; 

b) IChac Ow 18i cfa trang thief bi y ta; 

c) Thay the trang thiet bi y te c6 18i bang trang thiet bi y t Wang irng; 

d) Thu hi d'e tai xuat hoe tieu hay. 

2. Trang thiet bi y t c6 18i bj thu Mi theo cac hinh that sau day: 

a) Thu hai tir nguyen do chi) set hau s6 luu hanh thgc hien; 
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b) Thu hi bat buOc di van cac truang hop theo quy dinh tai Dieu 35 -Nghi 

dinh nay. 

3. au s& hitu sa luu hanh trang thiat bi y ta c6 18i c6 trach nhiam thu 
xir 15T trang thiat bi y ta cep 18i trong tiled han do ca quan nha nuac có tham quyen 
Twat dinh va chiu m9i chi phi cho viac thu h6i, xir 15T trang thiat bi y t'a c6 18i. 

Trong truth-1g hop qua thai hart thu hi theo quyat dinh cila co quan nha 
nuge c6 tham quyen ma chit see hthi sa luu hanh khong thuc hien viac thu hi 
trang thiet bi y te c6 18i thi bi cuang cha thu hM theo quy dinh cita phap luat 
xir 11T vi pham hanh chinh. 

Diu 32. Thu tiic dinh chi ltru hanh trang thiet bit y t có canh bao cüa 
chit sir Mtn trang thiet bi y M v'e trang thik bi y tt.  có1i gay anh htorng zati 

den sic khfie ngtriri sir thing 
1. Twang hgp xac dinh trang thiat bi y tá c6 18i gay anh huong xau dan 

sire khee ngtheri sir dung, chit sà hitu sa ltru hanh ce,  trach nhiam: 

a) Tam dung viec km hanh trang thiat bi y tá; 

b) Co van ban th8ng bao cho BO Y ta va cac ta chat, cá nhan dang thuc 
hien viac phan phai, sir dung trang thiat bi y ta do. Trong van ban thong bao phai 
neu Imo 18 san xuL, }Tau t6 161 gay anh huong xau dan sac kit& nguoi sir dung 
cling nhu viac co the hay kh6ng the khac plate yau t6 do. 

2. Truang hgp trang thiat bi y ta co the khac phue-  duqc 18i gay anh huong 

xau den sue kh6e nguai sir dung: 

a) Trong tiled Ilan 03 ngay lam viac, k tü ngay nhan dugc th6ng bao cüa 
chi) ser hau trang thiat bi y ta, BO Y ta c6 trach nhiam ban hanh quyat dinh dinh 
chi luu hanh di vâi trang thiat bi y fa; 

b) Sau khi co quyat dinh dinh chi ltru hanh trang thiat bi y tá, chit sei hau sa 
luu hanh tai Viet Nam c6 trach nhiam tlarc hian viae khac phuc yati ta 181 gay 
anh huong xau dan sire kit& ngueei sir dung dm san pham; 

c) Sau khi da hoan thanh viac khae plum yatt tap 1i gay anh hue:mg xau dan 
sire khee ngtrai sir dung, cha se( him sá luu hanh co trach nhiam giri van ban 

bao Odo 1318 Y ta trong do phai co cam kat ve bao dam chat luqng elm trang 
thiat bi y ta sau khi da thuc hian viac khae phtic 18i hoc kat qua kiem dinh cüa 
ph6ng thir nghiam dL tieu chuan qutic gia v nang lye cüa phong thi nghiam 
va hiau chu'An TCVN ISO/IBC 17025 hoe tieu &flan quac tá ISO/IEC 17025 
hoac Wong duang; 

d) Trong thai han 20 ngay, k tir ngay nhan duqc bao cao khac phuc yau t6 
18i gay anh huang xau dan sire khoe ngued sir dung cña trang thiat bi y ta do chit 
ses hat sá km hanh giri, BO Y tá co troth nhiam ban hanh quyat dinh cham dirt 
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dinh chi lint hanh trang thiat bi y tã. Triremg hgp B6 Y te lchong dang chain 
dirt dinh chi hru hanh phai co van ban tra läi, trong do phai nêu ra 132 do tir chai. 

3. Trutng hap trang thiat bi y t'a khong tha khac phue duce yau to 16i gay 
anh hirong xAu dan sire kh6e ngued sir dung, BO Y t co trach nhiam ban hanh 
quyat dinh thu hOi toan b6 16 trang thiat bj y te bi dinh chi. 

4. Ni dung dm quyat dinh dinh chi luu hanh: 

a) Ten trang thiat bj y t bi dinh chi; 

b) Sa 16 trang thiat bi y te bj dinh chi; 

c) Sa ltru hanh cña trang thiat bi y t bi dinh chi. 

Dieu 33. Thu tyc dinh chi ltru hanh doi vfri trtreeng hqp trang thiet bi y 

t có canh bao cita co' quan có tham quyen ye trang thiet bi y M co li gay 

anh htraing xatt den sat khoe ngtrid sir dyng 

1. Trong tiled han 05 ngay lam viac, k tir ngay nhan dirge thong bao va yau 
ta1i gay anh huerng xau dan suc khoe nguari sir dung cUa trang thiat N y te do 
co so Icham banh, chita banh hoac cüa the quac gia ma trang thiat bj y te dang 
hru hanh hoac Ta chirc Y te tha gi6i gin an, B6 Y t CO trach nhiam gin van 

ban a nghi chit ser him se) lint hanhbao cao giai trinh. 

2. Trong tiled han 05 ngay lam viac, ke tir ngay nhan dirge van ban ciia 

BO Y t chit sor 	sa Km hanh co trach nhiam gin van ban bao cao BO Y ta. 

3. Trong then han 05 ngay lam viac, k tir ngay nhan dirge bao cao cUa chit 
se', him s lint hanh di \Teri trang thiat bi y t tai Vie't Nam, B0 Y ta co trach 
nhiam thanh lap hepi &Ong khoa hoc da danh gia yau tá 18i gay anh hirang xau 

dan sire khoe nguoi sir dung elm trang thiat bi y 

4. Truang hap xac dinh trang thiat bj y t khang c6 yau ta gay anh huOng 
xau dan sat khoe ngudi sir dung, trong tiled han 03 ngay lam viee, k tir ngay 
nhan dirge Men ban hop Hai &rig, BO Y tie co trach nhiam ban hanh van ban 

thong bao dan chit sot him salint hanh tai Viat Nam. 

5. Truang hap xac dinh trang thiat bi y tie CO yell ea 16i gay anh hirong xau 

dan sire kh6e ngiroi sir dung, 130 Y te c6 trach nhiam thue hian thit tve  dinh chi 

lint hanh theo quy dinh tai khoan 2, 3 va 4 Diu 32 Nghi dinh nay. 

Dieu 34. Xir157dtii yeti cac trang thiet bi y 4 khi chit ser heti trang thiet 

bi y te hoac chti sir hint so hru hanh trang thiet bi y te khong tiep tyc sin 
' 

xuat hoc bi phi sin, giii the 

1. Trang thiat bj y te dã dirge cap sa lint hanh nhung chit s& him trang thiat 
bj y te tuyen ba khang tip tue san xuat hoac bi pha san, giai tha dugc tiep tuc 

km hanh trong tiled gian tai da khong qua 24 thang, k ti thed dim chit so.  him 
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trang thiat bi y te tuyen bo kitting tip tve san xuat hoac bj pha san, giai the neu 
chit ser hint s6 ltru hanh tai Viet Nam có earn kat chiu trach nhiem bao hanh, bao 
duerng cling nhu cung cap cac vat tu d thay tha hoac phvc vi cho viec sir dung 
trang thiat bi y t trong thin gian 08 nam, trit throng hop chi) set him so ltru hanh 
la Van pheing dai din thuong trit tai Viet Nam dm thucmg nhan nuot ngoai ma 

thuang nhan do la chil sà hau trang thiat bj y ta. 

2. Trang thiat bi y ta da duct cap sa hru hanh nInmg chn set hau sa ltru hanh 
trang thiat N y t bi pha san, giai tha throe tip hic hru hanh teen tin tnrong trong 
thin gian tai da Ichong qua 24 thang, k tir thed dim chit ser hal st) ltru hanh trang 
thiat bi y t tuyen ba pha san, giai tha nu co so phan ph6i cO cam kat chiu haat 

nhiem bao hanh, bao du-Ong cling thu cung cap cac vat tu da thay th'a hoac phut 

vii cho vie sir dung trang thiat bi y M trong thed gian tai da la 08 nam. 

3. Chu sO hfru sá luu hanh hoac co ser phan phi co trach nhiem giri ha so 
tarn kat va 138 Y t trong died gian cham nhat la 60 ngay, ka tir ngay chit ser hftu 
trang thiat 1)1 y ta hoac chit so hal sA hni hanh trang thiat bi y ta tuyen 1)6 khOng 

tiap tvc sari xuat hoac 1)1 pha san, giai tha. 

4. Ho so cam kat gam cad giay ter sau: 

a) Van ban earn kat chili trach nhiem bao hanh, bao dung va cung cap cac 
vat tu phvc Iry cho viec sir dung trang thiat N y t theo mu quy dinh tai Phi lot 

XI ban hanh kern theo Ngh1 dinh nay; 

b) Danh mcc cac trang thiat bi y ta co s6 lint hanh ma ca set clang lint gift 
nhung chit ser hitu trang thi'at N y M hoac chit ser hitu sa hru hanh trang thiat 131 y 

tê tuyen b to khong tip tvc san xuat hoac bi pha san, giai tha. 

5. Trong thed han 15 ngay lam vice, k tir ngay nhan duct ha so cam kat 
theo quy dinh tai khoan 4 Diu nay, BO Y ta 00 trach nhiem tra lei bang van ban 
va vie cho phep hay kh8ng cho phep 64) tvc hru hanh trang thiat N y 

Trubrig hop khong cho phep phai neu rO 13'T do. 

6. Tnremg hop trang thiat 1)1 y t theo quy dinh tai cat khoan 1 va 2 Diau nay 
khOng duct BO Y te cho phep tip hit km bath, chili ser hau sa ltru hanh hoac ca 

se( phan phi co truth nhiem tin hanh viec thu hi cac trang thiat N.  y ta dang ltru 

hanh tren 011 tnang, frit tnrang hop cat trang thiat 1)1 y t da ban cho nguai sir 

dvng. 

Myc 5 

THU HOI SO LUll HANH TRANG THIET B Y TE 

Dieu 35. Cac truirng hqp bi thu hen so mu hAnh 

1. T6 chirc dang IcST luu hanh gia mao ha so dang kY. 
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2. Trang thiet N y th c6 03 lo bi bat buOc dinh chi lu-u hanh trong thed gian sa 
luu hanh c6 hieu lire dal veri trang thiet bi y th thuec logi B, C, D hoe trong died 
gian 05 nam d& \Rad trang thiet bi y tie thuec loai A, trir truong hop chit so him sa 
kru hanh tu nguyen thu hi theo quy dinh tai Dieu 32 Nghi dinh nay. 

3. Ta chin dang k lu-u hanh sin chira, thy xem lam thay d61 nOi dung sa 
km hanh. 

4. Chü ser him sa luu hanh cham dirt hog dOng hoc khOng con dirge fly 
quyen cüa chil sec Mu trang thiet bi y te ma chua c6 ta chin thay the', trir truOmg 
hgp theo quy dinh tai Dieu 34 Nghi dinh nay. 

5. Trang thiet bi y t& luu hanh ten thi truemg khong bao dam chL lucmg dã 
'Tang luu hanh. 

6. SO km hanh dugc cap khOng dung tham quyen, ha so, thu tve  theo guy 

dinh tai Nghl dinh nay. 

7. Trang thiet bi y th ma chi' ser hat sa dang ky hru hanh hoac co ser phan ph& 
khong ce, cam ket theo quy dinh tai cac khoan 1 va 2 Dieu 34 Nghi dinh nay. 

8. Trang thiet bi y t het thed han km hanh theo quy dinh tai cac khoan 1 va 

2 Die'u 34. Nghi dinh nay. 

9. Trang thiet bi y tá &Rye san xuat tai co set khemg dap ung dieu kin quy 
dinh tai Nghi dinh nay. 

Dieu 36. Thu tyc thu hOi sO km hanh 

1. Trong qua trinh kiem tra, thanh tra, nu phat hien mat trong the truOmg 
hgp theo quy dinh tai cac khoan 1, 2, 3, 4, 5, 6, 8 va 9 Dieu 35 Nghi dinh nay thi 
co quan thuc hien viec kiem tra, thanh tra phai lap bien ban va giri ye BO Y 
hoc See Y t nth dã cdp sei km hanh (sau day pi tat la co quan cp sá luu hanh). 

2. Trong thin han 05 ngay lam viec k tU ngay nhan dirge bien ban theo 
quy dinh tai khoan 1 Dieu nay, co quan cap sa km hanh xem xet, quyet dinh 
viec thu hèii sa hru hanh thuec than quyen quail 1Y. 

3. Sau khi ban hanh quyat dinh thu hai sa lu-u hanh, co quan ban hanh 
guy& dinh thu hai c6 trach nhie'm: 

a) Bang tai guy& dinh thu hai sa luu hanh tren cf;ng thong tin din tir dm co 

quan cap sa luu hanh, dang tiled gui quyat dinh thu ha i sa km hanh den chil se( 

hal sa luu hanh, BO Y tá va cac So Y ta khac tren pham vi toan quoc; 

b) HU)/ b6 cac thong tin lien quan den trang thiet bi y t dä (tang tai teen 
&Ong thong tin din tir cila co quan cap salint hanh. 

4. Khi nhan dirge quyet dinh thu h'ai sa luu hanh dm co quan cap sa lim 
hanh, cac Ser Y ta c6 trach nhiem dang tai guy& dinh thu hai sa km hanh teen 
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cang Hieing tin din dr, thing thed chi dao cac ca quan chuyen mon giam sat viec 
thu hi cac trang thiet bi y te. 

Chuang V 

QUAN Lt MUA BAN TWANG THIET B1 Y TE 

Mile 1 

DIEU KIEN MUA BAN TWANG THIET Y TE 

Dieu 37. Dieu kien can co' so. mua bin trang thiet bi y te thu
• 	ec loai B, 

C, I) 

1. Co dOi ngü nhan vien k9 thuat 06 trinh dO phü hop de thfrc hien lap dat, 
huong dan sir dung phit hop ved loai trang thiet bi y M ma co s& mua ban, trong 
d6 c6 it nhdt 01 nhan vien icy thuat col trinh dO cao dang chuyen nganh Icy thuat 
hoac chuyen nganh y, dugc hoc cao dang 	thuat tang thiat bi y t6 tr& len 
hoc 06 trinh do cao clang ft& len ma chuyen nganh dugc dao tao phit hop vOi 
loai trang thiet bi y te ma co s& mua ban. 

2. CO kho dap ling yeu cu theo quy dinh tai khoan 3 Dieu 13 Nghi dinh 
nay va co phuong tin van chuyen tir co s& mua ban den nai giao hang phi' hop 
veri yeu can theo quy dinh tai lchoan 4 Dieu 13 Nghi dinh nay, trir truOng hop 
phap luat 06 quy dinh khac. Trueng hop khong .co kho bao gnarl hole phuong 
tien van chuyen phai c6 hop clang vad ca s& dü nang luc a bao quan va van 

chuyen trang thiet bi . y t6. 

Dieu 38. He so', thil tiic ding be dii dieu kien mua bin trang thiet bi y té 

1. He so ding be da dieu kien mua ban trang thiet bi y t6 dirge lap thanh 01 
b0 gam cac gidy tor sau: 

a) Van ban ding be, dü dieu kien mua ban trang thiet bi y ta theo mu so' 07 
quy dinh tai Phu lye I ban hanh kern theo Nghi dinh nay; 

b) Ban ke khai nhan sr theo matt quy dinh tai Phu luc II ban hanh kern theo 
Nghi dinh nay; 

c) Cac gidy ter chung minh kho bao quaff, phuong tin van chuyen trang 
thiet N y tá dap Ung cac yeu eau theo quy dinh tai cac khoan 3 va 4 Dieu 13 
Nghi dinh nay. Cac gidy ter nay phai dirge xac nhan bed ca sä cong be clii dieu 

kien mua ban. 

2. Thu tic cong bó dü dieu kin mua ban: 

a) Truck khi thy° hien mua ban trang thiet bi y ta thuQc loai B, C, D, ngued 
dung dau co s& mua ban trang thiet bi y tá 06 trach nhiem giri hia so ding badü 
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dieu kien mua ban theo quy dinh tai khoan 1 Dieu nay d'en Se( Y ta nai co ser 
mua ban dat trp set; 

b),Khi than ha so day dU, hgp le, Sâ Y ta cdp cho co see thgc hien viec 
cOng b8 Phial tip nhan ha so gong ba dü dieu kin mua ban theo mu sa 05 
quy dinh tai Phu 1pc IV ban hanh kern theo Nghi dinh nay; 

c) Trong tiled han 03 ngay lam viec, k tir ngay tip nhan ha so cOng ba dü 
dieu kien mua ban, SO Y t c6 trach nhiem gong lchai tren gang thong tin din tit 
gag thong tin sau: Ten, dia chi dm co s6 mua ban trang thief bi y te; ha so cong 
ba düdiu kin mua ban trang thiet bi y te. • 

3. Cu ser chi dime mua ban trang thiet bi y t thuOc loai B, C, D sau lchi 
thgc hien thil tpc gong ba au dieu kin mua ban theo quy dinh tai diem b khoan 
2 Dieu nay, trir truerng hgp theo quy dinh tai Dieu 39 Nghi dinh nay. 

4. Trong qua trinh boat dOng, co ser mua ban phai thgc hien lai thu tuc ding 
1346 dü dieu kien mua ban nu co sr thay dai ve nhan su, kho bao quan va phucmg 
tin van chuyen trang thiet bi y ta. 

Dieu 39. Mua ban trang thiet bi y t thucic loai B, C, D ma Wing phai 
dap ti.ng  dieu kin va khong phai thtre hit'n tha tvc clang be, da dieu kin 
mua ban 

1. Trang thiet 1)1 y te thuOc loai B, C, 'D thuOc danh mpc trang thietbi y ta 
do BO truerng BO Y te ban hanh dugc mua, ban nhu cac hang boa thOng thiremg. 

2. Viec mua, ban trang thiet bi y ta theo quy dinh ti Ichoan 1 Dieu nay 
khOng phai dap Ung cac dieu kin theo quy dinh tai Dieu 37 Nghi dinh nay va 
khOng phai thuc hien thfi tpc cong be dü dieu kien mua ban theo quy dinh tai 
Dieu 38 Nghi dinh nay nhung vdn phal dap ung cac dieu kin ve bao quan, liru 
gift, van chuyen theo quy dinh cila chit ser him trang thiet bi y te. 

Myc 2 

XUAT KHAU, NH :AP KIIAU TRANG THIET Y TE 

Dieu 40. Nguyen lac coin 15Txuat khan, nhap khan trang thiet bi y te 

1. Ta chug, cá nhan thgc hien viec xudt khdu, nhap khdu trang thiet bi y te 
phai dap Ung cac dieu kien theo quy dinh elm phap luat ye xudt khan, nhap khan 
va phai chiu trach nhiem bao dam chat lugng elm trang thiet bi y t ma minh 
xudt khdu, nhap khdu. 

2. Trang thiet bi y te da cid so luu hanh tai Via Nam dirge xuat khdu, nhap 
khau theo nhu cdu, khOng han eh e 58 lugng va khOng phai qua BO Y ta phe duyet. 
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3. Vic cap giAy chi:mg nhan km hanh ty do chi áp dung dai vói trang thiat 
bj y ta xuat khdu theo quy dinh cüa Thu Wong Chinh phi). 

4. Viec tam nhap tai xuAt, tam xuat tai nhap hoac chuyan khau, qua canh 
trang thiat bi y ta thyc hien theo quy dinh cim phap luat. 

5. Viec nhap khau trang thiat bi y t6 dã qua sir dung dive hien theo quy 
dinh cüa pith') !nat. 

Dieu 41. Xtfac t khau, nhaa'p khan  trang thiet bi y te 
1. Khuyan khich cac doanh nghiep trong nuot san xuat cla xuat khau. 

2. T6 chirc, ca than thuc hien nhap khdu trang thiat bj y ta dã c6 sa luu 
hanh phai dap Ong cac dieu ki'en sau: 

a) La chü sO hitu sa km hanh hoac có gidy fly quyan cUa clud sO hitu saluu 
hanh. Chü set him s6 km hank khi Ay quyan cho co set nhap khau thyc hien vi'ec 
nhap khau trang thiat bi y ta phai clang thin giri van ban fly quyan do cho 130 Y 

va cct quan hai quan; 

b) Co kho dap Ong you cat' theo quy dinh tai khodn 3 Dieu 13 Nghi dinh 
nay va co phuang tien van chuyan dap irng yeu cu theo quy dinh tai khoan 4 
Dieu 13 Nghi dinh nay hoac c6 hyp clang voi ca sO c6 dil nang lyc d bao quan 
va van chuyan trang thiat bj y fa: . 

3. Trinh kr, thil tuc xuat khan, nhap khau trang thiat bj y ta thyc hien theo 
quy dinh cüa phap lust ve hal quan. T6 duly nhap khAu trang thiat bi y t lchOng 
phai chirng minh viec dap Ong cac diu kien theo quy dinh tai khoan 2 Dieu nay 
khi thyc hien tin' tic hai quan. 

Dieu 42. GiAy phep n141) khAu 
1. Cac truetng h9p trang thiat bi y ta phai co giAy phép nhap khau: 

a) Clum co sa km hanh nhap khdu dá nghian ciru khoa h9c hoac kiam 
nghiem hoac huong dAn sir dung, sua chita trang thiat bi y t6; 

b) Chtn co sa km hanh nhap khau dá plmc vii muc dich vien try; 

c) Chin co s'a km hanh nhap khau cla sir dung cho mxc dich chita be'nh ca. than. 

2. Ha' so cap giaty phep nhap Ichau gam: 

a) Van ban de nghl cap giay phep nhap khau theo mu sa 08 quy dinh tai 

Phu kw I ban hanh kern theo Nghi dinh nay; 

b) Tdi lieu mOtd t6m tat ky thuat trang thi'at bj y ta theo mdu quy clinh tai 
Phu luc VIII ban hanh kern theo Nghi dinh nay, kern theo tai lieu Icy thuat va tai 
lieu huang dAn sir dung cüa trang thiat bi y t6 d6; 
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c) Giay chirng nhan dat tieu chuan quan IS/ chat lugng dm co so san xu'at 
trang thiet bi y ta de nghi cap pile') nhAp khau; 

d) Dai vai Uttar-1g hop nhap khau d nghien ciru phai c6 them ban sao c6 
chimg thy° quyet dinh phe duyet d tai nghien ciru va tai lieu chimg minh san 
pharn xin nhap khau dã dirge ca quan c6 tharn quyan tai ntroc xuat khau cho • 
pile') sir dung; 

d) Dai yeti truang hop nhap khau a dao tao phai c6 them ban gac chuang 
trinh dao tao va tai lieu chimg minh san pham xin n14 Ichau dã &Lux co quan c6 - 
tham quyan tai ntrac xuat khau cho phep sir dung; 

e) Di yeti truong hap nhap khAu da vien try phai c6 them ban sao quyat 
dinh phe duyet flap nhan vi'en try cna ca quan cap tham quyan va tai lieu chimg 
minh san pham nhap khan dã dirge ca quan c6 tham quyan tai ntrot xuat khau 
cho phep km hanh; 

g) Dai vOi tnrang hop nhap Ichau da sir dung cho MIK dich chita b'enh ca nhan: 
Van ban chi clink cin bac s'y phit hap \ten benh cüa ca nhan dé nghi nhap khau. 

3. Trinh tu xem xet viec d nghi cap. phep nhap khau trang thiat bi y te: 

a) Sau khi nhan dugc ha so de nghi ep phép nhap Ichau trang thiet bi y 
BO Y t gun cho tã chdc, cá than do Phiau tiep nh'an ha so.  theo mu sa 06 quy 
dinh tai Phu luc IV ban hanh kern theo Nghi dinh nay; 

b) Tnzang hap khang co yeu cAu sira di, b'a sung ha so da nghi cap pile') 
nhAp khau trang thiat bi y te, BQ Y tã phai tin hanh tham dinh da cap phep nhap 
khau trang thiet bi y M trong tiled han 15 ngay lam viec, k tir ngay ghi ten 
Phieu tip nhan ha sa. Truang hap khang cap phai c6 van ban tra 	va neu rei 

1)r,  do; 

c) Twang hap ha so de nghi cap phep nhap khau trang thiet bi y te chtra 
hap le thi trong then han 05 ngay lam viec, k tir ngay ghi tren Phieu tip nhan 
ha so, BO Y tã phai c6 van ban thong bao cho ta chat, cá than d nghi cap pile') 
nhap khau trang thiet bi y t a ba sung, sua dai ha sa. Van ban th8ng bao phai 
neu cu th'e la ba sung nhang tai lieu nao, figi dung nao can sira dal; 

d) Khi nhan dug° van ban yeti cu ba sung, sira dai ha so nhap khau, 
chirc d nghi cap gi'ay phep nhap khau phai ba sung, sira clai theo dung nhiing 
nQi dung a dirge ghi trong van ban va giri va BQ Y te. Ngay tiap nhan ha so ba 
sung, sira da dirge ghi tren. Phiau tip nhan ha so; 

Truang hap ta chirc, cá than da nghi cap phép nhap Ichau trang thiet bi y tO 
da ba sung, sin di ha so nhung khong dung \led yeu eau thi B8 Y ta se th8ng 
bao cho th chirc, cá nhan da de flap tuc hoan chink ha so; 
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Sau 60 ngdy, kã tilt ngay BO Y ta c6 van ban yeu cau ma te chirc IchOng be 
sung, situ del he so thi phai thyc hien 13i tir du thu tyc d nghi cap giay phep 
nhap khau. 

d) Nu Icheng con you cu be sung, sfra di thi BO y t c6 trach nhiem phai cap 
phép nhap khau trang thiet bi y tá theo quy dinh tai diem b 1choan nay. Gidy phep 
nhap khau dugc gui cho M chüc, canhan d nghi nhap kh'au va co quan hM quan. 

Dieu 43. HO so' de nghi 	giAy  chfrng nhan hru hanh tty do cho trang 

thiet bj y t san xuat trong 

1. HO so de nghi cap giay chimg than km hanh ty do deg voi trang thiet bi 
y t chua c6 s'e dang Icy liru hanh: 

a) Van ban de nghi cap giay chUng nhan km hanh ty do theo mu s'6 11 quy 

dinh tai Phy lye  I ban hanh kern theo Nghi dinh nay; 

b) Gidy tet theo quy dinh tai Dieu 22 doi voi trang thiet bi y te thuOc loai A 
hoc quy dinh tai Dieu 26 di vói trang thiet bi y t thuec loai B, C, D. 

2. He so de nghi cdp giay chung than km hanh ty do di 	trang thiet N y 

tá phai dap ung cac yeu cu quy dinh tai Dieu 23 di vai trang thiat N y tE thdc 
loai A hoc quy dinh tai Dieu 28 di vai trang thiet bi y t thuOc loai B, C, D. 

3. He so de nghi cAp gidy chung nhan km hanh ty do di vOi trang thiet bi 
y M cid c6 s hru hanh: Van ban de lighi cap giay chung nhan luu hanh ty do 
theo mu se 12 quy dinh tai Phi lye I ban hanh kern theo Nghi dinh nay. 

Dieu 44. Than' quyen, thu tut cap mfri, cap Ii, thu hei giAy chimg 

nh4n ltru hanh tkr do 

1. BO truOng BO Y t chiu trach nhiem cap meri, cap lai, thu hi giay chi:mg 
nhan km hanh tu do di vdri trang thiat bi y ta. 

2. Thu tyc cap mai, cap lai va thu hi gild)/ °hung nhan km hanh ty do theo 
quy dinh cilia Thu Mang Chinh phü v'e cap giay chung nhan hm hanh ty do. 

Mac 3 

QUYEN VA NGILIA VIJ CIJA CAC TO Clitt, CA NHAN THAM GIA 
I103T BONG MUA BAN TWANG THIET BI Y TE 

Dieu 45. Quy'en cüa co' ser mua ban trang thiet hi y te 

1. Yen calf ben ban trang thiet bi y ta cung cdp dAy du thong tin, he so truy 

xuat nguen gee, bao hanh trang thiet bi y tE. 

2. Yeu cau te1 chirc, ca nhan ni4p khAu, phan phEi, sir Ming san pham hgp 
tac trong vice thu he1i \fa xü 1 trang thiet bi y té cO 
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3. Yeu eau chü ser hciu se ltru hanh trang thiat bi y t time hien nghta vx bao 
hanh trang thiet bi y te. 

4. Dugc chit so.  hau se; luu hanh thong bao vE trang thiet bi y tie c6 16i. 

5. Cac quyen khac theo quy dinh cüa phap luat. 

Dieu 46. Nghla vu dm co. s& mua ban trang thiet bj y te 

1. Time hien cac bin phap kiem sok nei be det duy tri chat lugng trang 

thiet bi y t'a theo quy dinh cfa chit serhOu s6 luu Huh. 

2. Cung cAp day dO, kip thin cho ngueri sir dyng cac thong tin ye: 

a) Huerng dan sO dpng trang thiet bi y te; cac dieu kin bao dam an toan, 
bao quan, hieu chuan, kiem dinh, bao duang bao tri trang thiat N y ta; 

b) Th8ng bao ve trang thiet bi yt c6 18i. 

3. Duy tri h6 so theo dOi trang thiat bi y te va dux hien truy xuat nguan 

g6c, thu hai trang thiet bi y te theo quy dinh tai Nghi dinh nay. 

4. Kip thoi thong bao voi chit so hat se ltru hanh va co quan quan 1' Nha 

nuerc ve cac truemg hgp trang thiet bi y te c6 18i. 

5. Tuan tha quy dinh phap luat, guy& dinh v'e thanh tra, kiem tra cUa co 

quan nha nu& ce, them quyen. 

6. Cac ngliia vy khac theo quy dinh cUa phap 

Chu's:mg VI 

DICH TRANG THIET Y TE 

Mile 1 

TIX VAN Vt KI THUAT TWANG THIET Y TE 

Dieu 47. Dieu kin dive hin dich Ng) fir vAn ve It? thu'Ot trang thiet bi y te 

1. Vic thuc hien dich try tu van ve lap danh mfic va xay Ong cAu hinh, 

tinh nang kj,  thu4t trang thiet bi y ta phai dugc thfrc hien bed cá nhan d dugc 

cep giey chung nhan dã qua dao tar) vE tu van kg! thuat trang thiet bi y ta% 

2. Dieu ki'en caa ca nhan dux hien tu vAn ky thuat trang thiet bi y va: 

a) Co trinh de tir dai hoc chuyen nganh k5i thuat hoac chuyen nganh y, 

dugc trer len; 

b) Co theri gian ding tac truc tiap va ky thua't trang thiat bi y té tai co so 

trang thiet bi y te tir 05 nam ter len; 

c) Pa dugc co ser dao tao kiem tra va ding nhan da. kha nang ttr vAn ve kj,  

thuat trang thiet bi y t'a theo chmmg trinh dao tao do Be Y tie ban hanh. 
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3. Ngued tir van chi dirge tu van va ky thuat trang thiat bj y tê sau khi dã 
throe BO Y t cap phial.' tip nhan h so cong be; du diau kien tu van va ky thot 

• trang thiat bi y t theo quy dinh tai diem b khoan 2 Diu 48 Nghi dinh nay. 

Dieu 48. Ha so', thu file cong b dii dieu kin fir vAn vek thu4t trang 
thiet bi y te 

1. Ha so ding b'e d8 diau kien tu van va Icy thuat trang thiat bj y ta gam: 

a) Van ban da nghi ding badii diau kien Pr v'an theo mau slo 09 quy dinh tai 

Phy lye  I ban hanh kern theo Nghi dinh nay; 

b) Ban sao c6 chüng thgc van bang, chimg chi theo quy dinh tai dim a va 
deem c khoan 2 Diau 47 Nghi dinh nay; 

c) Ban xac nhan thed gian ding tac theo mau quy dinh tai Phy lye III ban 
hanh kern theo Nghi dinh nay. 

2. Thii We Gong be du diau kien tit van va ky thuat trang thiat bj y 

a) Tru6c khi thuc hien tu v'an va ky thuat trang thiat bi y t& ngued da nghi 
cong badii diau kien tu van va ky thuat trang thiat bj y ta c6 trach nhiem giri ha 
so quy dinh tai lchoan 1 Diau nay den BO Y tá; 

b) Khi nhan ha so day da, hop le, BO Y ta cap cho ngued thyc hien viec 
ding ba Phiau ti'ap nhan he so theo mau 56.07 quy dinh tai Phy hie IV ban hanh 
kern theo Nghi dinh nay; 

c) Trong thed han 03 ngay lam viec, ke tir ngay ghi tren Phiau hap nhan hE 
so, BO Y te c6 trach nhiem cong lchai tren ceng thong tin dien tir dia. BO Y ta cac 
thong tin sau: T8n, dia chi, sa dien thoai lien he ciaa ngued tu van; pham vi tu 
van va ky thuat trang thiat bj y tE vã ha so ding ba dii diau kien tu van ky thuat 
trang thiat bj y te. 

3. Trong qua trinh hoat d0ng, ngued tu van phai thyc hi8n 1i tint We cOng 
ba d8 diau kien tu van nau c6 mOt trong cac thay dai lien quan dan ha so c8ng 
bE truot do. 

Mute 2 

MEM DINH, IlltU CHUAN TRANG THIET B1[ Y TE 

Dieu 49. Nguyen ti'c thirc hin kiem dinh, hiu chuAn trang thiet bi y tie 

1. Trang thiat bj y ta phai dirge kiam dinh theo quy dinh ciia pith") luat va 
chat luong san pham hang hoa, hieu chuan theo quy dinh cUa nha san xuat trang 
thiat bj y te, trir twang hop quy dinh tai khoan 2 Diau nay. 
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2. Viec kiem dinh, hieu chuan trang thiet bi y tá la phucmg tin do hoc 
thiet bi birc xa thgc hi'en theo quy dinh cna phap lust ye do lugng va nang lugng 
nguyen td. 

3. Vic kiem dinh trang thiet bj y M phai dugc thgc hien bed ca sà cla cOng 
be dü dieu kien thgc hien dich vu kiem dinh, hieu chuan trang thiet bi y t. 

4. Viec hieu chuan trahg thiat N y te phai dugc thgc hien bait co sec da ding 
bedü dieu kien thgc hien dich yy kiem dinh, hieu chuan trang thiat bi y t hoc 
cci sâ bao hanh cia chñ sO Mu sOhru hanh trang thiet bi y 

Dieu 50. Dieu kien ella co' sifr thyt hien dial vy kiem dinh, hien chuan 
trang thiet bj y te 

1. Dieu kien v& nhan str: 

Co it nhat hai nhan vien k57 thuat (vien chgc hoc lao Ong hcm deng c6 
thed han tir 12 thong trer len hoac lao Ong hgp dOng khong xac dinh tiled han) 
dap *rig cac yeu cu sou day: 

a) CO trinh de -Ur cao dang chuyen nganh k thuat hoc chuyen nganh y, 

dugc trer len; 

b) CO trinh dO chuyen mon phll hgp 	loai trang thiet bi y t ma ngued do 
dugc phan cong thgc hi'en kiem dinh, hieu chuan. 

2. Dieu kien v ca ser vat chat, trang thiat bi: 

, CO phOng flag nghiem. Phong dig nghiem phai co gidy chung nhan dat tieu 
chuan qu8c gia ye nang ltrc cüa phong thi nghiem ya hieu chuan TCVN 
ISO/IEC 17025 hoc tieu chuan quec t ISO/IEC 17025 (sau day g9i tat la Gidy 
chung nhan dat tieu chuan thl nghiem \fa hieu chuan). 

3. Ca so chi dugc kiem djnh, hieu chuan trang thiet bi y te sau khi da dugc 
BO Y te cdp phieu flap nhan he so Gong be a dieu kien kiem dinh, hieu chuan 

theo quy dinh tai khoan 2 Dieu 52 Nghi dinh nay. 

Dieu 51. HO so' cOng bA dii dieu kien kiem dinh, hieu chuAn 

1. HO so cong be d8 dieu kien kiem dinh, hieu chuan: 

a) Van ban a nghi ding 1)8dll dieu kien theo mu s6 10 quy dinh tai Ph9 

ltic I ban hanh kern theo Nghi dinh nay; 

b) Ban ke khai nhan sir theo mau quy dinh tai Ph9 ltic II ban hanh kern theo 

Nghi dinh nay; 

c) Gidy chirng nhan dat tieu chuan thi nghiem ya hien chudn con hieu lye 

tai tiled diem ding be. 

2. Yeu eau del \Rai he so &Ong bedll dieu kien kiem dinh, hieu chuan: 
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a) Ha so de nghi clang bá dü dieu kien kiem dinh, hieu chan lam thanh 01 
b0, cac tai 1iu trong ha so dirge in fa rang, sdp xep theo trinh tv theo quy dinh 
tai lchoan 1 Dieu nay; c6 phan cach gicra cac tai lieu, c6 trang bia va danh invc 
tai lieu; 

b) Di v6i Gidy chi:mg nhan dat tieu chuan thi nghiem va hieu chudn: NOp 
ban glic hoac ban sao c6 chimg thvc hoac ban sao c6 xac nhan cüa t chirc cOng 

dieu kien kiem dinh, hieu chudn. 

Trueeng hep nOp ban sao co xac nhan ciaa -La chile ding ba au dieu kien 
kiem dinh, hieu chudn thi khi nOp ha so phai xuat trinh ban gac cid di chieu 
hoac cung cdp nguan dit lieu a co quan ti6p nhan ha so tra ciru v tinh h9p le 

caa cac gidy ter nay. 
Truerng her Gidy chung nhan dat tieu chudn thi nghiem va hieu chuan 

khOng bang ti6ng Anh hoac khang bang tieng Viet thi phai dich ra tieng Viet. 
Ban dich phai dirge chung thvc theo quy dinh cua phap luat. 

Dieu 52. Thu tue cling be dieu kien kiem dinh, hieu  chuan 

1. Truck khi thvc hien viec kiem,dinh, hieu chuan trang thiet bi y te, ngued 
dimg dau co so kiem dinh, hieu chuan co trach nhiem gni ha so quy dinh tai 
khoan 1 Dieu 51 Nghi dinh nay den BO Y te. 

2.,Khi nhan ha so day 	hop le, BO Y cap cho co SO thvc hien viec 

ding be, Phieu ti6p nhan ha so clang bá dü dieu kien kiem dinh, hieu chudn theo 
mdu sa 08 quy dinh- tai Phi lvc IV ban hanh kern theo Nghi dinh nay. 

3. Trong thoi han 03 ngay lam viec, ke tir ngay ghi tren Phieu tip nhan ha 
so, BO Y te co trach nhiem cong lchai tren cang th8ng tin din tir cac thong tin 
sau: Ten, dia chi, so' dien thoai CU co ser kiem dinh, hieu chudn; pham vi kiem 
dinh, hieu chuan va ha so ding be; dü dieu kien kiem dinh, hieu chuan. 

4. Trong qua trinh hoat dOng, co se( kiem dinh, hieu chuan phai thvc hien 
lai tha tvc clang ba dU dieu kien kiem dinh, hieu chuan n6u CO met trong cac thay 
dai lien quan den ha so cong ba tnrot do. 

Chuang VII 

THONG TIN, NHAN TRANG THIET Y TE 

Diu 53. Thong tin vet trang thiet bi y tet 

1. Thong tin ve trang thiat bi y t nharn mvc dich hoeing clan sir clung trang 
thiet bi y te hop 1, an toan cho can 1)0 y tá va nguari s& ching trang thiet bi y te. 
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2. Thong tin ve trang thief bi y te phai day dit, khach quan, chinh xac, trung 
time, a hien, khong throe gay hieu nham. 

3. Trach nhiem thong tin ve trang thiet bi y te dirge quy dinh nhu sau: 

a) Chit sâ hitu s6 km hanh, ca sir mua ban trang thiet bi y th c6 trach nhiem 
ceng khai thong tin ve mire del rti ro va cae thong tin lien quan den viee sir dung 
trang thiet bi y te; 

b) Cu se( y te c6 troth nhiem ph6 bin thong tin ve trang thiet bi y t6 trong 
pham vi co sir; 

c) Can be, nhan viên y ta eó trach nhiem thong tin ve mire dO riti ro cita 
viec sir dung trang thiet bi y ta thuoc loai C, D cho nguaii be'nh; 

d) Ca quan quan 	trang thiet bi y t6 c6 trach nhiem Gong khai thong tin 
ve trang thiet bi y t6. 

4. Te chirc, cá nh'an thong tin vie trang thiet bi y te phai chiu trach nhiem 
nhimg thong tin do minh cung cap. 

5. BO truing BO Y tec  c6 trach nhiem t6 chirc he theng thong tin ve trang 
thi'et bi y t6. 

Dieu 54. Wan trang thiet y te 

1. Vi6c ghi than trang thiet bi y tie time hien theo guy dinh eta Nghi dinh se 
89/2006/ND-CP ngay 30 thang 8 nam 2006 dia. Chinh phit v than hang Ma va bat 
buOc phai the hien cac nei dung sau: 

a) Ten trang thiet bi y t6; 

b) Se lint hanh trang thiet bi y tá; 

c) Ten vá dia chi chit sir hau se kru hanh trang thiet bi y te; 

d) Xuat xir trang thiet bi y te; 

d) Ngay san xuat hoc han sir dung. Viee ghi ngay san xuat, han sir dung 
phai ghi re ngay, thang, nam hoac thang, nam. 

e) Se lo hoe se seri (serial number) eta trang thiet bi y t6; 

g) Hiring dan tra elm thong tin ve ca sir bac hanh, hiring clan sir dung 
trang thiet bi y te, tai lieu kSi thuat phue Iry sin chtta, bao duing theo quy dinh 
tai khoan 2 Dieu 17 Nghi dinh nay. 

2. Trang thief bi y ta nhap khau vao Via Nam ma tat than chua the hien 
hoc the hien chin dit nheing nei dung theo quy dinh tai khoan 1 Dieu nay thi 
phai c6 nhan phu the' hien nhitng n(ii dung bat buec bang tilang ViOt va gift 
nguyen than gee eta hang hod. 

34 



Chuang VIII 
QUAN Lt, stY DUNG TRANG THIET B Y TE TAI CAC CO SO Y TE 

Dieu 55. Nguyen lac quail 19, sir dung trang thi& bi y te 

1. Vic quan IY, sir &ging trang thiat bi y tá phai theo dung mpc dich, ding 
nail& cha dO, bao dam tit kiem vã hieu qua. 

2. Viec kiam tra, bao duang, sira chtta, kiam dinh, hieu chuan phai tuan thit 
quy dinh cüa nha san xuat, trir truong hop phap 1ut có quy dinh khac v kiam 
dinh, hieu chuan. 

Di vói cac trang thiat bi y M có yeti cu nghiem ngat va an toan ve sinh 
lao dOng thi ngoai viec phal man tha cac quy dinh va kiem tra, bao duang, sin 
chita, kiem dinh, hieu chuan theo quy dinh tai Nghi dinh nay con phai tuan thu 
quy dinh cüa phap luat va an toan ve sinh lao thng. 

3. Phai lap, quan 19, km frit thy dü ha so va trang thiat bi y fa; thoc hien 
hach than kip tiled, thy dü trang thiat bi y ta va hien vat va gia tri theo quy dinh 
hien hanh cüa phap luat va k toan, thang ke va cac quy dinh phap Ili@ kHz co 
lien quan; bao dam kinh phi thoc hien cac nhiem vv theo quy dinh tai Khoan 2 
Diu nay. 

4. Chiu so thanh tra, kiam tra, giam sat dm co quan quan lY co tham quyan 
va quail lY trang thiat bi y 

.Di'eu 56. Quin 19, sir dyng trang thiet bi y t trong cac co si:r y tec  ciia 

Nha 
Cac cor so y ta caa Nha mrot ngoai viec thoc hien quail 19, sir dung trang 

thiat bi y tá theo quy dinh tai Diau 55 Nghi dinh nay, phai thoc hien quail 19 

trang thiat bi y ta theo cac quy dinh sau: 

1. Trang thiat bi y ta trong cac ca ser y t dm NH rank doge quan 19, sir 
dung theo quy dinh cfa phap luat v quan ly, sir dung tai san nha nuoc. 

2. Thoc hien clang khai cha dO quail IY, sir dung trang thiat bi y ta. 

3. Thoc hien dau to, mua sam trang thiat bi y ta bao dam nguyen tac: 

• a) Phil hop voi chirc nang, nhiem vv, nhu cu cña dun vi va theo dimg cac 
quy dinh hien hanh cüa phap luat v dau thau; 

b) IChuyan khich sir dung cac trang thiat bi y t san xuat trong nuoc. Dai 
vOi trang thiat bi y tá san xuat trong nu& da.ducc BO Y t'a cong ba dap img yeu 
cau chat lugng sir ching va kha Wang cung cap thi trong ha so min than, ha so 
yau cu phal quy dinh nha thau khong doge chao trang thiat bi y ta nhap khau. 
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Dieu 57. Quyen vã trach nhiem cim cry so' y t trong vi'ec quail 12, sir 
dung trang thiet bi y te 

I. Cu s& ytê 06 cat quyan sau: 

a) You cau chit se hitu s luu hanh thac hien viec bao dueing dinh trong 
thed han bao hanh; 

b) Yeu cu ben ban cung cap tai lieu 1(-5 thuat cüa trang thiet bi y t6; 

c) Tip nhan cac trang thiet bi y t phac vii mac dich nghien ciru khoa h9c 
va huOng clan sir clang, siva chila trang thiet bj y te. 

2. Ca so' y tá c6 trach nhiem: 

a) Sir clang, van hanh trang thiet bj y ta theo dang hue:mg dAn caa chit sec 
hitu trang thiet bi y tá; 

b) Dinh kST bao clueing, kiem dinh, hieu chuan theo huong clan caa chit s& 
hUu trang thiet bi y ta hoac quy dinh caa pita') brat; 

c) Tham gia thir nghiem, danh gia chat lucmg trang thiet bi y th; 

d) Bao cao v cac tnrerng h9p trang thiat bi y t 06 lei va cat theng tin khac 
theo yeu cau caa cci quan nha nuarc 06 thAm quyan. 

Chuang IX 
CONG BO, BANG K TRVC TUYEN 

Di'eu 58. Cac truirng hop cong be, 'Tang 147, a nghi cap phep trvc tuyen 

1. COng be âü dieu kien phan loai tang thiet bi y 

2. Ging be cla di'au kin sari xuat trang thiet bi y tã. 

3. Cong b tieu chuan áp clang trang thiet bj y 

4. Bang 14 lull hanh trang thiet bi y te. 

5. COng b cla diau kien mua ban trang thiet N y t. 

6. Cong be da di'au kin tu van vak5 thuat trang thiet bi y 

7. Cong be' da dieu kien kiam dinh, hieu chuan trang thiat bi y te. 

8. Da nghi cAp giAy phep nhap khAu trang thiat bi y 

, 9. Da nghi cAp giAy chirng nhan luu hanh ta do cho trang thiet bi y te san 
xuat trong nuot. 

Dieu 59. Yeu au 'lei voi he so' &Ong be, Tang 14, a nghi cap phep 
trt.rc tuyen 

H6 so ding be, clang 14, a nghi cAp phep, da nghi cap giAy chimg nhan 
kru hanh ta do (sau day g9i tat la ha so dang 14) trve tuy6'n dirge coi la hop le 

khi bao dam day dit cac yeu eau sau: 
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1. CO day dn the giay ter va nth dung the giay ter da dirge ke khai day di 
theo quy thnh nhu ha su bang ban giAy va dirge chuyen sang clang van ban din 
tit. T8n van ban then tO phai dirge dat Mang Ung voi ten loai giay to trong ha so 
bang ban giay. 

2. Cac th8ng tin ding ba, dang kyr, a nghi cap pile') dirge nhap day da va 

chinh xac theo thong tin trong cac van ban din dr. 

Dieu 60. Thu tyc ding be• trtyc tuyen 

1. Ngtroi dai din theo phap luat kê khai thong tin, tai van ban dien tfr, xac 
nhan bang chit kY sa cling Ong va thanh toan le phi tivc tuyan theo quy trinh 
ten ding thong tin din tir tha BO Y te hoac SO Y te. 

2. Sau khi hoar' thanh viec gut ha so dang kyr true tuyart, nguth dai din 
theo phap luat sê nhan dirge Phieu tip nhan ha sor troc tuy6n. 

3. Cor quan tip nhan ha so dang ky toe tuyen dux Men the thii tvc  hanh 

chinh Wong ang \Rai ha so (tang ky theo quy dinh tai Nghi dinh nay. 

4. Ket qua dm th8 tuc hanh chinh trim tuyen la van ban then tit.  ca  chi( kY 

sa cna co quan tip nhan ha so va ca gia tri phap 132 nhu ket qua thii tuc hanh 
chinh giai quyet theo phucmg thirc thong thuemg. 

Dieu 61. Ltru trik he so' 'Tang k32 trtyc tuyen 

1. Throng hop time hien (rang ky toe tuyen, CO ser dang kyr phai luu tra hO 
so dang kYr bang ban giay. 

2. Trueng hop cac giay tor trong ha so clang ky quy dinh tai khoan 1 Di8u 
nay bi mat hoac Mr hong, co ser (Tang kyr c6 tech nhiem thong bao bang van ban 
cho co quan tier' nhan ha so, phai hoan chinh lai ha so va phai thong bao bang 
van ban cho co quan titer) nhan ha so sau khi da hoan chinh lai ho so, -hart hanh 
cap nhat ha so sau khi co sty dang 32  tha ca quan tiep nhan hasa. 

3. Trong tiled han 35 ngay, k tit ngay nhan dirge th8ng bao ve viec mat ha 
so nu co sor kheng c6 van ban thong bao da hoan chinh lai ha so, CO quan flap 

nhan ha so co trach nhiem: 

a) flny b6 cac thong tin da dang tai teen Gang thong tin then tfr cO lien quan 
den co se( thoc hi'en viec phan loai trang thiat N y te, co ser san xuat trang thiet bj 
y te, co so.  mua ban trang thiet bi y ta, nguai tu van ky thuat trang thiet bj y tá, 
CO sO kiLn dinh, hieu chuan trang thiet bi y te, sa ltru hanh tha trang thiet 

b) Thu hai so' ltru hanh va giay phep nhap khau trang thiet bj y t6. 
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4. Ca ser dang IcY khong dirge tiep tie hoat Ong va trang thiet bi y tá 'thong 
duce luu hanh k'etü thin diem ca quan tiep nhan hi sa hüy 1)6 cac thOng tin theo 
quy dinh tai khoan 3 Dieu nay. 

Chtro•ng X 

TO CHtrc THVC H4N 

Dieu 62. Trach nhiem ctia 131O Y te 

BO Y te chiu trach nhiem truac Chinh phü thuc hien quail 15T nha imam ve 

trang thiet bi y ta va có the nhiem vii, quyen han sau day: 

1. Trinh Chinh phn, Th8 Wang Chinh phO ban hanh hoac ban hanh theo 

th'Am quyen van ban quy pham phap !fiat, quy chuan k thuat quac gia, chien 

lugc, chinh sach, ká hoach ve trang thiet bi r t. 

2. Chi dao vá th chuc thuc hien van ban quy pham phap luat, chien huge, 

chinh sach, k hoach v trang thiet bi y te. 

3. T6 chirc thong tin, truyen th8ng v trang thiet bi y ta. 

4. 'Ca chat dao tao, bi clueing nguein nhan luc lam cong tac trang thiet N y ta. 

5. Wang tai cong khai tren cang thong tin din tfr caa BO Y ta cac thong tin ve: 

a) Gia tang thau mua sam trang thiet bi y t cila cac ccx ser y te nha nuot 

tren pham vi toan quoc;. 

b) Danh sach cac trang thiet bi y t da bi thu hi s6 luu hanh. 

6. Thanh tra, kiem tra, giai guy& khieu nal, to cao va xix hanh vi vi pham 

phap luat trong linh vgc trang thiet bi y te. 

7. Hop tac qu6c th ve trang thiet bi y te. 

Dieu 63. Trach nhiem cfia 13(i Khoa hoc Ira Cling nghe 

1. Ban hanh danh mpc trang thiet bi y th la phuong tin do phai phe duyet 

mu, kiem dinh, hieu chuAn sau khi c6 hen thOng nhat cOa. BO Y 

2. Chi) tri hoc ph6i hap voi BO Y t trong viec xay dung the tieu chuAn 

qu6c gia v trang thiet bi y tá; thanh tra, kiem tra v chat lugng trang thiet N y ta 

la phucmg tin do \TA thiet bi biro xa. 

Dieu 64. Trach nhiern ciia Bô Tai chinh 

1. HuOng dAn viec quail 15,  dog san IA trang thiet 134 y th d6i vOri ca se, y ta 

nha nuot sau Ichi c6 kik cna BQ Y tá. 

2. Quy dinh cp the viec quan ly, sir dpng cac loai phi, le phi thuOc linh vrc 

trang thiet bj y te theo quy dinh °Oa phap luat ve phi, le phi. 
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Dieu 65. Trach nhqm ciia i.Jy ban nhan din tinh, thanh ph trtyc tin* 

Trung trcrng 

1. Chiu trach nhiam quan cac hoat dOng lien quan dan kinh doanh, sir 

ding trang thiat bi y ta teen dia ban tinh. 

2. TA chirc thong tin, truyen th8ng ye trang thiat bi y ta tren dia ban tinh. 

3. TA chirc bAi clueing nguan nhan lye  lam &Ong tac trang thiat bi y th% tren 

dia ban tinh. 

4. Dang tai ding khai nen cling thong tin din tir ella -by ban nhan dan tinh, 

thanh ph6 tryc thuOc Trung flung va giri BQ Y ta thong tin va: 

a) Gia trimg thau mua sam trang thiat bi y t'a ella the co se( y tê nha nugc 

tren dia ban tinh; 

b) Danh sach cac trang thiat bi y t dä bi thuhAi s6 km hanh ten dia ban tinh. 

5. Thanh tra, kiem tra, giài quyat khiau nai, to cao va xir lY hanh vi vi pham 

phap luat trong linh vyc trang thiat bi y ta teen dia ban tinh. 

Dieu 66. Trich nhiktin &la ti chat, cá nhin kinh doanh trang thiet bi y te 

1. To cline, cá nhan kinh doanh trang thiat N y t phai chin trach nhiam va 

an toan, chat lugng dei \red trang thiat bi y fa do minh kinh doanh. 

2. Chit sa hflu se Km hanh c6 trach nhiam: 

a) Thyc hien viec cong be) tieu chuan ap dyng hoc dang kY km hanh trang 

thiat bi y tá theo quy dinh Clla Nghi dinh nay; 

b) Thanh lap, duy tri co ses bao hanh trang thiat bi y t hoc kY h9p deng 

vgi co set bao hanh trang thiat bi y ta; 

c) Lap, duy tri 118 so theo doi trang thiat bi y th va thyc hien truy xuat nguOn 
gAc trang thiat N y t theo quy dinh tai Nghi dinh nay, trix tnrimg hgp cac trang 

bi y t sir dyng mOt lan theo quy dinh cua chit sà hitu trang thiat bi y ta; 

d) Thong tin day du, chinh xac ve san pham ten than, trong tat liau kern 

theo trang thiat bi y ta theo quy dinh cila phap luat v nhan hang hoa va quy dinh 

tai Nghi dinh nay; 

d) Canh ban kip thin, day dU, chinh xac va nguy co gay anh huong xatt dn 

sire khoe ngirgi sir dung, moi truong; each ph6ng ngira cho ngued ban hang va 

ngtrei tieu dung; cung cAp thong tin ye yeu cu xi& voi vie van chuyan, ltru gift, 

bao quan, sü dung trang thiat bi y th; 

e) Kip thin ngimg km hanh, thong bao cho cac ben lien quan va co bin 

phap >tit 1Y, khac plmc hoe thu hAi trang thiat bi y t co 16i theo quy dinh tai 
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Nghi dinh nay. Trong truong hop xfr 13i bang hinh thfrc tieu buy thi viec tieu hfry 
trang thiat bi y te phal tuan theo quy dinh eüa phap luat va bao ve mOi truemg, 
quy dinh cUa phap luat c6 lien quan va phai chiu toan b0 chi phi cho viec tieu 
hay do; 

g) Tuan thu quy dinh phap luat, guy& dinh v thanh tra, kidem tra cña co 
quan nha nu& c6 tham quyan; 

h) BM thuemg thiet hai theo quy dinh cfia phap luat khi trang thiet bi y t6 c6 16i; 

i) Chiu trach nhiem bao dam cac giay ter sau luon có hieu Arc trong theri 

gian so luu hanh con gia tri: 

- . Giay chfrng nhan dat tieu chuAn quan 15r chAt lugng cfia co sot san xuAt 
trang thiat bi y ta; 

- GiAy chung nhan km hanh tu do d6i veri trang thiet bi y t4 nhap khAu 
thur)c loai B, C, D;.  

- GiAy fry quyan tit throng hop theo quy dinh tai dim a khoan 1 Diu 21 
Nghi dinh nay; 

xac nhan dil diau kin bao hanh. 

k) Cac nghia yin  khac theo quy dinh cfia phap luat. 

3. Van phong dai din cña cha ser fifth so' km hanh phai time hien day dir 

nghla \Tv theo quy dinh tai khoan 2 Diu nay. 

Chircing XI 
DIEU KHOAN THI HANII 

Dieu 67. lieu lut thi hanh 

1. Nghi dinh nay c6 hieu hrc thi hanh tir ngay 01 thang 7 nam 2016. 

2. Khoan 10 Diu 12 Nghi dinh s 89/2006/ND-CP ngay 30 thang 8 nam 
2006 cfm Chinh phi va nhan hang Ma het hieu lye ka tir ngay Nghi dinh nay c6 

hieu lye thi hank 

Dieu 68. Dieu khoin chuyen tip 

1. Ca sec san xuat trang thiet bi y t da hoat &Ong truerc ngay Nghi dinh nay 
c6 hieu lye thi hanh dirge tip tuc hog dOng san xuAt nhtmg phai hoan thanh 
viec c8ng b6 du diau kin san xuAt truerc ngay 01 thang 7 nam 2017. Rieng dai 

veri quy dinh veh th6ng quan 11,  chAt lugng: Cu ser san xuat trang thi et bi y te 

phai hoan thanh viec áp dung he th6ng quan 15r chat luong ISO 9001 truck ngay 
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01 thang 01 nam 2018 va h thang quan lY chat lugng ISO 13485 trugc ngay 

ngay 01 thang 01 nam 2020. 

. 2. Cac ccx ser mua ban da hoat clang truck ngay Nghi dinh nay c6 hiau We 
thi hanh dugc flip Mc boat d0ng nhtmg phai hoan thanh thu tçic ding bo dü diau 
kin mua ban theo quy dinh tai Nghi dinhnayirii6c pgay 01 thang 01 nam 2017. 

3. Cac to chirc, cá nhan thyc hian dieh irtt trang.  thiet bi y te da hoat d0ng 

tnrot ngay Nghi dinh nay c6 hiau luc duce 'flap .tne, hoat dOng nlumg phal hoan 

thanh viac da ngin cong ba du diau kien ttr. Van:i7,a,ky thuat trang thiat bi y tO 

hoac ding ba dut ?  diau kian Iciam dinh;hian,:elinari gang thiat bi y ta truck ngay 

01 thang 

4. C.ac trang- thiet bi y th da dirge san xuat tai Viat Nam hoc da duce nhap 
khan Vial:Nairn trtioc iigay Vghi dinh nay c6 hiau lye thi hanh truck ngay Nghi 
dinh naY,C6 hiau lye thi hanh dirge flap tpc km hanh dan khi bi thanh 1 theo quy 
dinh tai lchoan71. Diau 22tuat quan 157, sir dung tai san nha nuerc hoac dan hat 

theri han  ghi trengiarthimg nhan clang 1c571tru hanh. 

5. Vic ca'p giay phep nhap khan trang thiat bi y tá hoc cap sa &kg k571tru 
hanh d& veri trang thiat bi y ta san xuat trong nuore hoc trang thiat bi y ta la sinh 

pham,chan doan in. vitro dirge thye hian theo quy dinh 	phap luat hian hanh 

den het th6i han quy clinh tai khoan 6 Dian nay va c6 gia tti nhu sau: 
, 

.a) Giay phep nhap khan c6 gia tri den het ngay 30 thang 6 nam 2017 dOi 
yeti trang thiat bi y t thuOc loai A va dan hat ngay 31 thang 12 nam 2017 di 
veri trang thiat bi y ta thuQc loai B, c va D, trir trubng hgp quy dinh tai khoan 1 
Diau 42 Nghi dinh nay; 

b) Sa km hanh dai yen trang thiat bi y tá san xuat trong nuere hoc trang 
thiat bi y talà sinh pham chan doan in vitro cep giá tri clan hat theri han  ghi tren 

Giay chi:mg nhan dang 4 lull hann. 

-6.. Bat dau-tiap-nhan ha sa cong b6 tieu chuan áp dung cac trang thiat bi y 
tá thuac loai A ka tir ngay 01 thang 01 nam 2017 va phiau 	nhan ha sa ding 

ba lieu chuan áp dung c6 hien lye ka tir 01 thang 7 nam 2017; bat du tiap nhan 
ha sa clang 47 luu hanh cac trang thiat bi y tec thuOc loai B, C va D ka tir ngay 01 
thang 7 nam 2017 va sa luu hanh trang thiat bi y tá c6 hiau lyc k'a tir ngay 01 

thang 01 nam 2018. 

7. Nhan cita trang thiat bi y tã da dirge san xuat tai Viat Nam hoc da &rat 

nhap khan vao Vial Nam truck ngay cac quy dinh tai khoan 5 Dian nay large 
tiap tvc sir dung dan hat theri han sir dung cita trang thiat bi hoc clan lchi bi thanh 

theo quy dinh tai Ichoan 1 Dian 22 Luat quan 13i, sir dung tai san nha nuac 

hoac clan hat then han ghi tran giay chi:mg nhan clang 1c57 hzu hanh. 
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TL. CHU TICH 
KT. CHANH VAN PHONG 

HANH VAN PHONG 

NguyZn 	Thi 
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Dieu 69. Trach thiern htrong &An -va thi hanh 

1. BO truerng BO Y tê c6 trach nhie'm huong clan, to chat va kiem tra viec 
thi hanh Nghi dinh nay. 

• 2. Cac BO truemg, Tha tnreng ca quan ngang BO, Thn tnrong ca quan 
thuOc Chinh phU, Chi) tich Uy ban nhan dan cac cAp vã cac ccrttuan.. tb chirc, 
cá than lien quan chiu trach nhiem thi hanh Nghi dinh nay./ • 

TM. CEDINTH PHU 
TH1J TITIONG 

Noi nh4n: 
- Ban Bi thu Trung uong Dang; 
- Thu Mang, cac PM Thu Prang Chinh phn; 
- Cac BO, ca quan ngang B8, ca quan thu8c Chinh pha; 
- HDND, UBND ck tinh, thanh ph8 trpc thue‘c Trung ucmg; 
- Van phong Trung uang vá ck Ban cita Dang; 
- Van phong Tong Bi thu; 
- Van phang Chutjth Mani 
- Hi (long Dan too  va cac Uy ban cin Quac het; 
- Van phong Quoc Mi; 
- Toa an titian din toi cao; 
- Vien Kiem sat nhan dan toi cao; 
- Kiem toan Nha nudc; 
- Uy ban Giard sat Tai chinh Que3c gia; 
- Ngan hang Chinh sach xa het; 
- Ngan hang Phat triAn Via Nam; 
- Uy ban Trung ucmg Mt tan TO qu6c.  Viet Nam; 
- Ca -quart Trung-ucmcciza-the doan the; 
- VPCP: BTCN, cac PEN, Trgl$, TTg, TGD C6ng TTDT, 

ck Vu, Cpc, dan vj two thuOc, Cong bao; 
- Ltru: VT, KGVX (3b).oteL5 

Xuan Phfic 

IN BAN NHAN DAN 	 SAO Y BAN CHINH 
TINH BiNH DINH 

Se: 976/SY-UBND 

• Nol nhijn: 
- Se• Y te; 
- SO Tai chinh; 
- K15; 
- Luu: VT (03b). 

Birth Dinh, ngliy 06 thong 7 ritim 2016 



lyc I 

ANG Kt, DE NGIII CAP PHEP, 

UNG NHAN LUV HAM! TV DO 

MAU VAN B 

DE NGHf CA 

(Kern theo Nghi dinh so 36/2016/ND-CP 

ngay 15 thang 5 neim 2016 ciia Chinh pith) 

Mu s6 12 

Van ban Gong b8 d8 dieu kin phan loai trang thiet bi y te 

Van ban c8ng b6 d8 dieu kin san xuat trang thiet bi y tO 

Van ban ding b8 tieu chuan áp dung cña trang thiet bj y th thuOc loai A 

Van ban a nghi cap mOi s6 luu hart trang thiet bi y tO 

Van ban a nghi cap lai só km hanh trang thiet bi y ta 

Van ban de nghi gia han s8 luu hanh trang thiet bj y te 

Van ban ding b8 dü dieu kin mua ban trang thiet bi y 

Van ban d'e nghi cap gidy phep hhap.lchau trang thiet bi y te 

Van ban cong be) dü dieu kin tu vL v ky thuat trang thiet bi y th 

Van ban cOng b8 du dieu Icien kiem dinh, hi'eu chuan trang thiet bi y th 

Van ban de nghi cap ,giay chi:mg nhan luu hanh tu do doi v6i trang 
thiet bi y te chua co so da'ng k luu hanh 

VA9 ban da nghi cap giay chimg nhan km hanh tkr do d8i voi trang 
thiet bi y te da c6 so clang k5/ km hanh 

Nrau s6 01 

Mu s6 02 

Mau sO 03 

Mau sO 04 

Mau s6 05 

Mau s6 06 

Mau so 07 

Mau so 08 

Mau s6 09 

Mau so 10 

ML s6 11 



Mau se 01 

CONG HOA xA HQI CHU NGHIA VitT NAM 
Pc lap - Tv do - Hanh phtic 

Ten co.  sec phan loai 

SO: 	 , ngay 	thing 	nam 20... 

VAN BAN CONG BO 
- A Dii then kie:n 	loai trang thiet hi y te 

Kinh 	BO Y t (Vu Trang thiat N va Cling trinh y te) 

1. Ten ca ses phan loai: 	  

Ma so thuO hoc S6 giAy phep thanh lap Van phang dai din: 	 

Dia chi. 2 	  

Dien thoai: 	 Far 	  

Email: 	 Website (nOu c6): 	  

2. Nguai dai din h9p phap cila co so: 

H9 va fen: 	  

SS CMND/Dinh danh/HO chieu: 	ngay cep: 	noi cep: 	 

Dien thoai cO dinh: 	Dien thoai di dOng: 	  

3. Nguai thvc hien phan loai 3: 

Hq va ten: 	  

S6 CMND/Dinh danh/HO chiau: 	ngay cep: 	nai cap:.. 	 

Trinh dQ chuyen mon: 	  

Thai gian ding tac trong linh vvc trang thiet N y te: 	 thang. 

Cong be) dii dieu kin phin loai trang thiet bi y te 

1-16 sa kem theo gem: 

1.  Ban ke khai nhan sv 
2.  Ban xac nhan thari gian cOng tac 

I  Dia danh 
2  Ghi theo dia chi tin giay Clang kj,  doanh nghiep 
3 Ke Ichai co the theo se ngutri hien c6 

2 



Van bang, chung chi dã qua dao tao cUa timg nguti thpc hien viec 
phan loai trang thiet bi y té  3. 

Co ser ding b6 dü di'eu kin picãn loai trang thiet bi y te cam kat: 

1. NOi dung thong tin ding be, la chinh xac, hap phap va theo ding quy 
dinh. Neu c6 sr gia mat, khong dung sp that ca s& xin chiu hoan toan trach 
nhiem va se bi xir 15,  theo quy dinh cüa phap luat. 

2. Bao dam thpc hien viec phan loai trang thiet bi y t theo ding quy 
dinh coa phap luat va hoan toan chju trach nhi'em ye ket qua phan loai do ca 

thpc hien. 	. 
„ • 

3. ThOng bao cho BO Y th (Vp Trang thiet bi va cong trinh y te) neu c6 
mOt trong cac thay d6i lien quan den ho so &Ong bO. 

Ngtrfri dal din hyp phip ctia co 
Kj ten (Ghi h? ten 414 dá, chtic danh) 

Xac nhan bang dclu hodc chit ki so 

3 



Mau s6 02 

CONG HOA xx HQI CHU NGHIA VItT NAM 
Deck 14p - Tv do - Ranh phtic 

Ten ccr sit san xuat 

S6: 	 ngay 	thing 	niim 20... 

VAN BAN CONG BO 
Du dieu kien san xuat trang thiat hi y 4 

Kinh giri: 

1. Ten ca ser san xuat: 

MA so thua: 	 
3 Da chi: 	 

4 Dia chi ca set san 'mat: 	 

Dien thoai: 	 Fax: 	  

Email: 	 Website (nu có): 	  

2. Ngued dal din h9p phap da co ser san xuat: 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chiau: 	ngay cAp: 	• nai cap: 	 

Dien thoai c6 dinh: 	 Din thoai di dOng: 	  

3. Ngueti 	trach chuyen mon dm co set san xuat: 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chieu: 	ngay cAp: 	nai cap: 	 

Trinh dO chuyen mon: 	  

Thed gian cling tk trong tinh vuc trang thiat bi y ta: 	 

4. Cac trang thiat bi y ta do ca soLi san xuat: 

STT Ten trang thi y te (sanhi 
Quy mo thy kin 
(sfin phAm/nam) 

1 
2 

Dia danh 
2  s 	Y te tinh, thanh ph e tiuc thoec trung umig nai ca so sin xuat det tr sa 
3  Ghi theo dia chi tren gin?),  chting nhen dang kjf kinh doanh 
4  Neu tang vai dia chi clang k kinh doanh thi ghi "ti try so" 

2 

4 



Cang 	so' dit (lieu WO sin xuat trang thiet bi y te 

Ha so kern theo gam: 

• 1.. Ban ke khai nhan sy 
2.  Van ban phan &mg, b8 nhiem nguoi phi tech chuyen men cna ca s& 

san xuat 
3.  Van bAng, chimg chi dao tao ve ky thuat thi'et bi y te hoc quan 15/ thiet 

bi y te dm nguei phi trach chuyen mon 
4.  Ban xac nhan theri gian ding tac ccia ngueri Ow trach chuyen mon 

5.  Giay chin-1g nhan dg lieu chuan !Van 15r chat lugng5 	• 

6.  HO so chung minh dia diem, dien tich, nha xuang sari xuat phi' hgp von 
yeu cau cila loai trang thiet bi y te ma ca ser san xuat 

7.  H6 so ye',  thitt bi. va quy trinh san xuat, kiem tra chat lucmg phi' her 
\lei you cau dm log trang thiet bi y te ma ca so san xuat 

8.  Hcrp (tang \Teri ca ser da nang lye kiem tra chat lugng de kiem tra chat 
luang trang thiet bi y te ma ca ser san xuat 

9.  Ha so vse lcho tang bao quan trang thiet N y te 
10.  Ha so vie phucmg tin van chuy'en trang thi'e't bi y te 

Co ser cOng bô dü dieu kin san xuat trang thi'et bi y re cam ket: 

1. Ni dung thong tin ding 1)6 la chinh xac, hop phap va theo dCing quy 
dinh. Neu c6 sv gia mao, kh8ng dung sv that ca set xin chiu hoan toan trach 
nhiem va se bi xfr 1ST theo quy dinh cüa phap luat. 

2. Bao dam va .duy tri cac di'eu kin da &Ong ba trong qua trinh hog 
dOng cüa CO set. 

3. Thong bao cho SO Y tenu c6 met trong cac thay d6i lien quan den ha 
so c8ng be. 

NgirM di din hylk phap ciia case' 
Kji ten (Ghi Ty ten day (14, chtic danh) 

Xac nhetn being da'u ho0c chic so 

5  Neu kh6ng c6 tai lieu num 5 de nghi cung cAp cac tei lieu theo mix 6, 7, 8, 9, 10 

5 



Ten ca so. 

Mau s6 03 

CONG HOA )(A HO CHU NGHIA VItT NAM 
Dc lap - Ty do - Hynh phtic 

   

- S6: 	 

 

, ngay 	thang 	neim 20... 

VAN BAN awe 136 • 
Tieu chuan ap dyng ciia trang thiet bi y te thuOc lc* A 

Kinh 2 

 

1. Ten ccr ser ding bo: 	  
MA s6 thus hoc s6 giay phep thanh lap Van pheng di din: 	 

Dia chi: 	3 	 

Dien thoai c6 	 Fax: 	  

Email: 	  

2. Ngued di din h9p phap cña ca sec: 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chi /du: 	ngay cap: 	nai cap: 	 

Dien thoai c6 dinh: 	Dien thoai di d'Ong: 	  

3. Trang thiSt bi y ta thui5c loai A: 

Ten trang thitt bi y tet: 	  

• Ching loai/ma sanpham: 	  

Quy cach &mg g6i (nu c6): 	  

Ten co set sin xuat: 	  

Dia chi ca so san xuat: 	  

Tieu chuan áp dung: 	 

4. Thong tin ve chit set hau trang thiet bi y 

Ten chit sey hat: 	  

Dia chi chit ser 

' Dia danh 
2 s Y ye tinh, thanh phi) trnt thuOc thing ucmg nal ca sa d4t try so 
3  Ghi theo dia chi teen giAy chi:mg nkan clang k9 knit doanh 

6 



5. Th8ng tin ve co ser bao hanh: 

Ten ca set: 	  

Dia chi: 	  

Dien thoal ca dinh: 	Dien thoal di dOng: 	  

Cling 136 tieu chuan ip dyng ciia trang thiet bi y t thui)c loyi A 

Ha so kern theo gam: 

1.  Ban phan loai tang thiEt bi y te 

2.  .Phiau ti'ap nhan ha so ding ba du dieu kin san xuatt tang thiet N y te 

3.  .Gidy chimg nhan dat tieu chuan quan 15/ chAt lucmg 

4.  Giay fly quyen oh chu ser heru tang thiet N y te 

5.  Giay xac nhan dii dieu kin bao hanh 

6.  .Tai lieu mo ta tom tat ky thuat tang thiat N y tE 

7.  Ban tieu chuan ma chit se him tang thiat bi y tá ding be; op dung 

8.  Gity chOng nhan hop chuan 

9.  Tai li'eu huong clan sir dung cna tang this& bi y ta 

10.  Mau nhan tang thiat bi y th.  

Ca sor ding bá ti'eu chuan ap dung dm tang thiat bi y ta thuOc loai A 
cam kat: 

1. Nen dung thong tin ding 1)6 la chinh xac, hop phap va theo dung quy 
dinh. Neu co su gia mao, khong dung sr that ccr so xin chiu hoan toan trach 
nhiem va se N xir 151 theo quy dinh citaphap 1u4t. 

2. Bac) dam ch& lugng va km hanh tang thiat bi y t6 theo dung ha so &I 
c8ng b8. 

3. Tho'ng bao cho So Y ta nau co mOt tong cac thay dai lien quan den ha 
so ding bo. 

Nguiri dal din hcrp phap cüa CU Set 
IC), ten (Ghi h9 ten day cia, cherc danh) 

XOc nhain bang d au hotfc cha 19, s6 

7 



Mau so 04 

Ten co• sir ding V CONG HOA XA HO CHI) NGHIA VIET NAM 
DO 14p - Tv do - Hanh phtic 

Sa:  	 ngay 	thong 	ncim 20... 

VAN BAN DE NGHI 
Cap rad A Tang V hru hinh trang thiet bi y te 

Kinh 	BO y t (Vi Trang thiat bi va Gang trinh y ti). 

1. Ten ca ser dangikr 	  
Ma sa thua hoc Sa giAy phep thanh lap Van phong dai din: 	 
Dia chi. 	2 	  

Dien thoai:  	Fax: 	  
Email: 	  
2. Ngueri dai dien hicrp phap cña ca set: 
Ho va ten: 	- 
Sa CMND/Dinh danh/HO chiau: 	ngay cap: 	nai cap: 	 

Dien thoai ca dinh: 	Dien thoai di dOng: 	  

3. Trang thiat bi y t slang lcYurn hanh: 
Ten trang thiat bi y ta: 	  
Chung loai: 	  
Quy each clang g6i (nu co): 	  
Loai trang thi& bi y 	  
T'en ca so.  san xuat: 	  
Dia chi ea so san xuat: 	  
4. Thong tin 14 chit ser hem trang thiat bi y ta: 
Ten chit sO.  hau: 	  
Dia chi eha ser haw 	  
5. Thong tin ve ca se bao hanh: 
Ten ca 	  
Dia chi: 	  
Dien thoai ca dinh: 	Dien thoai di dOng: 	  

Dia danh 
2  Ghi theo dia chi tren giay chung nhOn clang kS,  kinh doanh 

8 



Ha so.  kern theo gam: 

1.  Ban phan loai trang this& bi y fa 

2.  Giay chimg than dat tieu chuan quan 15,  chat luang 

3.  Gay lay quyan oh chi s& him trang thiat bi y tie 

4.  Giay xic nhan dii diau kien bao hanh 

5.  Giay chimg nhan luu hanh Ur do dai voi trang thiat bi y ta nhap khau 

6.  Tai lieu mo ta torn tat ky thuat trang thiat bi y tee 

7.  Tai lieu mo tã tinh nal:1g ky thuat elm trang thiat bi y te 

8.  Tai lieu huOng clan sir dung dm trang thiat bi y te 

9.  
Ban tom tat di' lieu thir lam sang dal voi trang thiat bi y to thuOc loai C, 
D co xam nhap co the nguiri 

10.  
Giay chimg nhan kiem nghiem dai vai trang thiat loll y to chan doan 
in vitro thuOc loai C, D 

11.  Man nhan trang thiat bi y re' 

12.  Giay chimg than hap quy 

13.  Quyat dinh phe duyet mau 

Ca kr dang14 Jut hanh trang thiat bi y la cam kat: 

1. Ni dung thong tin clang 14,  km hanh la chinh the, hap phap va theo 
ding quy dinh. Nati co sky gia man, khong dung sr that ca ser xin chju hoan toan 
trach nhiem va sê bi xir l theo quy dinh ala phap luat. 

2. Bao dam chat lucmg \TA km hanh trang thiat bi y t theo dimg ha sa clang 
lcYkm hanh. 

3. Thong bao cho BO Y t nEu c6 mOt trong cae thay dot i lien quan Mn ha sa 
dAngk.  

Ngtriri di din hyv phap ctia at ar 
IC), ten (Ghi ha ten cleiy dñ, chtiv danh) 

Xric nil& bang dela ho4c chit so 

9 



Mau so 05 

CONG FIOA xx Ho CHU NGIITA VItT NAM 
DO 14p - Ty do - Wanh phtic 

Ten co so.  ding kY 

S6: 	 , ngay 	thang 	ndm 20... 

VAN BAN BE NGFII 
Cap 	s6 ding ky 	hinh trang thiet  bi y te 

Kinh giri: BO Y ta (Vv Trang thiet N va C8ng trinh y te). 

Ten co so• tang Icy: 	  

MA s6 thue hoc S6 giAy phop thanh lap VAn phong di din: 	 

Dia chi. 	2 

De nghi dugc cap lai so clang Icy km hanh trang thiet bi y te: 

SO GiAy chimg (rang k hru hanh das duce cep; 	  

Ngay cap: 	 Thai han hieu 

LY do xin cAp lai s6 (tang IcYluu hanh trang thiet bi y te• 	  

Ca sex cam ket nhang thong tin neu ten la dung sy that. Nu có sy gia mao, 
Ichong (King sr that co ser xin chiu hoan toan trach nhiem va sêbi xir l theo quy 
dinh cüa phap luat. 

Ngtriri di din hosp,  phip cüa co sir 
Kji ten (Ghi hp ten day did, char danh) 

Xc'zc nhan bang dila ho dc chit kY so 

I  Dia danh 
2  Ghi theo clia chi tren giay cluing nhan clang k9 kinh doarih 

10 



Mau sit) 06 

CONG HOA xA Ho CHU NGHIA VIST NAM 
Di)c Ip - Tty do - Hanh phtic 

Ten co.  so.  ding ky 

So: 	 , ngay 	thdng 	ndm 20... 

VAN BAN DE NGFH 
Gia 	sec; ding kt ltru hanh trang thiet  bi y te 

Kinh 	BO Y t (Vy Trang thiet bi va Cong trinh y ti). 

Ten ea ses dang lcy• 	  

Ma s6 thus hoc S6 gity phep thanh lap Van phong dai din: 	 

Dia chi. 	2 	  

De nghi dugc gia han s6 clang ky km hanh trang thiat bi y 

So Km hanh dal dugc cap: 	  

Ngay cap: 	 Thai han hieu 

Ngay gia han Can 1: 	 Thed han hieu 

Ngay gia han lan 2: 	 Thad han hieu lye: 	  

so kern theo gOm: 

1.  Giay chimg nhan clang lc)", km hanh da dugc cap 

2.  Gay chfrng than dn lieu chuan quan 15,  chat lugng 

3.  Giay fly quyan cfm chi ser him trang thiet bi y tie 

4.  Gay chimg nhan km hanh ty do d6i voi trang thiet bi y te nhap lchau 

5.  Boo cao ket qua hoat dOng kinh doanh 

Ca ser dang luu hanh trang thiet bi y tá cam kat: 

1. Ni dung thong tin clang kY hru hanh la chinh xac, hgp phap va theo 
ding quy dinh. Neu c6 sy gia mao, khong dung sy that co sâ xin chiu hoan toan 
tech nhiem va sê bi xü l theo quy dinh eita phap luat. 

' Dia danh 
2  Ghi theo dia chi tren gay cluing nhen den k kinh doanh 

II 



2. Bao dam chat lugng va km hanh trang thiat bi y tá theo dung ha sa dang 
kru hanh. 

3. ThOng bao cho BO Y ta nu có mat trong cac thay dai lien quan dan ha so 
dang kY. 

Npriri di din hyp phap cüa ca so.  
Ki ten (Ghi ha ten day d4 char danh) 

Xac nhan bang dau holic cha kji so 

12 



Ten ca 

 

Mau se 07 

ONG 116A XA HQI CHU NGHIA VItT NAM 
Dc 114 - Tv do - Hanh pink 

   

So: 	 

 

ngay 	thang 	nom 20... 

VAN BAN CONG BO . 
flu diet' kien mua ban trang thiet bi y te 

Kinh 	2 

1. Ten ccr se: 	  

Ma s6 thue: 	  

Dia chi. 	3 	  

Van phong giao dich (nu có): 	  

2. Ngued dai din hop phop eüa ca sO: 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chieu: 	ngay cap: 	nai cap: 	 

Dien thoai ct dinh: 	Dien thoui di dung: 	  

3. Can bO ky thuat caa CO se/ mua ban4: 

Ho va ten: 	  

se CMND/Dinh danh/HO chieu: 	ngay cap: 	• nai cap: 	 

Trinh d'O chuyen mon: 	  

4. Danh muc trang thiet bj y te do co ser thut hien mua ban: 

I  Dia danh 
2  SO Y t tinh, thanh phe truc thuOc trung ucmg nth cc; sa 01 try Se 
3  Ghi theo dia chi tren giay chimg nhaM dAng k9 kinh doanh 
4  Ice khai cii the theo so nguth hien co 

13 



Gong be dfi dieu kin mua ban trang thiet bi y 	• 

Ha so kern theo gam: 

1.  Ban ke Ichai nhan sv 

2.  Ha sa ve kho tang bao quan trang thiet bi y ta 

3.  Ha so ve phucmg tien van chuyen trang thiat bi y tie 

Co sac cOng b6 dO dieu kin mua ban trang thiat bj y ta cam kat: 	. 

1. Ni dung thong tin cling b6 IA chinh xac, hop phap va theo dung quy 
dinh. Nau c6 sr gia mao, khOng ding sr that co se xin chiu .hoan toan trach 
nhiem va se bi xir l$T theo quy dinh cna phap luat. 

2. Bao dam chat luong \TA km hanh trang thiet bj y tie theo dung quy dinh 
cüa phap hat. 

3. Thong bao cho SO Y ta....5..... neu c6 mOt trong cac thay di lien quan 
den ha so cong ba. 

Ngtroi d3i din hyp phfip cfia co s& 
K.)5 ten (Ghi ha ten day clit, char danh) 

Xac nhein bang dent hoc chit kfi so 

5  Tinh, thành pho trtrc thuOc trung uong nai ca so san xuAl d4t try sa 

14 



Ten 	chat, ca nhin 
nhip khOu 

Mau so 08 

CONG ROA XA HOI CHU NGIIIA VIET NAM 
Di)c lip - Ty do - Hanh phtic 

      

      

	ngery 	thcing 	ncim 20 

VAN BAN DE NGIII CAP GIAY PHEP NHAP ICHAU 
TRANG THIET Y TE 

Kinh giri: BO Y t (1/u Trang thiet bj va Cong trinh y te). 

Ten ta chitc, cá nhan nhap khan: 	  

Ma sa thue hoc CMND/Dinh danh/HO chieu: 	  

Ngued dai din hop phap: 	 

Dien thoai lien he: 	  

nghi cAp giAy phep nhap khAu trang thiat bi y t theo danh mzc sau: 

TT 
Ten trang 

duet bi y 
A 	A 

te 

Chang 
loai 

(model) 

Hang, 
Nuot sin 

A xuat 

Hang, 
Nutc chit 

se. ham 

Hang, Nuirc 
A , 

phin ph i 

(neu co) 

A So 
luvng 

 

1. Kw dich nhip khau: 	  

2. Don vi sir dung: 	  

3. Ta chirc, nhan nhip khan cam ket: 

7  Chili trach nhiem bao dam ve eh& luçing, chimg loai, sa krong trang thik 
bj y te nhap 

- Bao dam sir dung tang thiet bi y tet  ducc nhap khAu theo theo dung 
aux dich. 

Neu vi pham xin hoan toan chju trach nhiem tnroc phap luat. 

chtit, ca nhfin nhgp khgu 
Kfl ten (Ghi ha ten ddy du, chtk danh) 

Xac nhan being dew hob:a chit 195 so 

I  Dia danh 

So: 

15 



Man s6 09 

CONG HOA XA HOI CHU NGHIA VItT NAM 
Di)c lAp - Tu do - Ranh pink 

...... I 	ngay 	thang 	nam 20.... 

VAN BAN CONG BO 
Dii dieu kien tu van ve ky.  thuAt trang thiet bi y te 

Kinh giri: BO Y t (Vv. Trang thiet bi va Cong trinh y te). 

1. Ngueri thue hien tu van ve ky thuat trang thiet N y ta: 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chieu: 	ngay cap: 	noi cap: 	 

Dia chi: 	  
Dien thoai di dOng: 	Email: 	  

Trinh dO chuyen mon: 	  

2. Pham vi tu yam 

TT Ni)i dung tu vAn 
Nhom trang thiet bi y te 

A thuc hien tu van 

1 Tu van lap danh muc trang thiet bi y te 

2  Tu van xay dung cau hinh, tinh nang 
key thuat trang thiet bi y te 

Cling b6 dii dieu kien fir van ye thuAt trang thiet bi y te 

H6 sa kern theo gam: 

1.  Van bang, chung chi dat qua dao tao dm tigued thuc hien tu van 

2.  Ban xac nhan thoi gian cong Mc 

Toi cam ket: 

I  Dia danh 

16 



1. Ni dung thong tin cOng ba la chinh xac, hop phap va theo dtIng quy 
dinh. N6u c6 skr gia mao, Ichong dung sr that toi xin chiu hoan toan trach 
nhiOm va sê bi xi' 15,  theo quy dinh cüa phap luat. 

2. Th8ng bao cho BO Y tE khi c6 bat cir thay dai nao Mi yeti ha scr cong ba 
dudiukintuv.nk5'thuttrangthiátbjyt& 

Nguiri thyt hien he vAn 
Kfi ten (Ghi hp ten day dit) 

17 



Ten ca sly 

Mau solO 
coNG Hak xx HOI CHU NGHIA VItT NAM 

DO lap - Ta do - Hanh phtic 

   

sa: 	 

 

, ngay 	thang 	nam 20... 

VAN BAN CONG BO 
nit dieu kien kiem 	•dinh, hieu chan 	•trang thiet bi y te 

Kinh ph: BO Y t (VIA Trang thiet bi va Ging trinh y te). 

1. Ten co sec: 	  

Ma se thue: 	  

Dia chi- 	2 	  

Van phong giao dich (neu co): 	  

2. Nguad dai din hop phap dm co sec 

H9 va ten: 	  

S6 CMND/Dinh danh/HO chieu: 	ngay cAp: 	nai cap: 	 

Dien thoai c6 dinir 	 Dien thoai di dOng: 	  

3. Can b0 thuat cila co SO mua ban3: 

. H9 va ten: 	  

Se CMND/Dinh danh/HO chieu: 	ngay cAp: 	nai cap: 	 

Trinh do chuyen mon: 	  

4. Pham vi kieni dinh: Danh muc cac trang thiet bi y te do cor se( dü dieu 
kin thuc hien kiem dinh 

Dia danh 
2  Ghi theo dia chi tren giay chfing nhan clang 1c9 kinh doanh 

Ke khai en the theo se ngutri hi'en co 
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5. Pham vi hieu chuan: 
4 

Ging baft co ser ãü then kifn lam dinh hifu, Otani trang thiet bi y te 

Ha so kern theo gam: 

1.  Ban ke khai nha'n sv 

2.  Giay chung nhan dat tiou chuan thi nghiem va hieu chuan 

Co so ding ba dit dieu kin kiem dinh, hieu chuan trang thiet bi y tie cam ket: 

1. NOi dung thong tin cong be la chinh xac, hop phap va theo &mg quy 
dinh. Neu c6 sv gia mao, khong dang sr that co se, xin chju hoan toan trach 
nhiem va së bi xü 1ST theo quy dinh cM phap luat 

2. Bao dam va duy tn cac dieu kin da ding b trong qua trinh hoat 
dOng cfla co set. 

3. Thong bao cho BO Y ta Ichi c6 bat cft thay iM nao doti veyi ha so cOng be 
da dieu kin Iciem dinh, hieu chuan trang thiet N y te. 

Ngtriri (10 din hop,  phap ctia co so' 
Kji ten (Girt hp ten day dü, chtic 	) 

X& &kin bang dein hock chit' kJ, so 

4  Ghi danh mnc cac trang thiat bi y tE Sea so dit eau kian thvc hian hiau chuan 
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ma. st. 
coNG Hox ya DOI CHU NCHIA VIET NAM 

DOe Ip - Tv do - Hanh phtie 

ngay 	thang 	nam 20.... 

VAN BAN DE NGHI 
Up giAy cluing nhlan brit hanh tty do di voi trang thiet bj y te 

ehtra eó s ding ItY lieu hanh 

Kinh 	BO Y th 	Trang thiat bi va Cong trinh y tá) 

1. Ten ca se: 	  
Ma se thue:  • 
Dia chi (theo clang ky kinh doanh). 	 
2. Nguai dai dien hop phap elm ca sex: 
H9 va ten: 	  
Se CMND/Dinh danh/HO chieu: 	ngay cep: 	nai.cap: 	 
Dien thoai c6 dinir 	Dien thoai di dung: 	  
3. Ca sa san xu'et 
Ten ca ser 	  
Dia chi try sà (theo dang k kinh doanh): 	  
Dia chi sari xuat: 	  
Dien thoai: 	 Fax: 	  
De dap-img yOu cu cüa nuck nhap Ichau, ccr se de nghi BO Y té cAp giey 

chin nhan luu hanh Az do (CFS) d6i veri cac trang thiet bi y te sau: 

STT 
Ten trang thiet bi 

A y te 
Chung loai 

(Model) 
Loai trang 
thiet hi y te 

Ntrat 
nh4p khan 

1 
2 

Ca s& xin chiu m9i trach nhiem truec phap luat ye nOi dung ten. 

Nguici daft din hqp phip cüa at so' 
Kt; ten (Ghi ha ten day dá, chur danh) 

Attic ?than bang d au hoick chit 19,  sd 

Dia danh 

20 



Mau so 12 

CONG HOA XA HOI CHU NGHIA VItT NAM 
DO 14p — Ty do — Hanh phtic 

......, ngery 	thdng 	nam 20.... 

VAN BAN BE NGHT 
Cap giiy cht?ng nh4n Itru hinh ty do di veri trang thiet bi y 

di co s6 ding 14 hit hinh 

Kinh giri: BO Y t4 (Vi Trang thiet bi va Cling trinh y ta) 

1. Ten co sec 	  
MA s6 am& 	  
Dia chi (theo clang k5r kinh doanh). 	 
2. Ngued 	din hop phap cna co set: 
Ho va ten: 	  
Se CMND/Dinh danh/HO chieu: 	ngay cap: 	noi cap: 	 
Dien thoai ca clink 	 Dien thoai di dOng: 	  
3. Ca sec san xuat: 
Ten co 
Dia chi try so (theo (tang k kinh doanh): 	  
Dia chi san xuat: 	  
Dien thoai: 	 Fax: 	  
De dap frng yeu du cna nuerc nhap khau, co ser de nghi BO Y t cap gray 

chting nlfan luu hanh ty do (CFS) di ved cac trang thiet bi y te•sau: - 	• 

TT 
Ten trang thiet 

. 	A bl  y te 
Chung loai 

(Model) 
Loaf! trang 
thiet bi y t4 

Sti luu 
hinh 

Nuirc 
nhep kheu 

1 
2 

Co so! xin chin m9i trach nhiem tram phap luat v nOi dung tren. 

Nguiri dai dien hqp phip ciia co so' 
Ig ten (Ghi hp ten day chi, chtic danh) 

Xac nhan bang datt hoc chit 195 so 

I  Dia danh 
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(Kern theo Nghi dl 

hy lqc II 
KHAI NHAN SIf 

P ngay 15 thang 5 nam 2016 ceta Chinh pith) 

ONG HOA XA HQI CHU NGHIA VItT NAM 
Dc 14p - Tty do - I-14nh phtic 

  	, ngay 	thong 	nam 20 

BAN Id KHAI NHAN Ski 
Ten co sir 	  
Dia chi. 

TT Ho vi ten Chit %iv 
Trinh d6 Qua trinh cling Mc trong linh yip trang thitt bi y te Qua trinh dlo to ve linh nit trang thitt bi y le 

Don vi 
c6ng tic 

Thiri gian 
cling Mc 

chuy'en Chuyen 
m6n nganh Vi tri 

dim nhqm 
COng vitc chinh 

dirr giao 
Ten co set 
die to ciao 

Mo 

Van bing 
chirng chi, 
trinh di, 

Dinh thfic 
dao tio 

ThOi gian 
dim tio 

1 

2 

3 

Ngtrin d4i din hqp phap cüa co sEr 
Kj ten (Ghi ha ten day da, char dank) 

Xac nhan bang dau hoc chit icY so 

Dia danh 



Phy km III 
THOI GIAN CONG TAC 

hi clinh s 36/2016/ND-CF 
g5 Wm 2016 mkt Chinh pith) 

CONG HOA xA lloi CHU NGHIA VItT NAM 
Dew lp - Tty do - Ilqnh pink 

......, ngay 	 thang 	nam 20.... 

BAN XAC NHie.tN THOI GIAN CONG TAC 

• Kinh girt: 2 	  

Ten tot la: 	  

Sinh ngdy: 	  

CMND/Dinh danh/H0 chi6u: 	ngay cap: 	nai cap: 	 

Kinh d nghi Qu32 co quan xac nhan cac nt)i dung sau: 

Tot da (hoc dang) lam vi'c tai: 	  

Theri gian lam vi4'c: ta ngay 	/ 	/ 	dan ngay 	 

Vi tri dam nhi@n: 	  

Cong vic chinh duTyc giao: 	  

Kinh mong nhan dugc sly quan tam gilt') der dm QuY Ca quan. 

Tot xin tran tong cam an! 

. , 	 ...nam 20....... 
XAC NHAN CUA CO QUAN, DON VI 

NOI LAM VIEC 
ghi hp ten, xac nha.'n) 

NGUOT VIET DON 
ghi re' hp ten) 

Dia danh 
2  Ten ca quan, don vj nal lam viec 

  



1VIAU PHI 

Phy lye IV 

SO, GIAY CHUNG NHAN BANG Kt 
UU HANH 

hj clinh sJ 36/2016/ND-CF 

ng 5 nam 2016 ceta Chinh phi') 

Phieu hap nhan hE so &Ong bE dU dieu kien phan loai trang thiet bi y te 

Phiau Crap nhan hE so cong bE da dieu kin san xuat trang thiet bi y te 

Phieu tip nhan hE so ding be tieu chuan ap ding ,caa trang thiet bi y 
tê thuoc loai A 

Phieu tip nhan hE so de nghi cap so Km hanh trang thiet bi y te• 

Phieu tiep nhan hE so Gong bE du dieu kin mua Mn trang thiet hi y te 

Phieu tip nhan hE so de nghi cap phdp nhap khau trang thiet bi y 4 

Phieu tip phan h6 so ding ho da dieu kien to van v ky thuat trang 
thiet bi y té 

phieu trey, nh'an,h6 so c8ng bE da dieu kin kiem dinh, hieu chuan 
trang thiet bj y te 

GiAy chang nhan dang14 km hanh trang thiet N y fa' 

Mau s6 01 

m'au s6 02 

Mau sE 03 

Mau so 04 

Mau s6 05 

Mau so 06 

Mau sO 07 

Mau sE 08 

Mau so 09 



BO Y TE 

Mau se 01 

ONG HOA XA HOI CHU NGHIA VItT NAM 
Di)c Jp - Ty do - Hanh ph& 

   

SO: 	 Ha hiPi, 	thang.... nam 20... 

PHIEU TIEP NHAN 
HO sa &mg btodü di .tu kiin phan loai trang thiet bi y te 

1. TEn ca sb phan loai: 	  

2. Dia chi: 	  

3. Din thoai: 	 Far 	  

4. se van ban a nghi cüa ca 

5. Thanh phan h'a sa: 

1.  Van ban c8ng be du dieu kin phan loai 
2.  Ban Ice khai nhan sv 
3.  Ban xac than theri gian ding tat 
4.  Van bang, chirng chi dä qua dao tao tha tirng nguiri thvc hiEn 

viec phan loai trang thiet bi y te 

NGUO1 TIEP NICAN HO SO 
(IC3% Ehi to chat danh, hp va ten) 

Ngay: 

2 



SOY 

 

Mau sift 02 

CONG HOA xA HOI CHU NGHIA VItT NAM 
WO 14p - Ty do - Hanh phtic 

   

S6: 	 ...
2 	ngay.... thcing.... neint 20...... 

PHIEU TIEP NIUN 
HO so cling 	du diet' ki?n sin xult trang thiet bi y te 

1. Ten ca sOr san xuat: 	  
2. Dia chi: 	  
3. Di'en thoai: 	 Fax: 	  
4. S6 van ban de nghi dia ca so: 	 ngay: 	  
5. Ten trang thiat bi y te ccr sä ding 1)6 san xuat: 

6. Thanh phan ha so: 

1.  Van ban ding be, dii dieu kin san xuat 
2.  Ban Ice Ichai nhan su 
3.  Van ban phan ding, b6 nhi'em nguiyi phu tech chuyen mon dia ca 

so san xuat 
4.  Ban xac nhan died gian ding tac 
5.  Van bang, ,chirng chi dao tao ve kjr thuat thiat bi y tã hoc quan 1S7 

thiet bi y te dm ngtr&i phi trach chuyen mon 
6.  Gay chang nhan dat lieu chuan quan15,  chat lugng 
7.  Ha so chi:mg minh dia dim, din tich, nha xueng san xuat pita hgp 

ved yeu cau dm loai trang thiet bi y te ma ca sCir san xuat 
8.  H6 so \re thiat bi va quy trinh san xuat, kiam tra chat lung phii hgp 

yeti yeu cau dm loai trang thiet bi y te ma ca se( san xuat. 
9.  Hgp clang yeti ca SCY dit nang lvc kiam tra chat lugng da kiam tra chat 

lugng trang thiet bi y te ma ca so...san xuat 
10.  H6 so va kho tang bao quart trang thiet bi y ta 
11.  116 so va phucmg tin van chuyan trang thiat bi y fa 

NGUtil TIEP NH:AN HO SO 
(Ki, ghi ro chat dank hp va ten) 

' Sa Y tE tinh, thanh pho trcrc thuEc trung trang nai ccr sä san xuAt dg trtj 
Dia danh 

3 



Y TE ...1... 

Witt sift 03 

CONG HOA XA HOI CHU NGHIA VIET NAM 
Dc 14p - Ttr do - Hph phtic 

   

...
2 	 nam 20... 

PHIEU TIEP NHO 
Ho so' cling bi; tieu chan ap ding ctia trang thiet bi y te thutic lo4i A 

1. Ten co ser ding bo: 	  

2. Dia chi: 	  

3. St) van ban de nghi dm co 	 Ngay: 	 

4. Trang thi6t bi y tez  thuOc loai A: 

Ten trang thiet bi y tet: 	  

Ching loai/m'a san pham• 	  

Ten co set san xuat: 	  

Dia chi ca set san xuat: 	  

Tien chuan ap dvng: 	  

5. Thong tin ve chit set him trang thiet bi y ta: 

Ten chit so.  hal: 	  

Dia chi chit sa hUm 	  

6. Thong tin ve ca sb bao hanh: 

Ten co sä: 	  

Dia chi: 	  

Dien thoai cO dinly 	 Dien thoai di Ong: 	  

S& v t6 tinh, thinh phd trirc thudc trung uong nai ca set ding bh d4t tru sec 

2  Dia danh 
4 



7. Thanh phAn ha sa: 

1 Van ban da nghi cling bá tieu chuan cfla trang thiat bi- y tá thueic loai A fl 
2 Ban phan loai trang thiat bi y tle 

3 Phik tip nhart ha sa ding b6 &I diau kian san xuact trang thiet bi y ta LI 
4 Gidy chimg nhan dat tieu chudn quart 15r chdt lugng 

5 Gidy ity quyen cua chit sar hat trang thiat bi y tie LI 
6 Gidy xac nhan dit diau kin bao hanh 

7 Tai liau ma ta torn tat ky thuat trang thiat bi y t te 

8 Ban tiau chuan ma chit sa hau trang thiat bi y ta ding ba áp dung 

9 Giay chimg nhan hap chuan 
10 Tai lieu hue:mg elan sir dung cita trang thiat bi y ta III 
11 1\edu nhan trang thiat bi y le 

NGU6I TIEP NHAN H6 SO 
(KA ghi re5 civic danh, ha va ten) 

5 



Mau so 04 

BO Y TE 	CONG HOA XA HOI CHt NGH1A VItT NAM 
DO 14p - Ttr do - Hnnh phtic 

SO: 	 Ha Niril, ngay.... 	neim 20... 

PHIEU TIEP 
HO sr de nghi cap s a hru 	hanh trang thiet bi 	y te 

1. Ten ca sey tang k5/: 	  

2. Dia chi: 	  

3. sa van ban danghj cüa ca so: 	 Ngay: 	 

4. HO sa dan 	luu hanh trang thiat bi y t6 trong cac truen h : 
1.  H6 sa cap mei sa Tang 14r luu hanh LI 
2.  Ha sa gia han sa (tang 147 hru hanh LI 
3.  Ha sa cap lai so dang14, LII 

5.. Thanh phan ha so: 

1.  Van ban da nghi cap sa hru hanh LI 
2.  Ban phan loai trang thiat bi y ta LI 
3.  Giay chfrng nhan dat tieu chuan quan 15,  chat luang LI 
4.  Giay ily quyen dm chil sey him trang thik bi y fa LI 
5.  Gish xac nhan du diau kin bao hanh LI 
6.  Giay chung nhan km hanhhr do doi voi trang thiet bi y ta nhap khau LI 
7.  Tai lieu mey ta torn tat kg,  thuat trang thiat bi y ta LI 
8.  Tai lieu mo ta tinh nang ky thuat dm trang thiet bi y fa LI 
9.  Tai lieu huong dan sir dung cna trang thiet bi y te LI 

10.  
Ban t6m tat dir lieu tit* lam sang di yeti trang thiat bi y t6LI
thuOc loai C, D c6 xam nhap ca the ngtrai 

11.  
Giay cheng nhan kiam nghiem dai vei trang thiat bi y ta chan 
doan in vitro thuac loai C, D 

LI 

12.  Mau nhan trang thiat bi y ta LI 
13.  Giay chung nhan hop quy LI 
14.  Quyat dinh ph8 duy'et mat LI 

NGUOI TIEP NHAN HO SO 
(I05, ghi rö chat danh, hp va ten) 

6 



SOY TE 

 

Mau si 05 
CONG HOA xA HQI CHiJ NGIllA VItT NAM 

Dc Ip - Tty do - Thnh phac 

   

   

S5: 	 ...
2 	ngay.... thong.... nom 20... 

PHIEU TIE') NHiNN 
HO sot ding be, du (lieu kin mua ban trang thiet bi y te 

1. Ten ca se mua ban: 	  

2. Dia chi: 	  

3. SO van ban de nghi 	ca siY 	 ngay 	  

.4. Thanh pit he so: 

1.  Van ban clang be) dil dieu kien mua ban 

2.  Ban ke lchai nhan su 

3.  Ban xac nhan thoi gian cong tac 

4.  
Van bang, chi:mg chi dao tao ve 1(9 thuat trang thiet bi y te 
hoc quan 15,  trang thiet bi y te cua can bo ky thuat 

5.  HO so ve lcho tang bac, quan trang thiet bi y te 

6.  HO so ve phuong tin van chuyen trang thiet bi y te 

NGUOI TIEP NHAN HO SO 
(Ky, ghi r5 char danh, ha va ten) 

'Soy tE tinh, thanh phO tivc thu0c trung ucmg nai ca so san xuAt dAt ti se; 
2  Dia danh 

7 



BO Y TE 

Mau se 06 

°ONG ROA XA CHIJNGHIA VIET NAM 
Dc lap - Ti; do - Hanh phec 

   

S6: 	/NKTTBYT 	Ha N04 ngay.... thcing.... nam 20... 

PHIEU TIEP NHA:N 
Hito 

 
so' a nghi cap pile') nhap khan trang thiet bi y tA 

1. Ten t6 chirc, cá nhan nhap khau: 	  

2. Ma s6 thus hoac CMND/Dinh danh/HO chiau: 	  

3. Sa van ban de' nghi cüa t6 chüc, cá nhain• 	ngay 	  

4. Trang thi6t bi y tec de nghi nhOp Ichau: 	  

STT Ten trang thiet bi y te 

1.  

2.  

NGUOT TIEP NHAN HO SO 
(I(Y, ghi ro char dank ha va ten) 

8 



Mitt so 07 

BO Y TE 	CONG HOA XA HQJ CHU NGIPIA VIET NAM 
Dc Ip - Tty do - Hanh ph& 

StS:  	 Nai, ngay.... thang.... nam 20... 

PHIEU TIEP NHAN 
Ho 	citing 134dii diu kiin ttr vArt vt ley thgt trang thitt hi y te 

1. Nguti thgc hien tu van v'ek thual trang thiet bi y 

Hg va ten: 	  

Dia chi: 	  

Dien thoai: 	  

2. Pham vi tu v'an. 	  

3. Thanh phan ha so: 

1. Van ban dang ky dü dieu ki'en Ut van 
	

LI 
2. Van bang, chting chi dã qua dao tao cña ngugi thgc hi'en tu van 
3. Ban xac nhan thari gian c8ng tac 

NGUOT TIEP NHAN HO SO 
(Kfi, ghi ro chav danh, hp va ten) 

9 



M'au so 08 

BO Y TE 	CONG HOA XA-  HQI CHE NGII1A VIET NAM 
Dc 14p - Ty do - Hanh phtic 

só: 	 Ha 	ngay.... thdng.... neim 20... 

PHIEU TIEP 
sa &Ong b dii di'eu kin kiC'm dinh, hi?u chulan trang thiet bi y te 

1. Ten co sey kiem dinh, hieu chua'n: 	  

2. Dia chi: 	  

3. Dien thoai: 	  

4. Pham vi Iciem dinh• 	  

5. Pham vi hieu chu'an• 	  

6. Thanh phan ha so: 

1 Van ban clang ky do dieu kien kiem dinh hieu chulan 

2 Ban Ice khai nhan sg 

3 Giay chimg nhan dat tiou chart thi nghiem va hieu chuan 

NGUtol TIEP NHAN HO SO 
(Kji, ghi rö chtiv danh, ha va ten) 

10 



Mayo so 09 

BO Y 'Ft 	C()NG HOA XA HOI CHU NGHiA VItT NAM 
Dc 14p - Tv do - H#nh phtic 

86: 	 Ha N0i, ngay.... thcing.... nam 20... 

GIAY CHUNG NH4N BANG 107 LIYU HANH 
TRANG THAT BI Y TE 

Can cir Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 cila 
Chinh phU v quan 15r trang thiet bi y t6. 

BO Y t6 cdp chung nhan dang1c5f luu hanh cho trang thi'et bi y te (mai 100%) 
nhu sau: 

1. Ten trang thiet bi y ta: 

2. Chung loai/md san pham: 

3. Quy each dong gen (neu c6): 

4. Loai trang thiet bi y te: 

5. Ten, dia chi cua co so san xudt: 

6. Ten, dia chi cila chit so( him trang thiet bi y te: 

7. Ten, dia chi cfm chit ser hciu s6 luu hanh: 

8. Ten, ilia chi ca sO bao hanh: 

S6 luu hanh có hieu lye tfr ngay: 	den ngay: 	 

Noi nhOn: ClItt VU CIJA NGIJ1J Kt 
Ky ten (GM hp ten day der, chirc danh) 

Xac nhan bang dau hoc chi"r so 

   

11 



G THIET Y TE 
so 36/2016/ND-CF 

in 2016 cita Chinh phet) 

Ten ...I.... 	CONG HOA 3CA HO CHU NGHiA VIET NAM 
DOc 1p - Tv do - Hanh phoc 

...2.../...3... 	 4 	,ngay 	fitting 	mini 20.. 

BAN PHAN LOS! TRANG THIET BJ Y TE 

Kinh giri: 5 	  

Can dr Nghi dinh s6 36/2016/ND-CP ngay 15 thing 5 nam 2016 dm Chinh 
phü ve quan 1 trang thiet bj y te; 

Nguyen tac dugc sir dung de phan loai: 	 6 

Chung t8i phan loai trang thiet bi y te nhu sau: 

TT A 
Ten trang thtet bi y te 

Chung loail 

ma san pham 

Hang, mint 

san xuAt 
.,c

. HAng nuCrc 
chit sic him 

Loai trang 
duet bi y te 

Ngurin di din hoTo phap ciia co.  so' 
K.)",  ten (Ghi ha ten day dti, civic danh) 

Xcic nhan bong dau hoeic chit kji so 

'Ten ca soda c8ng be du dieu kin Sian loai tang thiet bi y 
2  ICY hien van ban kat qua phan loai do ca se da dieu kin phan loai guar' ly 
3  Ma hieu ccr ser dii diet' kien phan loai la so Phitu tier, nhan he sa ceng be da dieu kin phan loai do BO Y te cAp 
4 Diadanh 
5  Ten ca se a nghi phan loai tang  thiét bj y 16 
6  Ghi p3 nguyen tac &rye sir clang de phan loai tang thiet bi y te theo haring clan caa Be Y te 

Nol nh(in: 



U lye VI 

Y UY QUYEN 

dinh so 36/2016/ND-CP 

5 nam 2016 cua Chinh phi() 

Tien dacüa chi) s& hfru trang thiet bi y te (ten, dia chi) 
Ngay 	thang 	nam 20... 

GIAY U QUYEN 

Kinh 

Ching toi, (Ten va dia chi chit ser hay), vói tu each la chit s& hat trang 

thiet bi y te bang van ban nay illy quyan cho (Ten va Ma chi di a ca see thing 

ten c Ong ha tieu chutin áp dung hoc clang 195 	hanh) dugc km hanh tai thi 

truemg Via Nam cac tang thiet bi y té sau: 

	(Lit Ice danh myc cac trang thiit bi y ti') 	 

Chang toi earn kat cung ctp, hts trg cac yeu cu lien quan den thong tin, 
chat lugng va bao dam the diau kien v bao hanh, bao tri, bao clueing va cung 

cap vat tu, phg kin thay the trang thiet bi y te neu ten. 

Thu fly quyan nay hieu lye den tiled diem: 	(ngay/thang/nam) 

Nguiri di din hcrp phip ttia Chu sit hisru 
Kt/ ten (Ghi hd ten clay dth, chtit danh) 

Xac nh4n bang 	ho'dc cha 19, so 

1  Co the dua danh muc trang thiet bj y te duce fry quyen thanh phu Inc kern theo GiAy fry quyen 



Phy Inc VII 

C NHAN DU DIEU MEN BAO HANH 

o Nghi cl(nh sJ 36/2016/ND-C13  

hang 5 mint 2016 cita Chinh phit) 

Tien de cna chil so hOt trang thiet bi y te (ten, dia chi): 	 

Ngay 	thang 	nam 20... 

GIAY XAC NHAN DU DIEU MEN BAO HANH 

Ten: 	  

Dia chi 	  

vori tu each la chit so.  hOt trang thiet bi xac nhan cor serr có ten duifyi day du 
dieu kin bao hanh trang thiet bi y te cOa 	  

Ten trang 

thiet bi y te 

Ten ca so".  

bao hAnh 
MA so thue Dia chi 

Dien thoAi 

do dinh 

Dien thoAi 

di Ong 

Ca ses 1 

Co so 2 

Co so.  1 

Co ser 2 

Co siO 3 

Ngtroi di din hyp phap ctia Chit so' hint 
Ki ten (Ghi hp ten day dá, ch(cc danh) 

Xat nhan bang ddu hoac chü k)5 so 

I  Ghi clny cie ten cna thU so hUu trang thiet bi y t6. 



Phu lye VIII 

U 	THUAT TRANG THIET 13I Y TE 

heo Nght clinh so 36/2016/ND-CT 

5 thang 5 nom 2016 clic: Chinh ph10 

Mau s6 01 	Tai 1iu mo tã tom tat ky this trang thik bi y t4 

Mk sa 02 	Tai 	thuat d6i voi thu6c thir, chat hieu chuan, Va't 
kiern soat in vitro 



Mau so 01 

TAI LItU M6 TA TOM TAT ICI THUAT TRANG THIET BI Y TE 

Ten co sey dang kyr ltru hanh trang thief bi y te (ten, dia chi) 
Ngay 	thang 	nam 20 

STT De myc NW dung mO ta tom tat 

1 MO ta san pham trang thiet bi y tie 

1.1 MO ta tang thiat bi y 
te 

MO ta tom tat ve nguyen 157 hoat dOng va tinh 
nang, thOng so ky thuat dm trang thiet bi; neu ri5 
neu trang thiet bi sir dung,  cac ding nghe mai thi 
can cung cap ban mo ta ye Gong nghe mai 46 (vi 
du cong nghe nano) 

1.2 Danh intic linh kien 
va phu kien 

Li@ ke cac linh kin va php kin dm trang thiet N 
y te 

1.3 Mtic dich/Chi dinh 
sir dung 

Neu muc dich sir dung/chi dinh sir dung cila tang 
thiet bi y te 

1.4 Huang dan sir dung Tom tat huong dan ve each sir dung ciia trang thiet 
bi theo nhu Tes huang dan sir dung hoc Ter th8ng 
tin dm trang thiet bi y te 

1.5 Chang chi dinh ThOng tin ve chang chi dinh - ngtfia la nhang 
truang hgp khong &we chi dinh sir dung trang 
thiet N vi 1.32 do an toan cho ngued benh, vi du do 
tien sir benh, 44 diem still 13",  oh nguai b'enh, 
vv...; theo dung nOi dung dã duce duy'et tai nuOic 
san xuat va c6 ghi ten nhan trang thiet bi y te 

1.6 Canh bao va than 
tong 

Nhang thong tin canh bao vá nhang diem can than 
trgiig lchi sir dung tang thief bi y t6, ke ca nheing 
bin phap du phong 40 bao ve nvesi benh tranh 
nhang rill ro do sir dung trang thiet bi,  y te; do CO 
the la thong tin canh bao ve tac dung bat lgi hay sir 
dung sal va bien phap ngan ngira 

1.7 Tac dung b'at lgi co 
the xay ra 

Thong tin ve cac tac dung bat lgi lien quan den sir 
dung tang thiet bi y tá dugc ghi than qua tha 
nghiem lam sang va theo doi hau mai da duce 
thirc hien truac 46 &Si voi tang thief bi y te 

2 Thong tin san pham oda luu hanh tai cac nuot (neu c6) 

2 



STT De 'nye Ni dung mO ti tom tit 

Cung cap thong tin v8 cac nuac dã phe cluyOt cho phep km hanh sin 
pham, nuac &au flan cap dang kr/cho phep Itru hanh trang thi'et bi y t8 

3 Chi dinh dã dang k3tr a 
Lit ko cac nu& dã cAp 
dugc phe duye't tai nuere 

cac nuec khac (nu co) 
(tang k)? Km hanh di kern vai chi dinh sir dung 

do; ngay thrgc cap clang k5r 

4 Thong tin v8 tinh an toad van hart clang km 5/ dm san pham trang thia8't 
bi y te 
- Cung cap thong tin ve sa lucmg bao cao phan ung bat lgi lien quan den 
viec sir dung trang thiet bi y te; Nhismg bin phap thu had/ diau chinh hau 
mai dã thuc hiOn theo yeu cau dm ca quan quan 15T cac nuoc; 
- Nau,trang thiat bi y tec  co chira mat trong cac thanh phan sau, thi can 
cung cap thong tin ye: 
• T8 bao, mo ngued hoac dng vat hoc phai sinh caa chang dugc cho sir 
dung clued dang lchong con song - vi du van tim nhan tao nguiin goc tir 
hm, chi ruat meo...; 
• T8 bao, mo va hoac phai sinh tir nguan gac vi sinh hoc tai ta hop - vi du 
san pham barn cang da Oa teen acid hyaluronic thu dugc tir quy trinh len 
men vi lchuan...; Co thanh phan gay kich img, ion hoa - vi du X-quang; 
hoc phi ion hoa - Vi du la-ze, siOu am... 

Ca s& clang lo'r km hanh cam k8t nheing nai dung tron la dung sr that va 
chiu trach nhiOm truiac phap luat ve cac thong tin TA Ice khai nett tit. 

Nguiri di din hqp phip min ccr s& 
lc; ten (Ghi hp ten day aft, char danh) 

Xeic nhan being dau hoac chit 195 sd 
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Mau sO 02 

TAI LIEU ICI THUAT DO! VU! THUOC THU; CHAT HIEU CHUAN, 
VAT LIEU KIEM SOAT IN VITRO 

Ten co kr dang luu hanh trang thiEt bi y tá (ten, dia chi) 
Ngay 	thang 	nam 20 

STT De myc Ni dung 

I Tom tit chung ye trang thiet bi y te 

1.1 MO ta thing quan 
MO ta gieri thi8u v8 trang thilet bi y tá, cac muc 
dich, san pham sir dung kEt h9p (n8u co) 

1.2  
Lich sir dixa sari pham 
ra thi truang 

Neu ten nu& du lien age cap phep va nam 
cap 

13 Mue dich sir dung 
Neu mpc dich sir dung/chi dinh sir dung cltr kien 
ghi tren nhan hoac to hueng clan sir dung 

.  1 4 
& Danh muc cac nu 

a dugc cap 
Lit ke cac nu& a duce cap giAy phep va nam 
cap 

1.5  

Tinh trang cac hii so 
xin cap phop da Op 
nhtmg chua dirge cap 
phep tai cac nu& 

Lit Ice cac nu& da nOp Ito so niumg chua duce 
cap pile') 

1.6  

Cac thong tin quan 
tr9ng lien quan den sr 
an toan/ hi8u qua coa 
san pham 

Cung cap tern tat cac bac cao v8 phan ling bat 
lgi eta xay ra va hanh dOng khac phtic da thgc 
hi8n ka tir khi san phAm duce km hanh tren thi 
truong 

II MO 6' trang thiet 131 y te 

2 1 . 
MO ta trang thiet bi y 
. 

te 
MO ta nguyen ly hoat dOng va tinh nang, thong 
so 1c5' thuat dm trang thiet bi y tá 

2.2 Huang an sir dung T6m tat huong d'n va each sir dung elm trang 
thiet bi theo nhu TO huong an sir dung hoac 
To thong tin dm trang thiet bi y te' 

2.3 Cluing chi dinh Thong tin \la flitting tnreng h9p khong duce chi 
dinh sir dung trang thiEt bi vi 1Y do an tan cho 
nguti bfrenh, vi du do teen sir benh, de diem 
sinh 1) dm ngueri b'enh, vv...; theo dung nOi 
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dung ghi ton than trang thiet bi y te 

2.4 Canh bao va than 
trgng 

Nhi.Ing thong tip canh bao va nhang diem can 
than trgng khi sir dung trang thiet bi y te, ke ca 
nhang bien phop du phong d6 bao ye nguai 
benh tranh nhang rOi ro do sir dung trang thiet 
bi y te;,  do co the la thong tin canh bao ve tac 
dung bat lgi hay sir dung sai va bien phap ngan 
ngira 

2.5 Tac dung bat lgi co 
the xay ra 

Thong tin ve cac tac dung bat lgi lien quan den 
sir dung trang thiat bi y ta &lac ghi nhan qua thir 
nghiem lam sang va theo doi Mu mai cid dugc 
thy° hi'en tnrot do di veri trang thiet bi y te 

. 2 6 
Phuang phap thay the 

, 
(nu co) 

Neu cac phuong phap khac de ding dat dugc 
mix dich sir dung 

2.7  
Thong tin ve nguyen 
vat lieu 

Danh attic va mo ta cac nguyen vat lieu cila san 
pham 

2.8 
Cac thong se) k9 thuat 
co lien quan 

Cac dc diem ve hieu pang va thong sO k9 thuat 
Om: gieri han phat hien, dO chinh xac, do nhay, 
dO dc hieu, do tin thy vá cac y'eu t6 khac; cac 
thOng sa 1(.9 thuat khac bao Om hoa h9c, vat 15T, 
sinh h9c, tiet trimg, clO On dinh (han ding), bao 
quan, van chuyen, thing g6i. 

III San xuAt trang thitt bi y te 

3.1 Nita san xuat 
Neu the nha san xuAt tham gia qua trinh san 
xuat va he thong quart 15r chat lung ap dung 

3.2 
Thong tin ye an toan 
cita san pham 

Phi'eu an toan. Nu san pham co chira thanh 
phan sinh hoc Nha san xuAt liet ke danh mue 
cac thanh phan sinh h9c (tir ngtrai hay dOng vat) 
va cam ket/ tuyen bo da kiem tra cac tac than 
nay dap img tieu chuan &Ong ty dim ra. 

.3.3 Quy trinh san xuAt 
Neu sa d6 t6ng th6 ve san xuAt va kiem sok 
chat lugng san pham. 

Cung ch phieu kiem nghiem thanh pham 

3.4 DO On dinh 
Bao Om mtic lieu, ket qua va k&luan ve dO 6n 
dinh cita san pham 
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IV Cac bac) cao nghien cfru 

4.1 
Cac nghien ciru tin 
lam sang 

Bao gom nuic tieu, phuorng phap, ket qua, k& 
 

luan dm nghien cfru filen lam sang 

4.2 
Cac nghien Guru lam 
sang va bang chimg 
lam sang (nett co) 

Bao gam muc lieu, phuang phap, IC& qua, ket 
luan dm nghien ciru lam sang 

4.3 Tai lieu tham khao Liet ke cac tai lieu tham khao 

Co ser dang 	hanh cam ket nhang nOi dung tren la dung sr that va 
chju trach nhiem truck phop luat ye cac th8ng tin dã ke khai neu 

Nguini dai din hop phip ciia uY so• 
icp ten (Ghi ha ten day du, char danh) 

Xac nhan bang dáu ho'ac chit kft so 
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Phti lye IX 
AT DO' LIEU THtr LAM SANG TFtANG THIET 131 Y TE 
(Kern theo Nghi clinh s'a 36/2016/ND-CF 

ngay 15 thang 5 nenn 2016 cita Chinh pH) 

Tieu de Gila cc( so (tang lcy luu hanh sari phAm trang thi'et bi y t& I 	 
Ngay 	thang 	nam 20 

BAN TOM TAT DU: LIEU THU LAM SANG TRANG THIET B Y TE 

STT De muc NiN dung 

1 Ten trang thiet bi y te 

2 	. Chung loai 

3 Cong nghe sir dung oh thiet bi 

4 Cac vat lieu cu thanh 

5 Chi dinh va img dung ffim sang 

6 Muc dich sir dung (vi du: tier) xim be mat, 
cay ghop...) 

7 Cac chi clk ve hieu qua sir dung 

8 Thai gian sir dung du kien Gila thiet bi 

9 Cac ltru y sir dung dm thi'et bi cho qua trinh 
dieu tri 

10 Cac phan tich, dolt gia ve mire di) rai roacti 
ich sir dung dm. thiet bi 

11 Danh gia cac tac dOng tiem An bat lgi cilia 
thiet bi 

12 Cac danh gia ve yeu to van boa, dia 1, nhan 
khau hoc (vi du: dO tuAi, dan tOc, giei tinh...) 

13 Cac phuong thirc sir dung Wong duong coa 
thiet bi tren ding tieu chuan an toan va cac 
can nhac ve yeu tá dao dire 

14 Cac bang chimg va cac danh gia lam sang 
lien quan 

Ten, clia chi cua ca sa 



STT A  De myc . Ntli dung. 

15 Thong tin qua trinh san xuat dm thiat bi: Nau 
thong tin va quy trinh san xuat, diau kin va 
mad truang san xuat, phtrcmg tin sir dong da 
san xuat, thing goi, dan than, km tar, bao 
quan, Van chuyan. 

J..— 

k 	... 	• 	• 

• .. 
_ 	, 

- 

Y 

CO sar dang kY luu hanh cam kat nhang nOi dung teen la &mg sr that va 
chju trach nhiam tnnic phap bat  ye cac thong tin dã ka khai neu tran. 

Ngtriri di din hqp phi') cim co so' 
Kj5 ten (Ghi hp ten day dá, chew danh) 

Xdc nhan bang &hi hack 	so 
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Phy lyc X 
CAO KET QUA HOST DONG 

ANH TRANG THIET BJ Y TE 
eo Nglit clinh sa 36/2016/ND-03  

15 Mang 5 nam 2016 efta Chinh phi) 

'Chi so' him sO liru hanh ONG HOA xA HO CHIT NGHiA VItT NAM 
DOc Ifip — Ty do — Ilynh phtic 

SQ:   
	, ngeo, 	thing 	nam 20 

BAO CAO KET QUA HOST DONG KINH DOANH 
TRANG THIET 13! Y TE 

Kinh girl: BO Y tá (Va Trang thiat bi va Cong trinh y fa). 

Ten Chit s& him so ltru hanh: 	  

Ma sQ thug hoc S6 giAy pito') thanh lap Van phong dai din: 	 

Dia chi: 	  

Din thoai: 	 Fax: 	  

Ten ngtrai dg din hgp phap cna co sec 	  

Dien thoai lien h'e: 	 Dien thoai di dOng: 	  

....Chü so( hUu s6 km hanh 	bao cap kat qua hog dong kinh doanh 

trong thin hart dtrgc cap sa ltru hanh trang thiat bi y ta nhu sau: 

TT Ten trang 
thiet hi y 

te 

Ching 
loyi 

SO 
luyng 

Hang/ 
Ntrot 

sin xuAt 

Hang/ 
Ntrot chi 

so' him 

Mm 
sfin 
xuAt 

SO Itru 
hanh 

1 

2 

— 
a 

— 

I  Dia danh 



Cac neli dung khic: 

1. Cac Ii xay ra trong qua trinh luu hanh: 

2. Cac thay dQi trong thui gian km hanh: 

Co set xin bao dam,nlaing nOi dung ten la dang sr that va xin chiu trach 
nhiem try& phap luat ve cac thong tin da ke khai neu ten. 

Nguiri di din hqp phip ciia co. so. 
ICY ten (Ghi hçs ten day da chew danh) 

Xcic nkin bang dein hoac chic IcY so 



Phu Inc XI 
AN CAM KET CHIU TRACH NHItM BAO HANH, 
G VA CUNG CAP VAT TU PHIJC VI) CHO VIEC 

SIT DUNG TRANG TWEET Y TE 
(Kern theo Nghi clinh sa 36/2016/ND-CP 

ngay 15 thang 5 nam 2016 cilia Chinh phir) 

Ten cor s& 	CONG H6A XA HOI CHU NGHIA VIET NAM 
Dc Ip — To. do — lignh phoc 

So:   	, ngay 	thcing 	nom.. 

VAN BAN CAM 'CET 

Kinh giri: BO Y t (Vv Trang thiet bi va Cong trinh y te) 

Ten co ser: 	  

Ma sa thue: 	  

Dia chi: 	  

Nguori di din hgp phap: 	  

Dien thoai lien he: 	  

Chung toi là.. 	clang thge hien phan phi cac trang thiat bi y tá sau: 

Ten trang thiet bi y te: 	  

Sa Km hanh: 	 Ngay cap: 	  

Do 	 khong the tip Ate hoat dOng nhtmg chimg toi van có 
lcha nang bao dam chat lucmg trang thiet bi y te tren nen chi:mg toi lam van nay 
xin cam ket: 

- Chiu trach nhiem dam bao ve chat lugng, chUng loai, sa lugng trang thiet 
bi y te doge cap so luu hanh. 

- Thge hien km hanh trang thiet bi y ta ten thi tnrOng trong thed gian vSi 
da khong qua 24 thang. 

- Chiu tech nhiem bao hanh, bao tri, bao du'Oing trang thiat bi y ta. 

I  Dia danh 
2  Ten ca so phan ph6i 
3  Ten chit sit hau trang thiat bt y tê hoc ten cha sor hirru s6 dang k kru hanh 



- Cung cap vat tu, php ki'en thay the trong qua trinh sir dpng trong then 
gian 8 nam. 

• - Dap ling da you cau, diêu kin ye dOi net can" ID° chiu trach nhiem k5 
thuat va bao dam hieu qua, an toan cUa trang thiet bi y te cho nguori sir dung 
\TA moi truang, dam bao cac dieu kien ye ca so vat chat, phucmg tin van 
chuyen khOng anh hieing den chat lugng thiet bi nhap khau. Dam bao cac yeu 
eau ye nhan trang thiet bi y te theo dung quy dinh. 

- Bao dam sir dung trang thiet bi y tá theo,theo dung mpc dich. Chiu sp 
thanh tra, kiem tra ciia cac ca quan có tham quyen. 

Neu vi pham cam ket teen, chimg toi xin hoan toan chju tech nhiem fru& 
phap luat. 

Nguriri $141 din hyv,phip cim ca sirr 
Kfi ten (Ghi ha ten day dñ, chtic danh) 

Xac nhOn bang diht hoc chit kj5 so 
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