BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phiic

sé: 06  /2017/TT-BYT Ha Ngi, ngay O3 thang b nim 2017

THONG TU

Ban hanh Danh muc thude ddc va nguyén lidu dgc lam thude

Cdn cir Ludt dwoc ngay 06 thang 4 nam 2016;

Can cir Nghi dinh sé 63/2012/NP-CP ngay 31 thang 8 nam 2012 cua

Chinh phu quy dinh chirc ndng nhiém vu, quyén han va co cdu té chirc cua
Bo Y te;

Theo dé nghi cua Cuc truong Cuc Quan Iy Duoc,

B¢ truong Bo Y té ban hanh ¢ ‘Théng tu ban hanh Danh muc thuée déc va
nguyén liéu doc lam thuoe ",

Piéu 1. Pham vi diéu chinh J

Théng tu nay quy dinh nguyén tic xdy dung, ti€u chi lya chon thube d
nguyén liéu doc 1am thude; Danh muc thude ddc, nguyén liéu doc lam thude la
duge chat, thudc héa dugc; muc dich ban hanh va trach nhiém thuc hién.

Piéu 2. Nguyén tic xdy dung va tiéu chi lya chon thuoc, nguyén liéu
lam thubc vao Danh muc thube ddc, nguyén li¢u doc lam thudc

1. Nguyén tac xay dung Danh muc thudc doc, nguyén liéu doc lam thude:

a) Bao dam an toan cho nguoi str dung;

b) Bao dam viéc tiép can thude kip thoi cho nguoi dan;

¢) Phi hop véi thuc té sir dung, cung tmg thude cua Viét Nam;

d) Hoa hop véi céc nguyén tic, quy dinh trong phan loai thudc doc,
nguyén liu doc lam thude cia céc nude trong khu vuc va trén thé gioi;

d) Céan ctr vao to huéng dan s dung thudc da dugc phé duyét, Duge thu
Quéc gia, co s& dir liéu vé thudc trén thé g1d1, cac bai bao dugc dang tai trén cac
tap chi khoa hoc va cac tai liéu khéc ¢o lién quan.

2. Tiéu chi luya chon thudc, nguyén liéu lam thudc vao Danh muc thnlcf)c
doc, nguyén liéu doc lam thuoc:
Thude, nguyén liéu lam thude duge xem xét dé lva chon vao Danh

thudc doc, nguyén liéu doc lam thude trong truong hop c6 nguy co gay ra c_)t
hay nhiéu kha nang sau ddy & trén nguoi:

a) Kha nang gay ung thu (Carcinogenicity);
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b) Kha nang gay di tat bao thai hodc tré so sinh (Teratogenicity) hodc do
tinh doi véi su phat trién (Developmental toxicity);

[¢]

¢) Poc tinh ddi voi su sinh san (Reproductive toxicity);

d) Poc tinh bd phan co thé ngudi ¢ lidu thap (Organ toxicity at low
doses);

d) Kha nang gay dot bién gen (Genotoxicity).

Pidu 3. Danh muc thudc djc, nguyén li¢u djc lam thudce

Danh muc thudc doc va nguyén lidu doc lam thudc dugc ban hanh kém
theo Thong tu nay. |

Diéu 4. Muc dich ban hanh Danh muc thudc doc, nguyén liéu djc lam
thube '

Ban hanh Danh muc thudc doc, nguyén liéu doc lam thude 1a co s dé Lor
quan quan ly nha nude c6 thim quyén thuc hién quy dinh vé quan ly déi véi
thude dde, nguyén lidu doc lam thude trong kinh doanh, ghi nhan, ké don, cﬁp
phat, pha ché, bao quan, su dung, thanh tra, kiém tra, xir ly vi pham va céc hoat
dong khac c6 lién quan.

Piéu 5. Hiéu lwe thi hanh
Théng tu nay ¢6 hiéu lyc thi hanh ké tir ngay 01 thang 7 ndm 2017.

Didu 6. Ditu khoan chuyén tiép

1. Di véi cac thude, nguyén ligu lam thude da duoc cip gidy dang ky luu
hanh hodc duge cip gidy phép nhap khéu trude ngay Thong tu nay co hiéu luc,
cac co s dang tén trén gidy dang ky luu hanh, co s& nhép khau thudc, nguyen
liéu lam thube phai phén loai, cép nhat, bo sung cac thong tin lién quan dén w4|i{:c
phan loai thudc, nguyén liéu lam thude theo quy dinh cua Thong tu nay trén
nhin va t& hudéng dan sir dung thudc theo 16 trinh quy dinh tai Thong tu quy
dinh vé ghi nhan thubc, nguyén lidu 1am thuée do Bo truéng BY Y t€ ban hfmh
trude khi dua thude, nguyén lidu 1am thude ra luu thong trén thi truong.

2. Péi véi thube, duoc chit ¢o hd so ding ky tai Viét Nam hotic hd so
nhap khu thudc chua c6 gidy ding ky luu hanh tai Viét Nam da ndp tai Cyc
Quan ly Duoc truéc ngay Thong tu nay c6 hiéu luc nhung chua dugc cap gidy
dang ky lwu hanh hodic cép gidy phép nhap khau thi phai thyc hi¢n phan loai
theo quy dinh tai Thong tu nay.

Pidu 7. Trach nhi¢ém thi hanh

1. Trach nhiém cta co s& dugc, co sé kham bénh, chira bénh:

[—

~a) Thue hién cac quy dinh veé quan ly thubc doc, nguyén ligu doc|lam
thuéc trong Danh muc quy dinh tai Dieu 3 cua Thong tu nay theo Thong tu quy
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dinh chi tiét mot sé Piéu cia Luat duogc vé thuéc phai kiém soat dac biét do Bo
trudmg B Y té ban hanh;
b) Pé xuit sira ddi, bd sung Danh myc thudc doc, nguyén liéu doc lam

thuéc cho phd hop tinh hinh thyc té, bio dam dap tng kip thoi thubc phuc vu
cho cong tac phong bénh, chita bénh.

2. Trach nhiém cua Cuc Quan ly Dugc:
a) Chu tri, phdi hop véi cic co quan chire nang thyuc hi¢n Théng tu nay; |

b) Ra soat Danh muc thuoc doc, nguyén ligu doc lam thude va bao cdo Bo
truong Bo Y té trén co so dé xudt sira d01, b6 sung cua cac don vj quy dinh tai
Khoan 1 Piéu nay hoic ket luan cua Hoi ddng tu van cap gidy diang ky luu ha
thudc, nguyén liéu lam thude.

Trong qué trinh thyc hién néu co vén dé vudng mic, dé nghi céc co quan,
td chirc, ca nhan kip thoi phan 4nh vé Cyc Quén ly Duge (B Y té) dé xem xét,

giai quyet./..wy ’
r

/
_KT.BO TRU’O‘NG

Noi nhdn:

- Vin phong Chinh phu (Cong bao, Cng Théng tin dién
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- Bo truong Nguyén Thi Kim Tién;

- Cac Thir trudng B Y té:

- B¢ Tu phap (Cuc Kiém tra vin ban QPPL) _
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Quan y) B Giao théng van tai (Cuc Y té);
-S&'Y té cac tinh, thanh phé tryc thuge TW;
- Céc Vu, Cuc, Téng cuc, Vin phong B9, Thanh tra B§ -
BO Y té;

- Higp hdi Doanh nghiép dugc Viét Nam;

- Tong Cong ty Dugc Viét Nam

- Céng Thong tin dién tt B3 Y té;
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CONG HOA XA HQI CHU NGHIA VIET N

Dgc lap — Ty do — Hanh phic

DANH MUC
Thubc djc va nguyén liéu djc 1am thude

(Ban hanh kém theo Thong tw s6: 06 /2017/TT-B YT ngay O3 thang b nam 2017
ciia B truomg BG Y t6)

- Nguyén liéu doc/ Puong ding, dang bao ché cTa
Thudc chira nguyén liéu doc thude dc
1 Abirateron Udng: cac dang |
2 Acid valproic Udng: cac dang; Tiém: cac dang
3 Anastrozol Ubng: cac dang
4 Arsenic trioxid Tiém: cac dang
5 Atracurium besylat Tiém: cac dang
6 Atropin sulfat Tiém: cac dang
T Azacitidin Tiém: cac dang
8 | Bicalutamid Udng: cac dang
9 Bleomycin Tiém: cac dang
10 | Bortezomib Tiém: cac dang
11 | Botulinum toxin Tiém: cac dang
12 | Bupivacain Tiém: cac dang
13 | Capecitabin Uong: cac dang
14 | Carbamazepin Udng: cac dang
15 | Carboplatin Tiém: cac dang
16 | Carmustin Tiém: cac dang
17 | Cetrorelix Tiém: cac dang
18 | Chlorambucil Udng: cac dang
19 | Choriogonadotropin alfa Tiém: cac dang
20 | Cisplatin Tiém: cac dang
21 | Colistin Tiém: cac dang
22 | Conjugated Oestrogens Udng: cac dang
23 | Cyclophosphamid Ubng: cac dang; Tiém: cac dang
24 | Cyclosporin Ubng: c4c dang |
25 | Cytarabin Tiém: cac dang




T Nguyén liéu doc/ Pudng dung, dang bao ché ciia
Thudc chira nguyén liéu doc thude doc
26 | Dacarbazine Tiém: cac dang
27 | Dactinomycin Tiém: cac dang
28 | Daunorubicin Tiém: cac dang
29 | Degarelix Tiém: cac dang
30 | Desflurane Khi hoa long
31 | Dexmedetomidin Tiém: céc dang
32 | Docetaxel Tiém: cdc dang
33 | Doxorubicin Tiém: cac dang
34 | Entecavir Udng: cic dang
35 | Epirubicin Tiém: cac dang
36 | Erlotinib Udng: cac dang
37 | Estradiol Tiém: cac dang
38 | Etoposide Udng: cac dang; Tiém: cac dang
39 | Everolimus Udng: cic dang
40 | Exemestane Ubng: cac dang
41 | Fludarabine Tiém: cac dang
42 | Fluorouracil (5-FU) Tiém: cac dang
43 | Flutamide Udng: cac dang
44 | Fulvestrant Tiém: céc dang
45 | Ganciclovir Tiém: cac dang
46 | Ganirelix Tiém: cac dang
47 | Gefitinib Udng: cac dang
48 | Gemcitabine Tiém: cac dang
49 | Goserelin Tiém: cac dang
50 | Halothan Khi hoa long
51 | Hydroxyurea Udng: cac dang
52 | Ifosfamide Tiém: cac dang
53 | Imatinib Uong: cac dang
54 | Irinotecan Tiém: cac dang
55 | Isofluran Khi hoa long
| 56 |Lenalidomide Udng: cac dang
57 | Letrozole Udng: cac dang




TT Nguyén liéu doc/ Puong dung, dang bao ché cia
Thubc chira nguyén li¢u doe thuoce doe
58 | Leuprorelin (Leuprolide) Tiém: cac dang
59 | Levobupivacain Tiém: cac dang
60 | Medroxy progesterone acetate Tiém: cac dang
61 | Menotropin Tiém: cac dang
62 | Mepivacain Tiém: cac dang
63 | Mercaptopurine Udng: cic dang
64 | Methotrexate Ubng: cac dang; Tiém: c4c dang
65 | Methyltestosteron Udng: cac dang ;
66 | Mitomycin C Tiém: cac dang
67 | Mitoxantrone Tiém: cac dang
68 | Mycophenolate Udng: cac dang
69 | Neostigmin metylsulfat Tiém: cac dang
70 | Nilotinib Udng: cac dang
71 | Octreotide Tiém: cac dang
72 | Oxaliplatin Tiém: cac dang
73 | Oxcarbazepine Ubng: cac dang
74 | Oxytocin Tiém: cac dang
75 | Paclitaxel Tiém: cac dang
76 | Pamidronat disodium Ubng: cac dang; Tiém: cac dang
77 | Pancuronium bromid Tiém: cac dang
78 | Pazopanib Udng: cac dang
79 | Pemetrexed Tiém: cac dang
80 | Pipecuronium bromid Tiém: cac dang
81 | Procain hydroclorid Tiém: cac dang
82 | Progesterone Tiém: cac dang
83 | Propofol Tiém: cac dang
84 | Pyridostigmin bromid Tiém: cac dang
85 | Ribavirin Ubng: céc dang; Tiém: céc dang
86 | Rocuronium bromide Tiém: cac dang
87 | Ropivacaine Tiém: cac dang
88 | Sevofluran Khi hoa long
89 | Sirolimus Ubng: cac dang




Nguyén liéu doc/

Puong dung, dang bao ché ciia

L Thubc chira nguyén ligu doe thude doc

90 | Sorafenib Udng: cac dang

91 | Sunitinib Udng: cac dang

92 | Suxamethonium clorid Tiém: cac dang

93 | Tacrolimus Udng: cac dang; Tiém: cac dang
94 | Talniflumat Ubng: céc dang

95 | Tamoxifen Ubng: cac dang

96 | Temozolomide Udng: cac dang

97 | Testosterone Udng: cac dang; Tiém: cac dang
98 | Thalidomide Udng: cic dang |
99 | Thiopental Tiém: cac dang

100 | Thiotepa Tiém: cac dang

101 | Thymosin alpha I Tiém: cac dang

102 | Topotecan Udng: cac dang; Tiém: cac dang
103 | Triptorelin Tiém: cac dang

104 | Tritenoin (All-Trans Retinoic Acid) Ubng: cac dang

105 | Valganciclovir Ubng: cac dang

106 | Vecuronium bromide Tiém: cac dang

107 | Vinblastine Tiém: cac dang

108 | Vincristin Tiém: cac dang

109 | Vinorelbine Tiém: cac dang

110 | Zidovudine Ubng: cac dang

111 | Ziprasidone Udng: céc dang

* Danh muc nay bao gom ca cdc mudi cia cdc chat ghi trong Bang nay, khi ¢dc

mudi dé ¢6 thé hinh thanh va ton W

—

«rong Quoc Cuong
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