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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

B DPéc lip - Tu do - Hanh phic
S6: 01/2018/TT-BYT Ha Noi, ngay 18 thang 01 nam 2018
THONG TU

QUY DINH GHI NHAN THUOC, NGUYEN LIEU LAM THUOC VA TO HUONG DAN SU
DUNG THUOC

Can cir Ludgt s6 105/2016/QH13 ngay 06 thang 04 nam 2016 vé dige;

Can cir Nghi dinh 56 54/2017/ND-CP ngay 08 thang 05 nam 2017 ciia Chinh phii quy dinh chi
tiét mot so diéu va bién phap thi hanh Ludgt dwoc;

Can cir Nghi dinh s6 43/2017/ND-CP ngay 14 thang 04 nam 2017 ciia Chinh phii vé nhan hang
hoa;

Can cir Nghi dinh sa 75/2017/ND-CP ngay 20 thang 06 nam 2017 cua Chinh phi quy dinh chirc
nang, nhi¢m vu, quven han va co cau té chire ciia B6 Y té;

Theo dé nghi cia Cuc truomg Cuc Quan ly Do,

Bé truweong Bé Y té ban hanh Thong te quy dinh ghi nhan thuéc, nguyén liéu lam thuéc va tor
hieong dan sir dung thuoc.
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QUOC HOI CONG HOA XA HQI CHU NGHIA VIET NAM
----- - Péc lap - Ty do - Hanh phiic

——————————eee

Luét s6: 105/2016/QH13 Ha Noi, ngay 06 thang 4 nam 2016

LUAT
| DUGC

' Can cir Hién phap meée Cong hoa xia hdi chii nghia Viét Nam;

Qucfc hoi ban hanh Ludt dwoc.

Chwong VIII
THONG TIN THUOC, CANH GIAC DUQC VA QUANG CAO THUOC

3. Can cr dé xay dung ndi dung thong tin thude bao gom céc tai liéu sau day, trir truong

hop théng tin quy dinh tai diém ¢ khoan 5 va diém a khoan 6 Diéu nay:
a) Duoc thu Quéc gia Viét Nam;

b) To hudéng dan sir dung thude di duoc Bo Y té phé duyét;

¢) Tai liéu, huéng dan chuyén mén cé lién quan dén thudc do Bo Y té ban hanh hoic

cong nhan.




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
e Poc lip - Tw do - Hanh phiic

S6: 40/2014/TT-BYT Ha Noi, ngay 17 thang 11 nam 2014

THONG TU

BAN HANH VA HUGNG DAN THUC HIEN DANH MUC THUOC TAN DUGC THUQC PHAM VI
THANH TOAN CUA QUY BAO HIEM Y TE

2. Quy bao hiém y té khong thanh toan déi vai cac truong hop:

a) Chi phi cac thude da duoc két cau vao  gia cua dich vu ky thuat, gia ngay giuong diéu tri (vi du: céac thude gay
té, gay mé, dich truyen su dung trong phau thuat, thu thuat hay thuc can quang dung trong chan doan hinh anh,
cac thude tay trung va sat khuan) hodc gia thu tron goi theo ca bénh theo quy dinh hién hanh;

b) Phan chi phi cua cac thude ¢6 trong danh muc da duge ngan sach nha nude chi tra;

¢) Thude ¢6 trong danh muc sir dung trong thir nghiém 1am sang, nghién ciru khoa hoc;

d) Cac thudc, 16 thude da c6 quyét dinh dinh chi hm hanh va thu héi ciia co guan cé thim quyén;
Str dung thudc khong phu hop véi chi dinh da ding ky trong hé so ding ky thude da duge phé duyét. >
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Déc ldp - Tu do - Hanh phiic

So: 01/2018/TT-BYT Ha Noi, ngay 18 thang 01 nam 2018

THONG TU

QUY DINH GHI NHAN THUOC, NGUYEN LIEU LAM THUOC VA TG HUONG DAN SU
DUNG THUOC

Chuong I

NHUNG QUY PINH CHUNG

Piéu 3. Vi tri nhin thudc, nguyén liéu lam thudc va to
hwéng din sir dung thudc

2. To hudng dan st dung thude 14 mot phan khong thé
tach roi ctia nhan thudc va duge chira trong bao bi ngoai
ctia thudc. Truong hop thude khong co bao bi ngoai, to
hudng dan sir dung phai duoc in hodc gan trén bao bi
tiép xuc truc tiép vai thudc.
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Chwong 11 i '
NOI DUNG CUA NHAN, TO HUONG DAN SU DUNG THUOC
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Chwong 11

NOI DUNG CUA NHAN, TO HUONG DAN SU DUNG THUOC
Muc 2. NOI DUNG TO HUONG DAN SU DUNG THUOC

Piéu 12. Nji dung tor huwong d?lll sit dung thudc

To huong dan st dung thudc bao gom nhiing ndi dung sau day:

. Tén thudc.
. Cac dau hi€u luu y va khuyén céo khi dung thuoc.
. Thanh phan cong thirc thudc.

Dang bao ché.

. Chi dinh.

. Cach dung, liéu dung.

. Chéng chi dinh.

. Canh béo va than trong khi dung thudc.
9.

Str dung thudc cho phu nit ¢6 thai va cho con bt

10. Anh hudng cua thude 1én kha ning 1ai xe, van hanh may moc.

11. Twong tac, trong ky cua thude.

12. Tac dung khong mong muén cia thude.

13. Qua liéu va cach xir tri.

14. Bac tinh dugc luc hoc (khong bat budc dbi voi thude khong ké don, thube duoc
liéu, thude cb truyén).

15. Bac tinh dugc dong hoc (khong bat budc dbi voi thude khong ké don, thube
duoc liéu, thude co truyén).

16. Quy cach dong goi.

17. Piéu kién bao quan, han dung, tiéu chun chét luong cua thudc.

18. Tén, dia chi cta co sé san xuit thude.
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Chwong 11 i '
NOI DUNG CUA NHAN, TO HUGl}I G DAN SU DUNG'THU(A)C
Muc 2. NOI DUNG TO HUONG DAN SU DUNG THUOC

Piéu 12. N§i dung to hwéng din sir dung thuoc

T& hudng dan sir dung thude bao gdm nhitng ndi dyge sau day:

1. Tén thude.

2. Cac dau hiéu luu ¥ va khuyén c3
3. Thanh phageeong thirc thude.
4. Dang bao ¢
5
6

. Chi dinh.
- Cach dung. 1 Sy JeEN y: To Huong dan
st dung phai dam bao
day dii cac ndi dung va
duogc trinh bay nhu quy
dinh trong Thong tu

hong ké don, thudc duoc

Ml bat bide doi vai thude khong ké don, thude
duoc liéu, thud
16. Quy céch g
17. Piéu kién bao quan, han dung, tiéu chun chét luong cua thudc.
18. Tén, dia chi ciia co s san xuét thudc.




Chuong II

NOI DUNG CUA NHAN, TO HUONG DAN SU DUNG THUOC
" Muc 2. NOI DUNG TO HUONG DAN SU DUNG THUOC

Piéu 12. Nji dung tor huwong d?lll sit dung thudc

To huong dan st dung thudc bao gom nhiing ndi dung sau day:

1. Tén thude.

2. Cac dau hiéu luu y va khuyen cao k

3. Thanh phan cong

4. Dang bao ché.

. Ch1 dinh y : A
6. Luwu v: quy dinh vé
;' Noi dung t6 HDSD
9. i trong thong tu
ERSIIF™  01/2018 c6 khac bigt
12. Ta so vO1 thong tu

13. Qua lieu¥ 201

14. Bic tig 06/2016 i ong ké don, thude dugc

15. Pac tinh duoc ¢
duorc liéu, thude co
16. Quy cach dong d@r.
17. Piéu kién bao quan, han dung, tiéu chun chét luong cua thudc.
18. Tén, dia chi ciia co s san xuét thudc.

461 vo1 thuoc khong ké don, thuoc
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Moéi co quan quan ly
N ctia cac Quoc gia khac
¥ nhau s& c6 huéng dan
khéac nhau vé trinh bay
g thong tin san
pham/Huéng dan st
dung

Can luu ¥ chinh sta
cho phu hop vo1 quy
dinh khi dang ky ¢ Viét
Nam

fppt.com

1. Name of the medicinal product

2. Qualitative and quantitative composition

3. Pharmaceutical form

4. Clinical particulars

4.1 Therapeutic indications

4.2 Posology and method of administration

4.3 Contraindications

4.4 Special warnings and precautions for use

4.5 Interaction with other medicinal products and other forms of interaction
4.6 Fertility, pregnancy and lactation

4.7 Effects on ability to drive and use machines

4.8 Undesirable effects

4.9 Overdose

5. Pharmacological properties

5.1 Pharmacodynamic properties

5.2 Pharmacokinetic properties

5.3 Preclinical safety data

6. Pharmaceutical particulars

6.1 List of excipients

6.2 Incompatibilities

6.3 Shelf life

6.4 Special precautions for storage

6.5 Nature and contents of container

6.6 Special precautions for disposal and other handling
7. Marketing authorisation holder

8. Marketing authorisation number(s)

9. Date of first authorisation/renewal of the authorisation
10. Date of revision of the text

Vidu: EMC (Anh): https://www.medicines.org.uk/emc/
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Chuwong 11

NOI DUNG CUA NHAN, TO HUONG DAN SU DUNG THUOC
Muc 2. NOI DUNG TO HUONG DAN SU DUNG THUOC

Piéu 13. Yéu cau chung ciia to hwong dan sit dung thuoc

3. Céac thubc co cung tén thudc, cung hoat chét, cung duoc liéu, dang
bao ché, cung duong dung, cung chi dinh va cing nha san xuat nhung
¢6 nhiéu thé tich, ham luong, néng dd hodc khdi lwong, quy cach
dong gb1 khac nhau va cung dugc phép luu hanh thi dugc ghi chung
trong mot t& huéng dan str dung thude. Truong hop ¢ noi dung khac
nhau gitta cac ham lugng, nong d6 cua thudc phai ghi cu thé cho ting
ham luong, nong do, thé tich, quy cach dong goi do.
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Chuwong Il
CACH GHI NHAN VA '
TO HUONG DAN SU DUNG THUOC
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Chuong Il

CACH GHI NHAN VA TO HUONG DAN SU DUNG THUOC

Thudc biét dwoc goc

fppt.com

TO HUONG DAN SU

DUNG THUOC

Thudc generic/
sinh pham twong ty

Thudc generic c6 thudc
biét dwoc goc tai VN

Thudc generic chwa cé
thudc BD goc tai VN

Cach ghi nhan va

td HDSD thudc




| Piéu 38. Cong bo ndi dung to hwéng din sir dung thuoc

3. Cac co so dang ky thudc, san xuat thude cé trach nhiém cap nhat, bo sung cac
- | ndi dung trong t& hudng dan str dung thude d6i véi cac thude generic, sinh pham

| trong tu phu hop véi cac ndi dung huéng dan st dung cua thudc thuéc Danh
muc thubc biét duoc géc, sinh phém tham chiéu tuong ing dugc dang tai trén
trang thong tin dién tor cua Cuc Quan ly Dugc theo quy dinh nhu sau:

| a) To hudng dan sir dung cua thude generic, sinh pham twong tw phai dam

bao phu hop véi to hudng dan sir dung ctia thude thuée Danh muc thude biét
duoc gdc, sinh pham tham chiéu tuong rng voi néng do, ham luong, hoat chat,
dang bao ché, duong dung cia thudc, trir cac thong tin khac nhau khong thé
tranh khéi (nhu: han dung, thanh phan ta duoc, tiéu chuan chat luong, thong sO
vé sinh kha dung, dir liéu duoc dong hoc, tac dung khong mong muon, két qua
nghlen ctru lam sang) Thong tin vé tac dung khong mong muon trong to hudng
dan str dung ciia thudc generic, sinh pham tuwong tu khong duoc it hon so véi
thudc biét dugc goc, sinh pham tham chiéu tuwong Gng, trir nhitng tac dung
khéng mong mudn cua biét dugc goc, sinh pham tham chiéu lién quan dén thanh
phan ta duoc ma ta duoc d6 khong c6 trong thanh phan cua thudc generic, sinh
phém tuong tu;
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Chuong Il

CACH GHI NHAN VA TO HUONG DAN SU DUNG THUOC

g

Cach ghi nhan va
td HDSD thudc

Biét duoc goc

¢
& A

T& HDSD duoc thiét 1ap dua vao ho so 1am sang

Thudc generic c6 thudc
biét dwoc goc tai VN

Thudc generic/
sinh pham twong tw

fppt.com

Thudc generic chwa cé
thudc BD goc tai VN

Td HDSD duoc thiét
12p dua vao HDSD
cua biét dugce goc

0 HDSD duoc thy
1ap dua vao:

- HDSD cap phép tai
nuéc tham chiéu

- Mot s tai lidu tha




j To hwéng dan sir dung dwoe ciap phép tai nwéc tham chiéu: Bao gom FDA
M§, MHRA (Anh), EMA (Chau Au), PMDA (Nhat), TGA (Uc), ANSM (Phap),
Dirc, DHP (Canada), Thuy Dién, Thuy S§. Td HDSD dugc st dung 1a to HDSD
L | méi nhat, cta cac san pham biét dugc gde. C6 thé tra ctru tai cac trang web:
A FDA (MYV): http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm
¥ EMA (chau Au): http://www.ema.europa.cu/ema/

EMC (Anh): https:// www.medicines.org.uk/emc/

TGA (Uc): https://www.ebs.tga.gov.au/

DPD (Canada): http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp

Nhat (PMDA): http://www.pmda.go.jp/PmdaSearch/iyakuSearch/

Phap (ANSM): http://base-donnees-publique.medicaments.gouv.fr/

Tai liéu tham khao:

Duoc thu Quéc gia Viét Nam, Dugc thu Anh (BNF), AHFS, Vidal Phap,
Micromedex, ...

Luu y: Cac tai liéu ndy co thé dé cap dén cac thong tin “off label”

fppt.com



Chuong Il i ’
~ | CACH GHI NHAN VA TO HUONG DAN SU DUNG THUOC

Piéu 14. Cach ghi tén thudc, tén nguyén liéu lam thudce
Piéu 15. Cac dau hiéu luu y va khuyén cao khi dung
thudc

Piéu 16. Thanh phan cong thirc thudc, ban thanh pham
thudc

Piéu 17. Dang bao ché

Cac Noi dung nay di dugc hudng dan RAT CHI TIET
trong thong tu #CAN TUAN THU HUONG DAN

fppt.com



Piéu 14. Cach ghi tén thudc, tén nguyén liéu l1am thudc
1. Tén thudc, nguyén liéu 1am thudc phai & vi tri dé thay, dé doc va phai cé
kich thudc 16n nhat so véi cac ndi dung bat budc khac trén nhin va to hudng
| dan sir dung thudc.
| 2. Tén thudc, nguyén liéu lam thudc duge ghi theo géc chir cai La tinh ...

Y 3. Tén thudc dugc ghi theo tén thuong mai hodc theo tén chung qudc té...Tén
“| thuong mai ctia thudc phai bao dam nguyén tic sau day:
a) Khong c6 tinh chat quang céo;
b) Khong gay hiéu lam vé thanh phan, xuat xt cta thudc. Trudng hop thude co
nhiéu thanh phan duoc chat, duoc liéu thi khong duoc sir dung tén cia ting
thanh phan dé dit tén thudc;
¢) Khong gay hiéu lam hodc mang tinh chat mo td qua mirc vé tac dung, hiéu
qua, chi dinh cua thudc;
d) Khong vi pham thuan phong, my tuc, truyén thong cua Viét Nam;
d) Khong gay xung dot vai cac doi tuong so hitu tri tué cia ca nhan, to chirc
khac dang dugc bao hg;
e) Khong tring hodc tuwong tu véi tén thudc da duoc cap gidy dang ky luu hanh
cua co so dang ky khac;
g) Khong duoc dat tén thude gidng nhau néu thude co thanh phan hoat chat
khac nhau;
h) Khong dugc dat tén thuéc khac nhau trong trufg’ng hop thudce C(’)‘ clng tat ca

1 ~. 1 . . 1°*AN 1 1 N 1 AN E Y
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Piéu 15. Cac dau hiéu lwu y va khuyén cio khi ding thudc

1. Cac dau hiéu luu y va khuyén céo khi dung thudc phai ghi trén nhan, to huéng dan
sir dung thudc, bao gom:

a) Cac dong chir: “Pé xa tam tay tré em”, “Poc k§ huéng dan sir dung trude khi dung”;
| b) DBéi véi thube ké don:

- Trén nhan bao bi ngoai: phai ghi ky hiéu “Rx” tai goc trén bén trai ctia tén thudc va

o= | dong chir "Thuoc ké don";

- To hudéng dan st dung thudc: phai ghi ky hiéu “Rx” tai goc trén bén trai cua tén
thudc; ghi dong chir “Thudc ndy chi dung theo don thudc”.

c) Pbi véi thude phai kiem soat dic biét hodc thude khac:

- Thudc phoéng xa: phai ghi dong chit “THUOC PHONG XA”, kiéu chit ¢am, in hoa;

- Thudc thude danh muc thude ddc theo quy dinh ctia BO Y té: phai ghi dong chit
khuyén céo: “THUOC POC”, kiéu chir dam, in hoa;

- Thudc phuc vu chuong trinh y té ctia nha nude: ghi dong chit: “Thudc chuong trinh,
khong dugc ban”;

- Thudc vién tro, vién trg nhan dao: ghi dong chir: “Thudc vién tro, khong dugc ban”;

- Thudc dung cho muc dich thir nghiém 14m sang: trén nhan phai ghi dong chir: “Thudc
dung cho thtr 1am sang. Cam dung cho muc dich khac”;

- P6i voi sinh pham tuong tu: phai ghi rd “tén sinh pham tuong ty” 1a sinh pham tuong
tu voi sinh pham tham chiéu “tén sinh pham tham chiéu”.

d) Cac dau hiéu luu ¥ va khuyén cao khac doi véi ting loai thude nhu sau:

- Thudc tiém: Trén nhin thudc tiém hodc truyén phai ghi cu thé day du hodc ghi tat
duong dung ctia thude tiém nhu sau: tiém bap (tb), tiém dudi da (tdd), tiém tinh mach

wpteol (ttm), tiém truyén tinh mach (tttm) hodc cac cach tiém cu thé khac;




Piéu 16. Thanh phan cong thirc thudc, ban thanh pham thuoc

1. Quy dinh chung:

¢) T hudng dan st dung thudc:

~  |-Ghi dﬁy du tén va ham luong, khoi luong hoac néng do cua tirng thanh phﬁn
* | duoc chat, duoc liéu trong cong thirc thude cho mot don vi chia liéu nhé nhat
hodc mdt don vi déng goi nho nhat va phai c6 dong chir “Thanh phan dugc
chat:” hodc “Thanh phan hoat chat:” trude khi ghi tén ciia cac thanh phan duoc
chat, dugc liéu trong cong thirc thudc;

- Ghi day du tén thanh phan ta duoc co trong cong thitc thude va dong chir
“Thanh phan ta dugc:” trude khi ghi tén ctia cac thanh phan ta dugc trong cong
thirc thude. Khong bat budc ghi thanh phan ta dugce da bay hoi hodc mat di
trong qua trinh san xuat va khong bat budc phai ghi khoi lugng, thé tich, ham
lwong hoic nong d6 cuia timg thanh phan ta dugc trong cong thite thudc;

- P6i véi vac xin: Phai ghi o thanh phan hoat chat tuong (g véi mdi don vi
licu;

- P6i véi sinh pham: Ham luong ctia sinh pham dugc thé hién theo don vi khoi
lugng, don vi hoat tinh sinh hoc hoic don vi quoc té ddi véi timg sinh pham;

2. Cach ghi tén duogc chat, ta duoc:

a) Tén dugc chat, ta duoc duoc ghi theo t€n chung quéc té hodc tén khoa hoc
ctia duoc chat, ta duoc;

b) Tén thanh phan dugc chat, td dugc khong yéu cau phai dich ra tiéng Viét.
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Piéu 16. Thanh phan cong thirc thudc, ban thanh pham thuoc

7. Pon vi do luong biéu thi ham luong, néng d0, khbi luong, thé tich:

Ham luong, nong do, khoi luong, thé tich duoc tinh theo don vi khoi luong, don vi
thé tich, don vi hoat luc hodc theo cac don vi thong dung khac, nhu sau:

a) Pon vi do khdi luong: dung don vi gam (viét tat 1a g), miligam (viét tat 1a mg),
microgam (viét tat 1a pg hodc meg) hodc kildgam (viét tat 1a kg). Néu khoi lugng nho
hon 1 mg thi viét dudi dang s6 thap phan (vi du: 0,25mg);

b) Pon vi do thé tich: dung don vi mililit (viét tat 1a ml), microlit (viét tat 1a pl hoac
mcl), hodc lit (viét tat 1a | hodc L). Trudng hop thé tich thudc nhé hon 1 ml thi viét
dudi dang s6 thap phan (vi du: 0,5ml);

c¢) Cac don vi do luong khac:

- C6 thé dung cac don vi hoat luc theo quy dinh quoc té cho mot s6 duge chat dic
biét;

- Céc don vi do ludng duge quoc té hoa va dung thong dung trong nganh y té nhu IU
va cac don vi hoat luc khac theo quy wdc qudc té d6i vai mot so duoc chat dic biét
khi dich ra tiéng Viét c¢6 thé gy hiéu nham trong cach st dung thi c6 thé giit nguyén
cach ghi don vi do luong duge quoc té, khong yéu cau dich ra tiéng Viét.

d) Truong hop duoc chat ¢ dang sir dung trong cong thirc thudc khac dang sir dung
dé tinh liéu thi phai quy d6i ham luong, nong do, khoi lugng sang dang tinh liéu trén
nhén bao bi ngoai va to hudng dan sir dung. Dang sir dung ctia duge chat bao gom
dang base, dang mudi, dang ngam nudce hodc cac dang khac cua dugc chat.

fppt.com
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Piéu 17. Dang bao ché

1. Dang bao ché cua thube duoc ghi cu thé 1a: vién nén, vién hoan,
vién nang cung, dung dich tiém, bdt pha tieém, thudc dit (n€u 10 vi
tri dat), thudc bot, thudc cdm hodc céac dang bao ché khéc theo quy
dinh ctia Duoc dién Viét Nam hodc cac Duoc dién Quéc té thong
dung khac.

2. Dbi véi to hudng dan st dung thude, ngoai cac ndi dung quy
dinh tai khoan 1 Diéu nay, phai bo sung cac thong tin sau day:

a) Phai mo ta dac diém bén ngoai cua thudc vé mau séc, kich
thude, thé chat, hinh dang hodc ddu hiéu bén ngoai ctia thube (néu
c0);

b) Péi v6i dang thudc vién co thiét ké ranh, can néu 1d thude cd bé
doi duoc hay khong;

¢) Néu rd thong tin vé do pH va néng dd osmol (néu co).
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Chuong Il

~ | CACH GHI NHAN VA TO HUONG DAN SU DUNG THUOC

. Picu 14. Cach ghi tén thudc, tén nguyén liéu lam thudc

'} Piéu 15. Cac dau hiéu luu y va khuyén cdo khi ding thudc
Picu 16. Thanh phan cong thirc thudc, ban thanh pham thudce
Piéu 17. Dang bao ché

Cac Noi dung nay da dugc huéng din RAT CHI TIET trong thong tu —
CAN TUAN THU HUONG DAN

Trong thuc té, to0 HDSD van vi pham kha nhiéu 16i
thudc cac ndi dung nay, dic biét luu v cac 16i lién quan
dén SAI SOT trong ghi ham luong, dudng dung, cong
thirc, dang bao ché ...
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Piéu 18. Chi dinh

Chi dinh cua thudc phai twong tmg vdi cong dung, dang bao ché,
duong dung ctia thudc. Thong tin vé chi dinh phai rd rang, cu thé
va phai néu dugc cac nd1 dung sau day:

1. Muc dich sit dung thudc: ghi rd muc dich st dung thudc, nhu:
diéu tri, ho tro diéu tri, phong (du phong), giam triéu ching.

2. Poi twong sir dung thudc (néu cé): ghi rd chi dinh hodc gidi
han chi dinh cho tirng nhém d6i twong su dung nhat dinh, co thé
phan loa1l theo nhom tudi hodc 1tra tudi hodc 2101 han nhém tudi
cu thé.

3. Cac diéu kién bo sung dé sir dung thudc an toan, hiéu qui
(néu cé).

Vi du: trong qua trinh diéu tri, can phai ph()i hop véi cac thude
hoac phuong phap khac de ting hiéu qua diéu tri hodc lam giam
tac dung khong mong mudn cua thude.

4
*
%
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Vé Chi dinh: mét so ton tai
- - Pang luu y nhat 13 sw khong thong nhat vé chi
dinh giira cac biét dwoc cita cung thudc dwoe chat.
(Chi dinh ctia cac thudc generic con nhiéu hon/ khac
thude goc)

- Chi dinh d6i khi viét qua van tat, thiéu muc dich st
dung/do1 tugng/cac dieu kién kém theo

- Chi dinh d6i khi ghi 1an cac thong tin khac (vi du
nhu tac dung duoc 1Y)

Luu y: luon tham khao HDSD

ciia biét dwoc goc tai VN/
nuwdc tham chi€u
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Piéu 19. Liéu dung, cach dung

1. Liéu dung:

a) Phai ghi ro liéu dung theo tirng dudng dung hoic/va theo ting
| chi dinh, phuong phap dung thudc.

" - Ghi 15 khodng thoi gian va thoi diém giita céc lin ding thude
trong ngay, cach dung thuoc dé dat hiéu qua cao nhat (vi du: uong
vGi nhiéu nuée, uéng truoc khi an);

- Ghi 16 tong liéu dung toi thiéu, tong liéu dung t6i da duoc
khuyén cdo, ghi rd gidi han vé thoi gian st dung thuoc (néu co).
b) Ghi r5 liéu dung va cach dung cho nguoi 16n, cho tré em (néu
c6). Liéu dung cho tré em phai ghi rd cho timg nhom tudi hoic
theo can nang;

¢) Ghi rd cac truong hop phai diéu chinh liéu cho cac doi tuong
su dung dac biét (néu cO) nhu: tré¢ em, nguo1 cao tuoi, nguo1 bénh
cO suy than, nguo1 bénh co suy gan hoac cac truong hop khac.
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Piéu 19. Liéu dung, cach dung

2. Cach dung:

a) Cach dung thudc phai ghi rd duong dung, thoi gian ding va cach dung thudc
dé dat hiéu qua cao nhat:...

ﬂ b) Déi véi thudc ké don:

Ngoai quy dinh tai diém a khoan 2 Diéu nay, phai bo sung thong tin vé cach
dung thudc cho tré em, cac doi tuong dac bi¢t va cac khuyén c4o can thiét khac
(néu co), cu thé nhu sau:

- Liéu dung phai duoc ghi cu thé theo timg nhom tuoi...

- Truong hop thudc khong san ¢ dang bao ché cho tré em, phai cung cap
thong tin vé pha ché dang thudc danh cho tré em tir bao nhiéu tudi stir dung sau
khi pha ché theo khuyén cdo cua nha san xuat;

- Truong hop thudc khong c6 chi dinh cho mot hoac tat ca cAc nhom tudi tré
em, liéu dung va cach dung phai dugc ghi rd theo mot trong cac cach trinh bay
sau day:...

- Céac truong hop khuyén céo can thiét vé liu dung va cach dung thudc (néu
co):...
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Liéu dung, cich dung: mjt so ton tai

-Thiéu liéu dung cho nhém bénh nhan dac biét: tré em,
ngudi cao tudi, bénh nhan suy gan/ suy than

-Viét liéu dung chung “liéu thuong dung”, chua viét
theo tirng chi dinh.

-Liéu dung chua phu hop véi dang bao ché.

- Cach dung chua chi tiét, cu thé nhu huéng dan

Lwu y: luén tham khéo day du

HDSD ciia biét dwoc goc tai
VN/nwéc tham chiéu




Vi du: Huéng dan lidu cta capecitabin theo tong liéu va theo dang bao ché
(tham khao https://www.medicines.org.uk/emc/)

Table 1 Capecitabine Tablets Dose Calculation According to Body
Surface Area

bose Level 1250 mg/m ? Number of Tablets to be Taken at
Twice a Day Each Dose (Morning and Evening)

Surface Area (m Total Daily 150 mg 500 mg
2y Dose - (mg)

£1.25 3000 0 3
1.26 to 1.37 3300 1 3
1.38 to 1.51 3600 2 5
1.52to 1.65 4000 0 4
1.66to 1.77 4300 1 4
1.78 to 1.91 4600 2 4
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"

Piéu 20. Chong chi dinh
=" | 1. Thubc c6 chong chi dinh thi phai ghi cu thé cac truong hop
| khong duoc dung thudc.
2. Thudc c6 chong chi dinh & tré em phai ghi r tré em trong do
tudi cu thé (tinh theo thang hoic nim) hoic nhém ngudi bénh phu
hop khac (vi du theo gidi tinh, can ning) voi timg chdng chi dinh
ctia thudc.
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Piéu 21. Canh bao va than trong khi dung thudc

1. Phai ghi rd cach phong ngira, than trong khi str dung thudc, tinh trang can than
trong khi dung thudc, khuyén céo dic biét khi dung thudc cho tré em, ngudi mac

5 bénh man tinh (nég coO thong tin). ’

2. Cac tinh trang can than trong khi dung thuoc:

a) Cac xét nghiém hodc tinh trang ctia ngudi bénh can danh gia trude khi st dung
thudc, bién phap can thiét dé giam thiéu nguy co phan tng c6 hai cho ngudi bénh
trong qua trinh str dung thudc;

b) Cac phan tng c6 hai nghiém trong can canh bao cho nhén vién y té;

c¢) Cac bién phap du phong va phat hién sdm cac tri€u chirng ctia phan rng c6 hai
nghiém trong;

d) Cac nguy co lién quan dén khai dau hoic tam nging diéu tri;

d) Cac d6i tuong dic biét cd nguy co cao xay ra phan tng c6 hai lién quan dén nhoém
thudc (cac phan ing nay thuong nghiém trong hoic thuong gip);

e) Cac dau hiéu, triéu chirng 1am sang hodc xét nghiém can theo ddi trong qua trinh
diéu tri. Cac xét nghiém bi anh hudng béi viée sir dung thudc;

g) Canh bao va than trong trén doi tugng bénh 1a tré em lién quan dén do an toan cua
thudc khi dung dai han (vi du anh huong 1én sy phat trién cua tré, sy phat trién tam

» than kinh, sinh dyc va céc trudng hop khéc);
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Piéu 22. Sir dung thudc cho phu nit ¢6 thai va cho con bi

.| 1. Su dung thude cho phu nit co thai:

a) Cung cap cac thong tin vé nguy co ctia thudc trén phu nit ¢6 thai.
Truong hop chua c6 du thong tin vé anh hudng cua thude ddi véi phu
nir co thai, phai néu ro “Khong co6 dir li¢u Ve st dung thude trén phu nit
co thai, chi nén dung thudc néu loi ich vuot troi so véi nguy co’’;

b) Cac khuyén céo st dung thudc cho phu nit c6 thai phai bao gom ndi
dung: st dung thudc & phu nit ¢6 kha ning mang thai hoic dang s
dung cac bién phap tranh thai, st dung thudc trong cac giai doan khac
nhau cua thai ky;

¢) B6 sung thong tin vé anh hudng cua thude 18n thai nhi, trong d6 phai
cung cap cac thong tin chinh vé anh hudng co thé co cua thudc 1én thai
nhi. Néu khong c6 thong tin vé doc tinh trén thai nhi, phai ghi rd trong
truong hop nay;

d) Cung cap khuyén céo vé viéc theo ddi thai nhi va tré so sinh c¢6 me
str dung thudc trong thoi ky mang thai (néu c6 thong tin).
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_ | Piéu 22. Sir dung thudc cho phu nit ¢6 thai va cho con bu
2. Sur dung thudc cho phu nit cho con bu:

Ghi cu thé theo ting truong hop nhu: nglg hoic tiép tuc cho
| con bu, ngimg hoic tiép tuc diéu tri (néu c6 day du thong tin).

Luu y: Theo thong tu 01/2018, cac
thong tin veé stt dung thuoc cho

PNCT va CCB can duoc trinh bay
trong myc riéng (Thong tu 06/2016
huéng dan dé cac thong tin nay trong
muc than trong khi dung thuéc)
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o

| Diéu 23. Anh hwéng ctia thuoc 1én kha niing 14i xe, vin hanh
may moc

¢ | 1. Ghi rd anh huong cta thuoc 1én kha ning 14i xe, van hanh may
moc thugc muc do nao sau day: khong anh hudng hoac anh
huong khong dang ké, anh hudng nhe, anh huong trung binh, anh
huong nang.

Truong hop chua c6 bang ching vé sy anh hudng cia thude do6i
kha nang la1 xe, van hanh may moc, phai n€u r0 “Chua co bé"mg
chimg vé anh hudng ciia thudc 1én kha ning 14i xe, van hanh may
moc".

2. Cung cap thém cac thong tin quan trong khac (néu cé) nhu
khoang thot gian cac anh huong nay thuyén giam va kha nang
dung nap thudc khi tiép tuc str dung.
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€ " Piéu 24. Twong tac, twong ky ciia thudc

* | 1. Tuong tac cua thudc:

a) Ghi day du cac tuong tac cia thudce véi cac thude khac va cac loai tuong tac
=+ khac (vi du: ruou, thuc pham, thirc dn) co thé anh hudng dén tac dung va hiéu
qua diéu trj cta thudc, cu thé nhu sau:

- Ghi 10 cac tuong tac thudc trong truong hop cac twong tic co ¥ nghia 1am
sang dua trén nhirng dac tinh dugce luc hoc va cac nghién ctru dugc dong hoc
ctia thudc;

- Ghi rd hu qua cia twong tac thudc: cac bicu hién 1am sang (néu cd), anh
huong cua tuong tac thude 1én nong do thude trong mau, cac thong s6 dugc
dong hoc cua hoat chat hodc chat chuyén hoa c6 hoat tinh, anh huong cua
trong tac thudc 1én cac két qua xét nghiém. Ghi rd cach thire xtr tri dé giam
thiéu hdu qua cua tuong tac;

- Ghi 1 co ché cua tuong tic néu co ché da rd rang. Néu khong ¢ nghién ciru
ndo vé tuong tic thude, can ghi rd trong phan nay:

- Cac tuong tac nghiém trong khac ctia thudc nhu: sy hap phu thude vao bao bi
doéng goi, bo tiém truyén.
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g
144

i Diéu 24. Twong tac, twong Ky ciia thude
| 2. Twong ky cua thude:

g a) Ghi cac thong tin vé tinh twong ky hoa hoc, vat 1y cua thudc véi cac thude
“| khac khi tron 13n hodc ding ddng thoi, dac biét voi nhitng thude duoc hoan

| nguyén hodc pha lodng trudce khi str dung theo duong tiém truyén tinh mach;

b) Trong trudng hop chua co du thong tin vé twong ky cua thude, ghi bo sung

thém cau: “Do khong c6 cac nghién ctru vé tinh twong ky cua thudc, khong

trén 1an thude nay véi cac thude khac”.

o
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¢ " Piéu 25. Tac dung khong mong muon ciia thuoc

* | 1. Ghi 8 cac truong hop nging sir dung thudce, cac truong hop phai thong bao
cho bac s¥, dugc si d6i véi cac phan (g co hai ¢ thé gip phai khi sir dung
“~| thudc hodc bao cdo cac phan ing c6 hai ciia thude vé Trung tim Thong tin
thudc va Theo ddi phan ung c6 hai cua thude.

2. Ngoai cac ndi dung quy dinh tai khoan 1 Diéu nay, phai ghi bo sung theo
bang tom tat cac phan Gmg co hai theo quy dinh (néu cd) sau day:

a) Bang tom tat cac phan ung c6 hai: duoc phan nhom theo tan suat: rat thuong
gap (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR <
1/100), hiém gip (1/1000 < ADR < 1/10000) va rat hiém gip (ADR <
1/10000);

Poi véi thude dugc lidu, thudc co truyén: chi yéu cau liét ké cac phan tng c6
hai, khong yéu cau phai phan nhom cac phan ing c6 hai theo tan suat.

b) Vi doi tuong ngudi bénh 13 tré em phai mo ta: dic diém veé tudi va muirc do
ctia phan Gng c6 hai trén d6i twong ngudi bénh nhi (néu ¢d); su khac biét co ¥
nghia lam sang gitta doi twong ngudi 16n va tré em (hoic cac nhom tudi cu the)
vé d6 an toan ctia thudc (néu cd). Trong truong hop thong tin nay da dugc dé
cap trong muc khac cia to hudng dan st dung, phai ghi cau chi dan dén muc

14 Val .
~rA thAna tin:
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- |Luuy vé Tac dung khong mong mudn ciia thudc
% | Theo diéu 38, diém 3, khoan a:

N TG hudng dan st dung cua thudc generic, sinh pham twong tu phai dam bao
== phu hop véi to huéng dan st dung ctia thude thuéc Danh muc thude biét duoc
géc, sinh phém tham chiéu tuong rng voi1 né)ng do, ham lugng, hoat chat, dang
bao ché, duong dung cua thudc, trir cac thong tin khac nhau khong thé tranh
khoi (nhu: han dung, thanh ph?ln ta duoc, tiéu chuan chéat luong, thong s6 vé
sinh kha dung, ditr liéu dugc dong hoc, tadc dung khong mong mudn, két qua
nghién ctru 1am sang). Thong tin vé tic dung khéng mong mudn trong to
hwéng din sir dung ciia thudc generic, sinh pham twong tw khong dwoc it
hon so v6i thudc biét dwoc goc, sinh pham tham chiéu twong vwng, trir
nhitng tac dung khong mong muon ciia biét dwoc goc, sinh pham tham
chiéu lién quan dén thanh phin ta dwoc ma ta dwoc d6 khong cé trong
thanh phan ciia thudc generic, sinh pham twong tu;
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| Diéu 26. Qua li¢u va cach xir tri

% 1 1.Qua liéu:

™ a) Ghi cy thé céc triu chimg va bi€u hién khi st dung thudc qué lieu: Ghi cu
= thé cac triéu chimg va dau hiéu ngd doc cap tinh, kha niang gy ra di tat (néu
c0);

b) Truong hop chua cé thong tin vé viée st dung thudc qua licu: ghi cu thé cau
“Khong c6 dit liéu vé str dung thudc qua liéu, khong dung qué licu chi dinh
ctia thudc”.

2. Cach xtr tri khi dung thudc qua liéu:

a) Ghi cu thé cac bién phap hoic cach xur tri qué licu, bao gom ca bién phap
theo ddi, str dung cac thudc chil van, doi khang, giai doc, phuong phap ting
cuong thai trir thude khoi co thé. Trudng hop chua co thong tin hodc thong tin
chua day du thi ghi dong chit “Tich cuc theo d&i dé co bién phap xtr tri kip
tho1”’;

b) Cung cap thong tin chuyén biét cho cac doi tugng dic biét nhu: nguoi cao
tuoi, phu nit ¢6 thai va cho con b, tré em, nguo1 co suy gan, suy than, ngudi
bénh c6 bénh man tinh mic kém theo (néu cO).
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B Picu 27. Thong tin vé duoc ly, 1Am sang
1. Pac tinh duoc luc hoc: Bao gém cac ndi dung sau day:
g a) Nhom duoc 1y va ma ATC ctia thude (néu cd);
b) M6 ta co ché tac dung cua thudc twong tmg véi cac chi dinh
| duoc phé duyét:

Luu y: chi ghi cac tic dung/co ché tac dung
twong ung vo1 chi dinh dugc phé duyét
(vi mot thuoc co thé duoc nghién cuu nhiéu tac

dung duoc ly khdac nhau, nhung khong phai tdc
dung nao ciing co lién quan dén chi dinh)
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| Piéu 27. Thong tin vé dwoc 1y, 1am sang
; | 2. Pac tinh duoc dong hoc: bao gdm cac ndi dung sau day:

'™ 3) bic tinh dugce dong hoc cua thudc (hap thu, phan phoi, chuyén hoa, thai tri,
“| va cac dic tinh khac) twong ng vai liéu duge khuyén cdo, ndng do va dang
bao ché cua thudc;

b) M6 ta sy khac biét giita cac yéu to (nhu tudi, gidi tinh, can ning, tinh trang
hut thudce, nguoi bénh ¢d suy gan, suy than) anh hudng dén cac thong s6 duge
ddong hoc. Néu nhitng anh huong nay co ¥ nghia lam sang, ghi rd bang cac
thong s6 dinh luong duoc;

¢) Mdi lién quan giira liéu, nong dd, thong so duoc dong hoc (ca tiéu chi danh
gia chinh, tiéu chi phy, tac dung khong mong mudn) va dic diém cta quan thé
ngudl bénh dugc nghién ctru;

d) Vi doi tugng nguoi bénh 14 tré em: ghi tom tat cac két qua tir nhitng nghién
ctru duge dong hoc trén nhitng nhom tudi tré em khac nhau va so sanh véi
nguoi 16n (néu c6). Chi rd cac dang bao ché duoc str dung cho cac nghién ciru
dugc dong hoc trén tré em, néu ro cac van dé khong chic chan do 2101 han st
dung trén nguoi bénh 1a tré em.
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€ Picu 27. Théong tin vé dwoc ly, 1Am sang

| 3. Dit liéu tir cac thtr nghiém 1am sang, phi 1am sang (néu c6):

é a) Tom tat nhitng két qua chinh duoc ghi nhan tir cac thir nghiém 1am sang 16n
hd trg cho chi dinh dugc phé duyét ctia thude (néu c6), bao gdm tbi thiéu cac

| thong tin sau day:

- M ta cac dic diém chinh ciia miu nghién clru;

- Ti€éu chi danh gia chinh;

- Tiéu chi danh gia phu (néu co);

- Két qua ctia nghién ctru lién quan dén tiéu chi chinh.

b) ,Cung cap cac thong tin chinh lién quan dén cac nghién ctru phi 1am sang

(n€u co).
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. Thong tu 01/2018/TT-BYT
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b3 Hudng dan rat chi tiét vé ca NQI DUNG va CACH GHI
thong tin, can tuan thu quy dinh

D3 c6 quy dinh “To huéng dan st dung cua thudc generic, sinh
pham tuwong tu phai dam bao phu hep vdi to hudng dan st
dung cua thudc thude Danh muc thube biét duoc géc, sinh phém
tham chiéu...” (TT 06/2016 va cac thong tu quy dinh vé nhan
thudc trudc day khong dé cap dén van dé nay) — Dé chuan hoa
cac to0 HDSD thudc & Viét Nam, can tham khao thOong tin to
HDSD cuia thudc biét dugc goc/sinh pham tham chiéu; trong
truong hop cac HDSD chuan nay chua cé/chua duge cong bo,
¢6 thé tham khao HDSD duoc phé dy¢€t ¢ cac nude tham chiéu.
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