BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUGC Péc lip - Ty do - Henh phic

86: /M ﬁ ;QLD.DK Ldm Déng, ngayM thdang 01 ndm 2016
V/v huéng d¥in trién khai dich vy cong
mirc 4 4 trong linh virc déing ky thude

Kitih giri: Céc co 8¢ ding ky thudc Iuu hanh tai Viét Nam.

Ngdy 23 théng 12 nim 2015, B$ trudng B§ Y t€ ban hanh Quyét dinh s§
5480/QD-BYT vé viéc trién khai dich vy céng mirc d6 4 trong linh vyc ding ky

- thudc. Theo &5, dé thyc hién thi &iém dich vu cfng tryc tuyén ding ky thube véi |

~ hinh thirc hd so ding ky 14n diu trong giai doan tir 01/01/2016 dén 31/12/2016,
Cuc Quén Iy Duge huéng din trién khai dich vy ndy nhu sau:
1. Huéng din mdt s6 buéc quan trong khi d%ng ki thudc tryc tuyén
1. Diing ky va cAp tdi khoin diing ky thudc true tuyén
1.1. Diéu kién dé dugc chp t3i khodn |
Co s& dtng tén ding ky trong hd so ding ky thuéc méi duge ding ky chp tai

khoan ding ky thube truc tuyén. Pé duoge cép tai khodn ding ky thudc truc tuyén, _

co s& dang ky phai cung cép céc tai lidu phép 1y sau: _
_ - Gidy chimg nhén &i didu ki¢n kinh doanh thudc d6i véi co s& ding ky
thudc cua Viét Nam; -

- Gidy phép thanh 18p Vin phong dai dién tai Viét Nam ho¥c Gify phép
diing ky hoat dfng trong linh vyc thuée, nguyén ligu lam thude tai Viét Nam (chp
trude ngay 15/01/2015) dbi véi co s& ding ky thubce ciia nude ngodi.

" 1.2. Déng k¥ tai khoan _

Co s& dtmg tén ding ky thudc truy cép vio hé théng ding k¥ thubc truc

tuyén tai myc "HE théng tiép nhéin va xir Iy thi tye diing ky thude" trong trang

dién tix http://dav.gov.vn, thyc hién khai bso cdc thong tin theo m&u va tai [én hé-

théng ban scan mau tir ban géc “Gidy chimg nhén du didu kién kinh doanh thuéc”,
hoic “Gidy phép thanh 1dp Vin phong dai dién tai Viét Nam”, hodc “Gidy phép
ding ky hogt ddng trong Iinh vurc thude, nguyén li¢u lam thubc tai Viét Nam” theo
ding loai hinh ding ky thudc d& Cyc Quén ¥ Dugc Iam co s& & phé duyét tai
khoan. .
1.3. Cép tai khoén: Trong vdng 02 ngay ké tix khi nhén dugc théng tin khai bso 42
nghi cép tii khodn trén hé thong va t&i liu phép 1y kém theo, B phén cp tai
~ kho#n ding ky thubc tryc tuyén - Cye Quan 1f Duogc s& phé duyét tai khoan, hé
théng s& giti théng tin vé t3i khoan diing nhap (gdm: tén ding nhip, mét khiu) vao
dia chi email ciia ngudi dzi di¢n ding ky. Trudng hch khéng dugce phé duyét, hé
thdng s& tyw dong théng bao ly do dé ngudi khai bio biét, '
1.4. Co & phai ding ky tai khoén 01 14n trude khi 1An d3u thye hién cac giao dich
v sir dung tai khoén dugc cung cdp dé thyc hién céc hoat ddng lién quan dén dang
ky thudc. Trudng hop cb thay ddi cic thdng tin trong tii liéu phép Iy, co s¢ ding
ky thudc phéi thye hién viéc sira ddi trén hé thong va tai bén scan t3i liéu phép Iy
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1én hé théng nhu 43 ding ky t3i khodn lin diu. D& d2m bio tinh béo mét, co s¢
ding ky cin thay di m4t khiu da dugc cép sin truée khi sir dung tai khoan d&
thire hién céc giao dich lién quan.
2. HA so déing ky thudc trige tuyén

Céc yéu ciu v& hd so hanh chinh, hé so k¥ thujt ciia hd so ding ky thubc
truc tuyén thuc hién theo quy dinh cia Théng tu s6 44/2014/TT-BYT ngay
24/11/2014 ctia B§ Y té quy dinh viéc ding ky thudc va duge ndp nhur sau:

~ 2.1. Céc hd so ndp trye tuyén: :
" 1) Pon ding kY, Trang bia h so: Khai bio truc tuyén theo cdc mau quy dinh
tai Thong tu sb 44/2014/TT-BYT. ‘
2) Céc hd so con lai: Tai dir liéu theo file c6 dinh dang *.pdf, *.doc hofic
* jpeg 1én hé théng diing ky thude trye tuyén.

2.2. Céc hd so ndp tryc tié{} (hoic giri buu dién) dén Cyc Quan 1y Dugc kém theo
ma tiép nhan sau khi ndp hd so tryc tuyén: _

1) Céc tai liéu phép-1y, gdm: Pon ding ky (néu Pon ding ky khéng ding
chit ky va déng du dién ti¥); Gidy chimg nhin CPP, Giy chimg nhin GMP; Gidy
phép san xut, kinh doanh duge; Gidy phép thanh 14p Van phong dai dién; Gidy. t&
phép 1y khac (néu c6). Co s& dang ky thubc khong phai ngp ban gidy céc loai giy
t& phép ly do B Y té Vi§t Nam (Cuc Quén ly Dugc) cép.

2) M#u thube.

Thoi gian ndp hd so truc tiép va miu thude: Co s& ding ky thude o6 thé nép
trong khoang thdi gian sau khi hd so ndp tryc tuyén dugre tiép nhin dén truée khi
hoan tét thii tuc ndp phi diing ky thudc theo théng bio cla hé théng.

3. N4p phi thim dinh hd so diing ky thudc :

Sau khi hd so ding ky thuc tryc tuyén duge tiép nhan, hé théng s& ty dong
théng bio mirc phi ding k¢ thubc phai ndp va co s& ding ky thude phéi ndp phi
ding k¥ thudc chim nhit 30 ngdy ké tir khi két thic ngp hd so tryc tuyén. Thai
gia:g tiép nhan hd so duge tinh bét ddu tir ngdy hoan thanh thu tue ndp phi ding ky
thudc. '

Trong giai doan trién khai thi diém, co s& dling k¥ thubc ¢6 thé ndp phi béng
c4ch chuyén khoan hodic np truc ti€p tai Cuc Quén 1y Dugc theo quy trinh hign
dang thyc hién.

4. Théng bdo két qua ding ky thube trye tuyén _

. Qué trinh xir Ly va két qua giai quyét dich vu cong ding k¥ thudc tryc tuyén
duge Cyc Quan 1y Duge théng béo cho timg hd so khi truy cép vao tii khoén ding
ky thuc truc tuyén clia co s& ding ky thudc. Két qué xir 1 hd so ding ky thude
tryre tuyén gdm c6 céc ti ligu sew: '

1) Céc céng vin théng bio két qua thdm dinh,

2) Quyét dinh cp sb dang k¥, Danh myc di kém quyét dinh, MAu nhan, T
huémg din st dung thudc/Tém tt dic tinh sin phdm, Gidy phép luu hanh thude
(6i véi thubc dugc clp sé ding ky).
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I T3 chie thye hign
1. Khuyén khich céc co s& dﬁnég ky thudc thue hién ding ky thude truc tuyén.
Trong thdi gian’ thtrc hién thi diém, cic co s c6 thé Iya chon ndp hd so dang ky

theo c4 hai hé théng (nép hd so hoan toin bing ban gidy hoic nép truc tuyén) & -

céc hd so khdc nhau,

2, Hai hé théng ndp hd so ding ky thude bang bén glay va nﬁp trye tuyen duoc
xem xét dgc lap theo quy dinh hxén hanh vé& déng ky thude. K&t qua tham dmh hd
¢ déng ky va cég sé dang ky thudc qua hé thﬁng dich vu cong déng ky. thudc 'h'l,!c
tuyén dugc tra bang van ban ¢o ky chit ky va dong dau dién tir do Ban Co yeu
Chinh phu cép c6 gla tri nhu céc ta1 ligu tuong ‘mg duge cip khi dang ky thudc
theo hé théng ndp ho so bing ban gidy.

3. Céc hd so ban glay da nﬁp trude ngdy cd huéng din nay khéng chuyén dbi sang
ban dién tir cho dén hét giai doan thi diém.

4, Cyc Quan ly Dugc phél hop cing don vi phat trién phén mém da x8y dyng tai
lidu va video huo'ng din sir dung hq: théng dich vy cﬁng h'uc tuyén mirc d6 4. D&
nghi céc don vi tai tai liéu huéng dan tai myc "H§ thong tlep nhan va xir Iy thi
tuc diing ky thude" trong trang di¢n tk htip://dav.gov.vn. daé nghlen ciu thue hlq:n
5. Quy trinh ndp hd so diing ky thudc trirc tuyén va quy trinh tiép nhan, xir Iy hd so
ding ky thubc tryc tuyén ciia Cuc Quén 1y Duge s& dugc Cuc Quan 1y Dwoc cap
nhét va cong bé trén trang dién tit http://dav.gov.va.

Cuc Quan ly Duoc thong bao de cic co s¢ ding ky, san xuﬁt thudc biét va
th1,rc hién. Trong qua trinh thyce hién, néu cd khé khin, vudng mée, d& nghi cac dom
vi lién hé vdi Van phong Cuc (Tel: 04.37366483), Phong Ping ky thudc (Tel:
04.37368258) ho#c cén bd k¥ thuit cla Viettel (Duong Xudn Linh, Tel:
097.258.4868; Vi Thi Gucmg, Tel: 097.582. 3927) dé duoc hd tro hoa.c c6 van ban
g vé Cuc Quarr ly Dugc dé kip thoi gidi quye.t
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Noi nhin:
- Nhur trén; |
* - BT. Nguyén Thi KIm “Tién (a8 b!c),
- Thix trudng L& Quang Cudng (48 blc);
- Cyc Quéin Y - B3 QP, Cyc Y té - B4 CA;
-Cuc Y té giao théng vin tai - B§ GTVT;
-Téng Cye Hii quan- B Thi chinh;
- Béo hiém XHVN;
-SoYté cactinh,ﬂﬁnhphé n'ucthuﬁc'['w
- _Céc BV, Vién ¢4 giudng bénh tryc thufic BYT;
- Tong Cong ty Duge VN;
- Hi§p hoi SXKDD;
TTBT&HEWDN Tap chiDuqc&thv&
Website Cyc QLD;
- Lwu: VT, DK.
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