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% e BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
by navs s UC QUAN LY DUQC Poc lap — tw do — hanh phuc

Sb: 363 /QLD-BPK Ha Noi, ngay 05 thdang 02 nam 2025

V/v huéng dan ké khai mot s6 thong
tin trén don dang ky gia han, cap gidy
dang ky lvu hanh thudc, nguyén liéu
lam thudc trén Hé théng Dich vu cong
truc tuyén vé diang ky thude

Kinh giri: Cac co diang ky, san xuat thudc, nguyén liéu lam thude

Cin ct Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo Y té quy dinh
viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Thong tu s6 16/2023/TT-BYT ngay 15/8/2023 ctua Bo Y té quy dinh viéc
dang ky luu hanh d6i v6i thude thuc hién gia cong, thudc chuyén giao cong nghé
tai Viét Nam,;

Cin ctr Quyét dinh s 5480/QD-BYT ngay 23/12/2015 cua Bo trudng Bo Y
té vé& viée trién khai dich vu cong truc tuyén muc do 4 trong linh vuc dang ky
thudc.

Pé dam bao ké khai thong tin trén don ding ky duoc day di, thong nhat, han
ché sai sot, Cuc Quan 1y Dugc hudng dan viéc ndp mot sb tai liéu va ké khai mot
sO thong tin trén trén don ding ky gia han, cap gidy ding ky luu hanh thudc,
nguyén liéu 1am thude trén Hé thong Dich vu cong tryc tuyén ddi véi 2 tha tuc cip
gidy ding ky luu hanh (TT-89) va thi tuc gia han gidy dang ky luu hanh (TT-90)
cu thé nhu sau:

1. Pon ding ky online: D& nghi cac Co sé ké khai thong tin trén don ding
ky day du, chinh xac thong tin thude, nguyén liéu va dam bao thong nhit trong hd
so dang ky thudc, trong d6 luu y ké khai phan tén hoat chét chuan ddi vé6i thude
héa duoc theo huéng dan tai Phu lyc 1 kém theo cong vin nay.

- Pdi v6i hd so dang ky thude gia cong, thude chuyén giao cong nghé, ngoai
don ding ky online, dé nghi ndp 01 ban don ding ky ban gidy ké khai day du céac
thong tin theo mau 2A/TT, 2B/TT ban hanh kém theo Théng tu sé 16/2023/TT-
BYT ngay 15/8/2023 ciia Bo Y té quy dinh viéc dang ky luu hanh dbi voi thude
thuc hién gia cong, thudc chuyén giao cong nghé tai Viét Nam.

- Cac thong tin thudc, nguyén liéu 1am thudc ké khai trén don dang ky online
1a tai lidu phap 1y duoc tham dinh, xem xét viéc cép, gia han gidy ding ky luu hanh
thudc, nguyén liéu 1am thude va thuc hién viéc cong bd thanh phan nguyén liéu
lam thudc trén hé théng dich vu cong truc tuyén.

2. Dbi voi cac tai liéu 13 mau nhdn, huéng din st dung thudc, tiéu chudn
chat luong thudc ndp trong hd so tryc tuyén:

Pé thuan tién cho qua trinh cong bd, tra mau nhén trén hé théng dich vu
cong truc tuyén, dé nghi Co so lap thanh 01 file riéng, khong ghép chung mau
nhan, huéng dan str dung thudc, tiéu chuan chit luong thude véi cac tai lidu khac



va ghi tén file 1a “Mau nhan”, “Hudng dan st dung thudc”, “Tiéu chuan chat lugng
thude”.

Cac co so dang ky thudc, nguyén liéu lam thube chiu trach nhiém toan dién
trudc phap ludt vé tinh chinh xac, hop phép, trung thyuc cia tat ca cac tai lidu trong
hod so diang ky thudc ndp trén Hé thdng dich vu cong truc tuyén va c6 trach nhiém
luu trix tai Co so day dit mot bo hd so ding ky thude bang ban gidy dé phuc vu hau
kiém.

3. Hudng dan ndp hd so dé nghi cip, gia han gidy dang ky luu hanh thudc,
nguyén liéu lam thudc xem tai liéu huéng dan duoc ding tai trén Website ctia Cuc
Quan ly Duogc: Co sé dang nhap vao tai khoan da dang ky véi Cuc Quan 1y Dugc,
xem hudng dan tai muc “Hudng dan su dung”, trén giao dién chon tén thu tuc dé
xem huéng dan chi tiét.

Trong qué trinh thyc hién, Cuc Quan 1y Dugc dé nghi cac Co s& (néu cb ¥
kién gbp y) ¢o van ban guri vé Cuc Quan ly Duogc hodc lién hé tryc tiép vO1 can bd
Phong Piang ky thudc: DS. Ngo Dinh Nhan, PT: 0782306244, email:
ngodnhan@gmail.com d¢ kip thoi hoan thién phan mém.

Cuc Quan ly Dugc théng bao dé cac co sé biét va thuc hién./.
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Phu luc

HUONG DAN KE KHAI TEN HOAT CHAT CHUAN TREN PON PANG
TREN HE THONG DICH VU CONG TRUC TUYEN

(Kém theo Céng van s6: 363 /OLD-DK ngay 05 thang0ndm 2025ciia Cuc QLD)

1. Pdi véi thi tuc ding ky cép, gia han gidy ding Ky lvu hanh thudc, nguyén
liéu 1am thudc (TT-89, TT-90):

Co s¢ dang nhap vao H¢ théng dich vu cong truc tuyén theo dia chi:
https.//dichvucong.dav.gov.vn. Lya chon va nhén tab “Pang ky hd so” cua Thu tuc TT-
90 hodc Thi tuc TT-89, chon muc “Thém méi hd so”, Co sd ké khai day du cac
thong tin theo huéng dan trén man hinh, trong d6 luu ¥ luya chon dung tén hoat chat
chuan dam bao dung véi ho so dang ky thude tai 6 “Thém thong tin hoat chat” dbi
voi thude héa duoge béng cach nhap mot ) ky tu dau cua tén hoat chat tai 6 “Hoat
chét chuin (3)”, hé thong s& goi ¥ hién thi cac tén hoat chat gidng véi cac ky tu
dau, Co sé lya chon dang tén hoat chét trong 6 nay.

Thudc c6 nhiéu thanh phﬁn hoat chét, dé nghi lvra chon déy du cac tén hoat
chét chuan ding ky trong ho so.

Trudng hop, 6 “Hoat chit chuan (3)” chua c6 tén hoat chét chuan, dé nghi
Co s0 lién h¢ voi Phong Dang ky thudc dé bo sung tén hoat chat chudn trén Hé
thdng dich vu cong tryc tuyén, cu thé nhu sau:

Thém théng tin vé hoat chat

THONG TIN HOAT CHAT
Tén hoat chét (1)

B I - e

Amoxicillin (dudi dang Amoxicillin trihydrate )

Ham lugng hoat chat (2)* ‘Don vi ham lugng hoat chat*
500 mg v
Hoat chat chuan (3)
amoy X
Amoxapine
Amoxicilin
T eeran =
Sulfamoxole 2

Tamoxifen

[J Hoat chat ban thanh pham

(1) Ghi chinh xéc dang ding cda dugc chat (mudi ester/cdc dang dén chat khac).
(2) Néu ligu ding tinh theo gic c6 téc dung duoc Iy cla duoc chat (géc base...), can bd sung thém thong tin vé ham luang duec chét duoc quy d6i ra gbc co téc dung dudc Iy nay. Néu duoc chét duge str dung dudi dang ban thanh pham d& tran thém ta duot, phéi
ghi day d ca cac thanh phan ta dugc o6 trong cong thirc bao ché céc ban thanh pham o6 chira dugc chat nay.

Cac phan thong tin khac: P& nghi Co sé ké khai day du cac thong tin theo hudng
dan trén Hé théng dich vu cong truc tuyén.

Sau nhi nhan nat “Luu ho so”, hd so chuan bi da duoc va hoan thanh, giao dién s&
tré lai “Danh sach hd so”.

* Ky va nop hd so true tuyén: Lya chon hd so vira méi tao trong phan “Danh
sach hd so” dé thuc hién ky dién tr va ndp ho so trén Hé théng truc tuyén./ .




