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Miu diu déng ding cho tra b miu nhiin, HDSD
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NGUYEN TAC GAN KY TU TRONG KY HIEU SO PANG KY THUOC, NGUYEN
LIEU LAM THUOC THEO QUY PINH TAI THONG TU 08/2022/TT-BYT

2: Duoc liéu

3: Vic xin

4: Sinh pham

5: Nguyén liéu 1am thube
6: Thudc gia cong

7: Thube chuyén giao
cong nghé

Nhém ky tw| S6
STT | trongsd [lwongki Nguyén tic gan ky tu Can cir phap ly, co s& ap dung
dang ky tuw

Ma Quéc gia |03 Thuc hién theo danh sach ma |Hé théng ma quéc gia theo Hi¢p
qudc gia dd duoc Lanh dao  |hoi ma s chau Au (GS1)
Cuc phé duyét tai phiéu trinh
sd 24/PK ngay 10/01/2023 va
Phiéu trinh s6 44/PK ngay
27/01/2023. Truong hop chua
c6 trong danh muyc, Phong dé
xut va bao cdo Lanh dao Cuc
dé ap dung théng nhat

2 Ma nhém (01 1: Héa dugc Theo quy dinh cia Luat Duoc,
thudc Thong tu 08, Thong tu 23 va can cir

hd so dang ky thude:

1. Thudc héa dwoc 13 thude c6
chira dugc chat d3 duge xac dinh
thanh phﬁn, cong thuc, do

tinh khiét va dat tiéu chuan lam
thudc bao gdom ca thude tiém duge
chiét xudt tir duge lidu, thude c6 két
hop duoc chét véi cac dugc lidu da
duoc chimg minh vé tinh an toan va
hiéu qua (Khoan 6, Diéu 2, Luat

dugc 105/2016/QH13).




2. Thudc dwge lidu 13 thude c6
thanh phéan tir dugc lidu va cé tac
dung dua trén bang chimg khoa
hoc, trir thudc ¢ truyén (Khoan 7,
Diéu 2, Luat duoc
105/2016/QH13).

3. Vic xin 1a thudc chira khang
nguyén tao cho co thé kha ning dap
ung mién dich dugc dung véi muc
dich phong bénh, chira bénh
(Khoan 13, Piéu 2, Luat dugc
105/2016/QH13).

4. Sinh pham 1a thudc duogc san
xuat bang cong nghé hodc qua trinh
sinh hoc tir chat hodc hdn hop céc
chét cao phan tir c6 ngudn gdc sinh
hoc bao gom ca dan xuat ciia mau
va huyét twong nguoi (Khoan 10,
Diéu 2, Luat duoc
105/2016/QH13).

5. Nguyén liéu 1am thudc 1 thanh
phan tham gia vao cdu tao cua
thudc bao gém duoc chit, dugc
li¢u, ta dugc, vo nang duoc su dung
trong qua trinh san xuat thude
(Khoan 3, Piéu 2, Luat dugc
105/2016/QH13)..

6. Thudc gia cong: 1a thudc da
duoc co quan quan 1y nha nudc vé
dugc c6 tham quyén cta Viét Nam
hoic nudc ngoai cap gidy dang ky
lru hanh hodc xuét khau san pham
hoac dugc co quan quan 1y nha
nude vé duoc ¢ thim quyén cia
Viét Nam hodc nudc ngoai cap
bang sang ché hodc thude da duoc
nghién ctru, phat trién boi chinh
Bén dit gia cong ddi v6i thude chua)




c6 s6 dang ky luu hanh ¢ Viét Nam.
Can ct vao hinh thue dang ky luu
hanh: Pon ding ky, Ho so ding ky
va KL ciia Hoi dong.

7. Thudc chuyén giao cong nghé:

Can ctr vao hinh thue dang ky luu
hanh: Pon diang ky, Ho so dang ky
va KL cua Hoi dong.

Ma phéan loai
thuéc ké don

0: Thubc khong ké don
1: Thude ké don

Theo danh muc thudc khong ké don
theo quy dinh cta Thong tu
07/2017/TT-BYT va cin ctt hd so
dang ky thudc

- Néu thude thudc Danh muc thude
khong ké don: Phan loai 1a thube
khong ké don.

- Thube khong thuoc Danh muc
thudc khong ké don: Phan loai 1a
thudc ké don

- Truong hop con chua rd: Céan cu
vao viéc ty phan loai cia Doanh
nghiép ghi trén don va ¥ kién tham
dinh cta chuyén gia ghi trong bién
ban thAm dinh hodc mau nhan,
hudng dan sir dung da duge phé
duyét trong truong hop thude gia
han

Ma phan loai
thudc kiém
soat dac biét

0: Thudc khong kiém soat dic
bict

1: Thubc gay nghién, chira
dugc chit giy nghién

2: Thudc hudng than, chira
duogc chat huéng than

3: Thudc tién chét, chira tién
chét

4: Thube doc

Theo danh muc thude kiém soat dic
biét theo quy dinh ctia Thong tu
20/2017/TT-BYT , Thong tu
06/2017/TT-BYT va cin cit hd so
dang ky thude




5: Thudc cam dung cho cac
bd, nganh

6: Thudc phong xa

5 Ma tha ty (04 S4 thir tu cua thude duoc cép Danh s tu dong theo thtr tu cép
cap trong nam, bao gém ca thudc
trong nude/ thude nudc ngoai/
véc xin - sinh phim
6 Ma nam cip |02 2 s6 cubi ctia nam cap Danh s ty dong theo nim cap

Ngudn: Quyét dinh 242/QP-QLD nim 2023




