
BOYTE CONG HOA XA HOI CHU NGHiA VIET NAM. . .
DQe I~p - TI}'do - H~nh phuc

S6: 120211TT - BYT Ha N(Ji,ngay thdng nam 2021

THONGTU

Sua dBi, bB sung mQt sa di~u ella Thong tir sa 2112018ITT - BYT
ngay 12 thang 09 nam 2018 ella BQ trirong BQY t~ quy djnh vi~c dang ky

hru hanh thuac cB truyen, duoc Ii~u

Can cu LU(J,tdirac s6 105120161QH13 ngay 06 thdng 4 ndm 2016;

Can cu Nghi dinh s654120171ND-CP ngay 08 thang 5 ndm 2017 cua Chinh
phu quy ainh chi tiit mot s6aiJu va bien phap thi hanh Ludt duoc;

Can cu Nghi dinh s6 155120181ND-CP ngay 12 thang 11 ndm 2018 cua
Chinh phu sua d6i, b6 sung mot s6 quy dinh lien quan din diJu kien adu tic kinh
daanh thuoc pham vi quan If;nha nuoc cua B(JY ti;

Can cu Nghi dinh s6 75120171ND-CP ngay 20 thang 6 nam 2017 cua Chinh
phu quy dinh chuc nang, nhiem v¥, quyen han va co cdu t6 chuc cua B(JY ti;

Thea dJ nghi cua C¥c truang C¥c Quan If;Y, du9'c c6 truyJn,

B(J truang B(J Y ti ban hanh Thong tu sua a6i, b6 sung m(Jt s6 aiJu cua
Thong tu s6 21120181TT - BYTngay 12 thang 09 nam 2018 eua B(J truang B(J Y
d quy ainh vi¢c dang kY luu hanh thu6c c6 truyJn, du9'c li¢u.

Di~u 1.Sua dBi, bB sung mQt sa di~u cllaThong tu sa 2112018/TT - BYT
ngay 12 thang 09 nam 2018 clla BQtruo-ng BQY t~ quy dinh vi~c dang ky luu
hanh thuac cB truy~n, dUQ'cIi~u

1. Sua dBi, bB sung Di~u 1 nhu sau:

"Thong tu nay quy dinh chi tilh cac n9i dung sau day:

1. TruOng hgp thu6c c6 truySn duQ'cB9 Y tS cong nh~n miSn thu lam sang;
tieu chi xac dinh truOng hgp miSn m9t s6 giai do~n thu lam sang, phai thu lam
sang giai do~n 4, phai thu lam sang d~y du cac giai do~n va yeu c~u vS dfr li~u
lam sang dS bao dam an toan, hi~u qua trong h6 sa dang kY luu hanh thu6c c6

,
truyen.

2. H6 sa, thu t\lC c&p, gia h~n, thay d6i, b6 sung gi&y dang ky luu hanh
thu6c c6 truYSnva duQ'Cli~u.

---------------- - - - - - - - - - - - - ----- - --
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3. Thu h6i giay dang ky luu harm thuoc e6 truyen, duoc lieu.

4. HQi d6ng tu v~n e~p gi~y dang ky luu hanh thuoc e6 truyen, duoc lieu
(Sau day goi t~t la HQi d6ng tu van) va chuyen gia tham dinh h6 sa dang ky luu
harm thuoc e6 truyen, duoc lieu."

2. Sua d8i khoan 2 va khoan 3 Di~u 3 nhu sau:

"2. C6phuong (phuang thu6c c6) la cac bai thu6e diroc ghi trong sach vS
y hoc e6 truyen hoac bai thuoc diroc ghi trong Diroc di@ncac mroc do BQY tS t~p
hop, ban hanh trong Danh muc bai thu6e e6 phuang.

3. C6 phuong gia giam la thuoc e6 phuong co tang hoac giam vS s6 vi
thuoc, ham hrong cua tirng vi thuoc d@lam tang hieu qua dieu tri, giam dQe tinh
cua bai thuoc phil hop voi benh hoac chUng b~nh thea ly lu~n eua y hQee6 truySn."

3. B8 sung khoan 6,7 va khoan 8 Di~u 3 nhITsau:

"6. Thay d6i Ibn la nhfrng thay d6i co anh huang r5 r~t, tl1!e tiSp dSn eh~t
luqng, an tofu1va hi~u qua eua thu6e e6 truySn, duqe li~u duqe quy dinh t~i Phv
Ive II ban hanh kern thea Thong tu nay.

7. Thay d6i nh6 la nhfrng thay d6i khong anh huang ho~e anh huang r~t it
dSn hi~u qua, eh~t luqng va an toan eua thu6e e6 truySn, duqe li~u duqe quy dinh
t~i Phvlve II ban hanh kern thea Thong tu nay.

8. Gidy chUng nhcJnsan phdm du<),cphdm - Certificate of Pharmaceutical
Product (viit tat la CPP) la gi~y chUng nh~n duqe e~p thea H~ th6ng chUng nh~n
eh~t luqng cae san ph~m duqe ph~m luu hanh trong thuang m~i qu6e tS eua T6
chile Y tS thS giai (WHO)".

4. Sua d8i, b8 sung khoan 2 va khoan 4 Di~u 4 nbITsau:

"2. Quy dinh vS ehu~n bi h6 sa:

a) TruOng hqp nQp h6 sa tf\fe tiSp ho~e qua dUOng buu di~n: H6 sa dang
ky phai duqe ehu~n bi tren kh6 gi~y A4, dong eh~e eh~n. H6 sa phai co trang bia,
to thong tin san ph~m, s~p xSp thea dung trinh tl,l'eua mve Ive, co phan each gifra
cae ph~n; cae ph~n phan each phai duqe danh s6 thil tl,l'va co d~u xae nh~n eua
ea sa dang ky ho~e ea sa san xu~t a trong toan bQ h6 sa; rieng tieu ehufrn eh~t
luqng, phuang phap ki@mnghi~m, phiSu ki@mnghi~m thu6e e6 truySn, duqe li~u
phai co ehfr ky eua nguoi co th~m quySn va d~u xae nh~n eua nha san xu~t.

b) TruOng hqp nQp h6 sa trl,l'etuySn: H6 sa dang ky phai duqe ehu~n bi
b~ng file word ho~e file pdf, danh s6 trang timg ph~n; duqe s~p xSp thea dung
trinh tl,l'eua mve Ive; rieng tieu ehu~n eh~t luqng, phuang phap ki@mnghi~m,

~
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phieu kiem nghiem thuoc c6 truyen, duoc lieu phai co chtt ky cua nguoi co tham
quyen va d~u xac nhan cua nha san xu~t."

"4. TO'hu6ng d~n sir dung cua thuoc c6 truyen theo quy dinh vS each ghi
to' hu6ng d~n su dung thuoc cua BQY tS, co dong d~u giap 1ai cua co sa dang ky.
NQidung vS chi dinh va each dung phai thS hien ra duoc thS benh y hoc c6 truyen.
Khong yeu cAu to' hu6ng d~n sir dung d6i voi vi thuoc c6 truyen."

5. Sua <f8i <fi~mc khoan 5 Di~u 4 nhir sau:

"c) Truong hop co sa dang ky khac co sa san xu~t thi gi~y chirng nhan du
diSu kien kinh doanh duoc cua co sa dang ky la ban sao co chirng thuc hoac ban
sao do co sa san xu~t tir dong d~u xac nhan."

6. Sua <f8i, b8 sung <fi~ma khoan 6 Di~u 4 nhU' sau:

"a) Gi~y chUng nh~n san phAmduqc phAm (CPP); Gi~y phep san xu~t, kinh
doanh duqc do co quan quan 1ynha nuac co thAm quySn nuac ngoai c~p; Gi~y
chUng nh~n d?t tieu chuAn th\Ic hanh t6t san xu~t thu6c (gQi t~t 1aGMP); Gi~y
phep thanh l~p Van phong d?i di~n t?i Vi~t Nam (cac gi~y to' tren gQi chung 1a
gi~y to' phap 1y)phai 1aban chinh ho~c ban sao co chUng th\Ic:

- Ban chinh phai co dAy du chu kY, ten nguO'i kY va d~u xac nh~n cua co
quan qWln1ynha nuac co thAmquySn cua nuac c~p; chu kY, ten, chuc danh nguO'i
kY va d~u cua co quan nha nuac co thAmquySn c~p phai duqc hqp phap hoa 1anh
sg theo quy dinh cua phap 1u~tvS hqp phap hoa 1anh sg, tru truOng hqp cac gi~y
to' phap 1ydo co quan quan 1ynha nuac co thAmquySn cua cac nuac c~p da co kY
kSt Hi~p dinh tuang trq tu phap vai Vi~t Nam;

- Ban sao co chUng th\Ic phai do co quan, t6 chuc co thAm quySn cua Vi~t
Nam chUng thgc theo quy dinh cua phap 1u~tVi~t Nam vS chUng thgc ban sao tu
ban chinh. Trong truOng hqp cAnthiSt phai xu~t trinh ban chinh dS d6i chiSu;

- TruOng hqp gi~y to' phap ly duqc c~p 1aban di~n tu, bao g6m ca truOng
hqp khong co du chu ky, ten nguO'i ky va d~u xac nh~n cua co quan quan ly nha
nuac co thAmquySn cua nuac c~p gi~y to' phap ly, co sa dang ky phai nQPthem
mQt trong cac gi~y to' sau day:

Till li~u chUng minh gi~y to' phap ly khong yeu cAu chu kY, d~u xac nh~n
cua co quan quan ly nhft nuac co thfim quySn theo quy dinh cua phap lu?t nuac
sa t?i (nSu gi~y to' phap 1ykhong co chu kY, d~u xac nh~n cua co quan quan ly
nha nuac co thAm quySn c~p); kSt qua t\I tra cUu gi~y to' phap 1ytu website chinh
thuc cua co quan co thAm quySn c~p gi~y to' do, co dong d~u xac nh~n cua co sa
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kern thea van ban cung c~p thong tin vS dirong d~n tra ciru. CO'sa dang Icy phai
chiu trach nhiem tnroc phap lu~t vS tinh hQ'Pphap, tinh chinh xac cua cac gi~y to,
thong tin nay va kSt qua tv tra ciru cua co sa.

Gi~y ta phap ly duoc hQ'Pphap hoa lanh S1,1'thea quy dinh (ban chinh hoac
ban sao chimg thirc).

- Gi~y to phap ly trong h6 so phai con hieu 11,1'ctai thai diSm tiep nhan ghi
tren Phieu tiSp nhan h6 so va phai duoc thS hien bang tieng Anh hoac tieng Viet,
tnrong hQ'Pgi~y tc phap ly khong phai la ban tieng Anh hoac tieng Vi~t thi co sa
dang ky phai cung c~p them ban dich cong chirng b&ng tieng Viet. Truong hQ'P
gi~y CPP khong ghi thai han hieu 11,1'cthi thai han hieu 11,1'cduoc tinh h124 thang
kS tu ngay c~p."

7. Sua dBi, bB sung di~m b khoaD 6 Di~u 4 nhu sau:

"b) Gi~y CPP phai dap (mg cac quy dinh t?i diSm a khoan nay va dap (mg

cac quy dinh sau day:

- Do cO'quan quan ly duQ'c co th~m quySn (thea danh sach cua WHO tren
website http://www.who.int) ban hanh, c~p thea m~u cua T6 chuc Y tS thS giai
(WHO) ap d\lng d6i vai H~ th6ng chung nh~n ch~t lUQ'llgcua cac san ph~m duQ'c
lUllhanh trong thuO'llgm?i qu6c ts;

- TruOng hQ'Pthu6c co S1,1'tham gia san xu~t bai nhiSu cO'sa san xu~t khac
nhau thi CPP phai ghi ro ten, dia chi, vai tro cua tUng cO'sa san xu~t do;

- TruOng hQ'PCPP khong co thong tin cO'sa san xu~t thu6c dap (mg GMP,
cO'sa dang Icy phai n9P kern gi~y ch(mg nh~n GMP cua t~t ca cac cO'sa tham gia
san xu~t.

- Co xac nh~n thu6c duQ'cphep lUllhanh anuac san xu~t. TruOng hQ'Pthu6c
khong duQ'c c~p phep lUll hanh a nuac san xu~t ho~c da duQ'c c~p phep nhung
thl,l'ctS khong lUll hanh a nuac san xu~t, cO'sa dang ky phai cung c~p Gi~y CPP
co xac nh~ thu6c duQ'c lUll hanh a m9t trong cac nuac rna thu6c da thl,l'ctS lUll
hanh.

- Cac thong tin thS hi~n tren CPP phai th6ng nh~t vai cac thong tin co lien
quan trong h6 sO'dang kY thu6c".

8. BB sung khoan 8 Di~u 4 nhu sau:

"8. Gi~y ta phap ly cua cO'sa san xu~t ta duQ'c, vo nang, ban thanh phAm
duQ'c li~u va duQ'c li~u dS san xu~t thu6c c6 truySn co thS la m9t trong cac lo?i
,

giay ta sau:
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a) Giay chirng nhan GMP;

b) Gi~y phep san xu~t co xac nhan nQi dung co So' san xuat dap irng GMP;

c) Chung nhan phu hop chuyen luan Duoc di@nChau Au (CEP);

d) CPP cua ta diroc, vo nang, ban thanh pham duoc lieu neu tren CPP co
thong tin vS GMP;

d) D6i voi ta duoc trong h6 so dang ky thuoc c6 truyen: Truong hop khong
cung c~p diroc gi~y to quy dinh tai mot trong cac diem a, b, c, d khoan nay, co So'
san xuat thuoc thanh pham, ban thanh pham thuc hien tir danh gia viec dap irng
thirc hanh t6t san xuat cua co So' san xu~t ta duoc theo quy dinh tai diSm d khoan
1 DiSu 3, diem b khoan 3 DiSu 3 va diem d khoan 5 Dieu 20 Thong tu s6
35/2018/TT-BYT ngay 22 thang 11 nam 2018 cua Bo tnrong BQYte quy dinh vS
thuc hanhtot san xu~t thu6c, nguyen li~u lam thu6c va tl,l cong b6 trong h6 so
dang kY thu6c vS nguyen t~c, tieu chuAnthl,lchanh t6t san xu~t rna co So' san xu~t
ta duQ'c dap (rng va cam k@tchiu trach nhi~m truac phap lu~t vS cong b6 nay
theo M~u 01fTT ban hanh kern theo Thong tu nay."

9. BB sung khoan 9 Di~u 4 nhU' sau:

"9. Quy dinh chung vS sua d6i, b6 sung h6 so dS nghi c~p gi~y dang kY luu
hanh

a) Thai gian co So' dang kY sua d6i, b6 sung h6 so khong qua 90 ngay k@ill
ngay co van ban yeu cfiu cua co quan ti@pnh~n. Thai gian co So' dang kY sua d6i,
b6 sung h6 so khong tinh vao thai h~n xem xet h6 so. N@uqua thai h~n 90 ngay
thi h6 so dang kY khong con gia tri va co So' phai thl,lchi~n l~i thu t\lCdang ky, tru
truOng hgp trong cong van thong bao co nhung nQi dung yeu cfiu sua d6i, b6 sung
cfin co thai gian dai han d@thl,lChi~n nhu:

- Ki@mnghi~m tieu chuAn ch~t luqng thanh phAm.

- B6 sung GMP/CPP ho~c gi~y ta phap ly khac.

- B6 sung du li~u nghien cUu dQ 6n dinh mai theo yeu cfiu cua C\lCQuan
ly Y, duQ'cc6 truySn.

D6i vai truOng hgp cfin keo dai thai gian theo quy dinh tren, co So' duQ'c
keo dai thai gian sua d6i, b6 sung h6 so nhung khong qua 120 ngay kS tu ngay
nh~n duQ'cvan ban yeu cfiu sua d6i, b6 sung cua co quan tiSp nh~n.

b) CO So' chi dUQ'cphep sua d6i, b6 sung khong qua 02 lfin d6i vai cling mQt
nQi dung yeu cfiu sua d6i, b6 sung. NSu qua s6 lfin sua d6i, b6 sung neu tren thi



6

C\lCQuan ly Y, duoc c6 truyen tra lai h6 so cho co sa dS thuc hien viec dang ky
nhu l~n d~u."

10. Sua dBi, bB sung Di~u 7 nhtr sau:

"DiSu 7. Truong hop thu6c c6 truyen diroc mi@nthir lam sang tai Viet Nam

1. Thu6c c6 truyen diroc BQY tS cong nhan mi@nthir lam sang bao g6m
cac thuoc co nguon g6c, xuat xu cong thirc thuoc cac tnrong hop sau:

a) Vi thuoc c6 truyen;

b) C6 phuong;

c) Bai thuoc gia truyen da diroc c~p gi~y clnrng nhan bai thuoc gia truyen
theo quy dinh cua phap lu~t, co tac dung, chi dinh thS hien ra diroc thS benh y hoc
c6 truyen, da diroc thir dQc tinh c~p va ban tnrong di@ndS bao dam an toan, hieu
qua;

d) Thu6c c6 truyen da duQ'cmi@nthir lam sang co thay d6i d~ng bao chS
nhung khong thay d6i thanh ph~n, ham luqng, chi dinh, tac d\lng va duang dung;
da duQ'cthir dQctinh c~p va ban truang di@ndS bao dam an toan, hi~u qua;

d) C6 phuang gia giam co tai li~u, dfr li~u chUng minh ho~c phan tich, bi~n
giai vi~c gia giam phu hqp v6i ly lu~n cua y hQc c6 truySn. Truang hqp gia giam
rna thanh ph~n co duQ'c li~u thuQc danh m\lCduQ'cli~u dQcdo BQ truang BQY tS
ban hanh thi phai thir dQctinh c~p, ban truang di@ndS bao dam an toan, hi~u qua;

e) La san phAm thuQc dS tai nghien cUu khoa hQc c§.ptinh va tuang duang
tra len vS thu6c c6 truySn duQ'c nghi~m thu dS tai do HQi d6ng khoa hQc cua
tinhlthanh ph6 xet duy~t va Uy ban nhan dan tinhlthanh ph6 ra quySt dinh ho~c
do BQ chu quan nganh xet duy~t theo quy hi~n hanh; co tac d\lng, chi dinh thS
hi~n ra duQ'c thS b~nh y hQc c6 truySn va da duQ'c thir dQc tinh c~p, ban truang
di@nva tac d\lng duQ'Cly dS bao dam an toan, hi~u qua, tru truang hqp quy dinh
t~i DiSu 10 Thong tu nay;

g) Thu6c c6 truySn co chi dinh dva tren dfr li~u nghien CUulfun sang theo
quy dinh vS thir thu6c tren lam sang cua BQ Y tS da duQ'c c~p gi~y dang ky luu
hanh va luu hanh tren 10 nam tra len, khong phat hi~n them cac tac d\lng khong
mong mu6n va phan Ung co h~i cua thu6c ho~c thu6c c6 truySn chua co dfr li~u
lam sang da duQ'cc~p gi§.ydang kY luu hanh va luu hanh tren 5 nam tra len, khong
phat hi~n them cac tac d\lng khong mong mu6n va phan Ung co h~i cua thu6c ho~c
thu6c c6 truySn;
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h) Gia giam til nhfrng bai thuoc da diroc c~p gi~y dang ky hru hanh va hru
hanh tren thi wang S nam tro len, tnr cac thuoc c6 truyen co chi dinh dua tren du
lieu nghien ciru lam sang theo quy dinh v~ thir thuoc tren lam sang cua BQY tS,
khong phat hien them cac tac dung khong mong muon va phan irng co hai cua
thuoc; co tai lieu, du lieu chirng minh hoac phan tich, bien giai viec gia giam phu
hQ'Pvoi ly luan cua y hoc c6 truyen.

2. Thuoc c6 truyen gia han til nhfrng thuoc da dtroc c~p gi~y dang ky luu
hanh tnroc ngay Luat Duoc s6 10S/20161QH13 co hieu hrc, tnr thuoc co d~ nghi
phai thir lam sang cua HQi d6ng tu v~n c~p gi~y dang ky luu hanh thu6c c6 truy~n,
dUQ'cli~Mkhi luu hanh phM hi~n them cac tac d\lng khong mong mU6n va phan
(mg co h~i cua thu6c."

11. Sua dBi Di~u 8 nhU' sau:

"f)i~u 8. Tieu chi xac dinh truang hQ'PmiSn mQt s6 giai do~n thu thu6c c6
truy~n tren lam sang t~i Vi~t Nam

Tieu chi xac dinh thu6c miSn thu lfun sang giai do~n 1va giai do~n 2, nhung
tiSp t\lCphai thu thu6c tren lam sang giai do~n 3 t~i Vi~t Nam khi dap Ung mQt
trong cac tieu chi sau day:

1. Cac thu6c thuQc truang hQ'PduQ'cmiSn thu lfun sang nhung co thay d6i
ho~c b6 sung chi dinh tren co sa tac d\lng chinh cua bai thu6c rna khong thay d6i
thanh phfuI cong thuc thu6c, li~u dung, d?ng bao chS;

2. Bai thu6c gia truy~n da duQ'cc~p gi§.y chUng nh~n bai thu6c gia truy~n
theo quy dinh cua phap lu~t, nhung khong dap ung quy dinh t~i diSm c khoan I
f)i~u 7 Thong tu nay;

3. Cac thu6c da su d\lng di~u tri t~i co sa kham b~nh, chua b~nh b~ng y hQc
c6 truy~n h~ng II tra len: co duang dung, li~u dung, quy trinh, d~ng bao chS c6
dinh; co tac d\lng, chi dinh thS hi~n ro duQ'cthS b~nh y hQc c6 truy~n, da duQ'cthu
dQc tinh c§.p,ban truang diSn va tac d\lng duQ'c ly dS bao dam an toan, hi~u qua
va duQ'cHQi d6ng khoa hQc cua co sa kham b~nh chua b~nh thong qua."

12. Sua dBi Di~u 10 nhU'sau:

"f)i~u 1O. Tieu chi dS xac dinh thu6c c6 truy~n phai thu d~y du cac giai
do~n trong truang hQ'Psau: Thu6c c6 truySn m6i quy dinh t~i diSm a khoan 1f)i~u
89 Lu~t duQ'c."

- - -----------
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13. Sua <fBi, bB sung Di~u 11 nhu sau:

"1. C6 phuong quy dinh tai diem b khoan 1DiSu 7 Thong tu nay: Tai lieu
chirng minh nguon goc, xuat xu cua thuoc c6 phuong theo quy dinh tai khoan 2
DiSu 3 Thong tu nay.

2. D6i voi bai thu6c gia truyen quy dinh tai diSm c khoan 1 DiSu 7 hoac
khoan 2 Dieu 8 Thong tu nay:

a) Ban sao chirng thirc hoac co dong d~u cua co sa Gi~y chimg nhan bai
thuoc gia truyen. Truong hop nop ban sao co dong d~u cua co sa thi phai co ban
chinh hoac ban sao chirng thirc dS b(>phan tiSp nhan h6 so d6i chieu;

b) Ban sao chirng tlnrc kSt qua thir d(>ctinh c~p va ban tnrong diSn theo quy
dinh.

3. D6i voi thuoc c6 truyen da:diroc miSn thir lam sang co thay d6i dang bao
chS:

a) Tai lieu vS cong thirc thuoc; each bao chS cac thanh phan; d~ng bao chS
maio,

b) Quy trinh san xu~t sau khi thay d6i tir d~ng bao chS truac do;

c) Tai li~u chUng minh ngu6n g6c, xu~t xu cua thu6c c6 truySn duQ'cmiSn
thu lam sang dS su d\lng thay d6i d~ng bao chS.

4. D6i vai thu6c c6 truYSn da:duQ'cmiSn thu lam sang nhung co thay d6i
ho~c b6 sung chi dinh tren co sa tac d\lng chinh cua bai thu6c rna khong thay d6i
thanh ph~n cong thuc thu6c, liSu dung, d~ng bao chS:

a) Tai li~u vS cong thuc thu6c; cach bao chS cac thanh ph~n; d~ng bao chS,
liSu dung;

b) Tai li~u chUng minh ho~c phan dch, bi~n giai vi~c b6 sung chi dinh tren
co sa tac d\lng chinh cua bai thu6c;

c) Tai li~u chUng minh ngu6n g6c, xu~t xu cua thu6c c6 truySn duQ'cmiSn
thu lam sang.

5. D6i vai c6 phuong gia giam quy dinh t~i diSm d khoan 1 DiSu 7 Thong
tunay:

a) Tai li~u chUng minh ngu6n g6c, xu~t xu cua thu6c c6 phuong theo quy
dinh t~i khoan 2 DiSu 3 Thong tu nay;
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b) Tai lieu v@cong thirc thuoc; each bao chS cac thanh phAn;dang thuoc;
each dung, dirong dung; li@udung; chi dinh va chong chi dinh;

c) Tai lieu chirng minh hoac phan tich, bien giai viec gia giam phu hop voi
ly luan cua y hoc c6 truyen;

d) Ban sao chirng thuc kSt qua thtr dQctinh c~p va ban tnrong diSn thea quy
dinh neu thanh phAn gia giam thuoc danh muc diroc lieu dQc do BQ tnrong BQY
tS ban hanh.

6.D6i voi thu6c la san pham thuoc d@tai nghien ciru khoa hoc:

a) Ban sao chirng thirc bien ban nghiem thu d@tai nghien CUukhoa hoc;

b) Ban sao chirng thirc kSt qua thir dQctinh c~p va ban tnrong diSn thea quy
dinh,

7. D6i voi cac thuoc sir dung dieu tri tai cac co sa kham benh, chua benh
quy dinh t~i khoan 3 Di@u8 Thong tu nay:

a) Tai li~u v@cong thuc thu6c; cach bao chS cac thanh phAn; d~ng bao chS;
cach dung, dUOngdung; li@udung; chi dinh va ch6ng chi dinh;

b) Ban sao chUng th\lc van ban nghi~m thu danh gia an toan, hi~u qua cua
HQi d6ng khoa hQc cong ngh~ cua ca sa kham b~nh, chua b~nh.

8. D6i vai thu6c da:duQ'cc~p Gi~y dang ky lUllhanh thi tai li~u minh chUng
la s6 dang kY lUllhanh.

9. D6i vai thu6c da:duQ'cc~p Gi~y dang ky lUll hanh co S\l gia giam thi tai
li~u minh chUng la s6 dang ky luu hanh va tai li~u chUng minh ho~c phan tich,
bi~n giai vi~c gia giam phu hqp vai ly lu~n cua y hQc c6 truy@n.

14. Sua dBi, bB sung Di~u 14 nhU' sau:

"1. Yeu cAuv@du li~u lam sang dS bao dam an toan, hi~u qua trong h6 sa
dang kY lUllhanh d6i vai thu6c c6 truy@n

a) Cac nghien lam sang cua thu6c, cac du li~u trong h6 sa lam sang phai
phu hqp vai Huang d~n nghien cUu ti@nlam sang va lam sang thu6c cua BQY tS
ho~c cua t6 chuc khac rna Vi~t Nam cong nh~n, bao g6m ca: Huang d~n nghien
cUu danh gia an toan va hi~u qua cua thu6c cua T6 chuc Y tS ThS giai (Research
guidelines for evaluating the safety and efficacy of herbal medicines). Trong
truOng hqp nghien CUuduQ'cthvc hi~n truac thai diSm co quy dinh, huang d~n
neu tren v@nghien cUu phat triSn thu6c thi duQ'cxem xet ch~p nh~n du li~u cua
nghien cUu dS thfim dinh;
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b) Thu6c c6 truyen co dfr lieu trich tir cac tai lieu sau duoc chap nhan la dfr
li~u Himsang dS xem xet tinh an toan, hieu qua cua thuoc:

- Cac chuyen luan lien quan dSn tinh an toan, hieu qua cua thuoc diroc dS
c~p trong cac diroc diSn, duoc thir cua Vi~t Nam hoac cua cac mroc tren thS gioi.
Cac chuyen luan nay phai co dAydu dfr lieu vS thir nghiem lam sang;

- Cac bai bao danh gia vS tinh an toan, hieu qua cua thuoc duoc dang tai
tren cac tap chi thuoc danh muc SCI (Science Citation Index) - Chi s6 trich d~n
khoa hQCva cac dfr lieu Himsang t~p hop tir cac cong trinh nghien ciru cong b6
trong y van khac, Cac bai bao nay phai co dAydu dfr li~u vS thir nghi~m lam sang;

- Bao cao danh gia tinh an toan, hi~u qua cua dS ffiikhoa hQcva cong ngh~
c~p qu6c gia, c~p b9 ho~c c~p tinh da duQ'Cnghi~m thu.

2. Cac nghien ClmUimsang cua thu6c, cac dfr li~u trong h6 so lam sang, h6
so ky thu~t dS chUng minh an tmln, hi~u qua phai phil hqp vai quy dinh cua B9
Y tS vS th\Ic hanh t6t thir thu6c tren lam sang.

3. Cac dfr li~u da co s~n trong kSt qua nghien Clmthir nghi~m lam sang cua
thu6c co thS sir dVng phan tich va bi~n giai duQ'cvS anh huang co thS co cua ySu
t6 dich tS hQc, b~nh hQc ho~c diSu ki~n s6ng t~i Vi~t Nam dSn an toan va hi~u qua
cua thu6c."

15. Sua dBi di~m a khmin 2 Di~u 16 nhtr sau:

"a) Ban sao Gi~y chUng nh~n du diSu ki~n,kinh doanh duQ'cco ph~ vi kinh
doanh san xu~t thu6c c6 truySn ho~c thu6c duQ'cli~u d6i vai co sa san xu~t thu6c
trong nuac."

16. Sua dBi di~m b khoan 3 Di~u 16 nhU' sau:

"b) Gi~y to' phap ly cua co sa dUng ten dang kY lUll hanh thu6c c6 truySn,
bao g6m m9t trong cac gi~y to' sau:

- Ban sao Gi~y chUng nh~n du diSu ki~n kinh doanh duQ'c d6i vai co sa
trong nuac co m9t trong cac ph~m vi kinh doanh: san xu~t, ban buon, xu~t khAu,
nh~p khAuthu6c c6 truySn ho~c thu6c duQ'cli~u;

- Gi~y phep thanh l~p Van phong d~i di~n t~i Vi~t Nam va Gi~y phep san
xu~t, kinh doanh thu6c do co quan quan ly nha nuac co thftm quySn nuac ngoai
c~p thea quy dinh d6i vai co sa nuac ngoai, co m9t trong cac ph~m vi kinh doanh:
san xu~t, ban buon, xu~t khAu, nh~p khAuthu6c."
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17. B8 sung khoan 10Di~u 16 nhu sau:

"10. Ban sao gi~y to' phap ly cua ca sa san xuat ta duoc, vo nang, ban thanh
pham diroc lieu va diroc lieu dS san xuat thu6c c6 truyen thea quy dinh tai khoan
8 DiSu 4 Thong tu nay."

18. Sua d8i, b8 sung khoan 1 va khoan 2 Di~u 17 nhtr sau:

"1. Tai lieu vS quy trinh san xuat thea M&us6 02/TT ban hanh kern thea
Thong tu nay va dap irng cac yeu c~u sau:

a) Tai lieu vS nguyen lieu: Mo ta chi tiSt, d~y du qua trinh sa che, chS bien
nguyen lieu diroc lieu. NSu nguyen li~u la ban thanh pham duoc lieu (cao, corn,
bQt diroc lieu) phai mo ta chi tiSt quy trinh san xuat ban thanh pham diroc lieu til
nguyen li~u duoc lieu (tnr tnrong hop ban thanh pham diroc lieu da:diroc c~p giay
dang ky luu hanh);

b) Tai lieu vS thanh phfim phai thS hi~n duQ'cd~y du cac thong tin sau:

- Cong thuc cho dan vi dong goi nho nh~t: ten nguyen li~u, bao g6m ca
thanh ph~n duQ'c li~u, ph\lli~u va ta duQ'c; tieu chufin ap d\lng cua nguyen li~u;
nSu san xu~t til cao duQ'c li~u chua duQ'c chufin hoa vS ham luqng ho~t ch~t thi
phai ghi r5 luqng duQ'c li~u tuang (mg;

- Cong thuc cho mQt 10, me san xu~t: ten nguyen li~u bao g6m ca thanh
ph~n chinh va ta duQ'c; kh6i luqng ho~c thS tich cua tUng nguyen li~u;

- Sa d6 quy trinh san xu~t bao g6m t~t ca cac giai dO';lntrong qua trinh san
,

xuat;

- Mo ta quy trinh san xu~t: mo ta d~y du, chi tiSt tUng giai dO';lntrong qua
trinh san xu~t;

- Danh m\lC trang thiSt bi, d\lng C\l su d\lng trong qua trinh san xu~t: ten
thiSt bi, thong s6, cong su~t, kiSu may, m\lCdich su d\lng, tinh tr';lng su d\lng, s6
dang kY ho~c cong b6 (nSu co);

- KiSm soMtrong qua trinh san xu~t: Mo ta d~y du, chi tiSt cac chi tieu kiSm
tra, kiSm soat trong qua trinh san xu~t.

2. Tai li~u vS tieu chufin ch~t luqng va phuang phap kiSm nghi~m thu6c
phai dap (mg duQ'ccac yeu c~u sau:

a) Tieu chufin nguyen li~u:

- D6i v6i nguyen li~u lam thu6c co trong duQ'c diSn: ghi C\l thS ten duQ'c
diSn va nam xu~t ban;
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- £>6ivoi nguyen li~u lam thuoc khong co trong diroc dien: mo ta d~y du,
chi tiSt chi tieu va phuong phap kiem nghiem;

- Tieu chuan cua cac phu lieu trong qua trinh chS bien duoc lieu: Co sa phai
co bien phap kiem soat ch~t hrong cua cac phu lieu. £>6ivoi cac phu lieu co tieu
chuan quoc gia thi ghi s6 hieu tieu chuan.

b) Tieu chuan thanh pham: Mo ta d~y du, chi tiet cac chi tieu va phuong
phap kiem nghiem cua thanh pham;

c) Tieu chuan cua bao bi dong goi: Mo ta d~y du, chi tiSt chi tieu va phuong
phap kiSm nghiem;

d) Phieu kiem nghiem:

- Co sa san xu~t thuoc c6 truyen co phong kiSm nghiem dat Thuc hanh t6t
phong thi nghiem thuoc (GLP) thea quy dinh cua BQY tS tv tham dinh tieu chu~n,
phuong phap kiSm nghi~m va nQPphiSu kiSm nghi~m cua chinh co sa san xu~t;

- Co sa san xu~t thu6c c6 truySn chua co phong kiSm nghi~m d~t Thvc
hanh t6t phong thi nghi~m thu6c (GLP) thea quy dinh cua BQY tS phai th~m dinh
tieu chu~n, phuong phap kiSm nghi~m va nQp phiSu kiSm nghi~m cua cac co sa
kiSm nghi~m thu6c cua Nha nuac d~t GLP ho?c co sa kinh doanh dich V\l kiSm
nghi~m thu6c da:dugc c~p Gi~y chUng nh~n du diSu ki~n kinh doanh dugc.

- S6 lugng PhiSu kiSm nghi~m nhu sau:

01 PhiSu kiSm nghi~m dugc li~u cua co sa san xu~t thu6c thanh ph~m
(truOng hgp dugc li~u dugc cung Ung boi nhiSu nha san xu~t khac nhau thi chi
c~n cung c~p 01 PhiSu kiSm nghi~m dugc li~u d~i di~n);

01 PhiSu kiSm nghi~m ban thanh ph~m dugc li~u cua co so san xu~t ban
thanh ph~m dugc li~u (truOng hgp ban thanh ph~m dugc li~u dugc cung Ung bai
nhiSu nha san xu~t khac nhau thi chi c~n cung c~p 01 PhiSu kiSm nghi~m d~i di~n)
va 0 I PhiSu kiSm nghi~m ban thanh ph~m dugc li~u cua co sa san xu~t thu6c
thanhph~m;

01 PhiSu kiSm nghi~m thanh ph~m;

01 PhiSu kiSm nghi~m bao bi dong goi;

Cac hinh anh s~c ky cua cac phep thu dinh tinh, dinh lugng trong qua trinh
kiSm nghi~m.

d) Yeu c~u vS nghien Clm dQ6n dinh:

~
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Co sa san xu~t thuoc c6 truyen phai nghien ciru va co tai lieu chirng minh
dQ6n dinh, bao g6m:

- D~ cirong nghien ciru dQ6n dinh;

- 86 lieu nghien ciru dQ6n dinh;

- KSt luan nghien ciru dQ6n dinh;

- Phieu kiem nghiem thanh pham cua cac m~u thea doi dQ6n dinh gom: 03
m~u thai diSm ban dfiu; 03 m~u a thai diem sau han dung trong di~u kien dai han
va 03 m~u a thai diem sau kSt thuc nghien ciru dQ6n dinh trong di~u kien lao hoa
c~p t6c."

19. Sua dBi, bB sung khoan 3 va khoan 5 Di~u 20 nhir sau:

"3. D6i voi thuoc c6 truyen khong phai thir lam sang, trong thai han 06
thang kS tir ngay nhan du h6 sa, co quan tiep nhan h6 sa co van ban d6ng y ho~c
khong d6ng y c~p gi~y dang kY luu hanh thu6c c6 truy~n, C\l thS nhu sau:

a) Trong vong 15 ngay kS tir ngay nh~n du h6 sa, ca quan tiSp nh~n chuySn
h6 sa cho cac chuyen gia th§.m dinh ho~c cac dan vi do BQ truang BQY tS quySt
dinh (sau day viSt t~t la chuyen gia th§.mdinh) dS t6 chuc xem xet, cho y kiSn tren
ca s6 danh sach chuyen gia th§.m dinh dugc e\lC Quan ly Y Dugc c6 truy~n ho~c
cac dan vi th§.mdinh thanh l~p, phe duy~t;

b) Trong vong 60 ngay kS tir ngay cac chuyen gia th§.m dinh xem xet, cho
y kiSn, ca quan tiSp nh~n chuySn Van phong HQi d6ng tu v~n c~p gi~y dang kY
luu hanh thu6c, nguyen li~u lam thu6c cac h6 sa dang kY d~ nghi c~p, khong c~p
ho~c h6 sa d~ xu~t xin y kiSn th§.mdinh, tu v~n dS trinh HQi d6ng tu v~n.

c) Trong vong 15 ngay kS tir ngay HQi d6ng tu v~ cho y kiSn, BQ truang
BQY tS uy quy~n e\lC truang e\lC Quan ly Y, dugc c6 truy~n c~p, khong c~p gi~y
dang kY luu hanh thu6c c6 truy~n ho~c yeu cfiu b6 sung thea d~ nghi cua HQid6ng
tu v~n."

"5. Truang hgp h6 sa chua d~t yeu cfiu thea quy dinh t~i Di~u 15, 16, 17
Thong tu nay, trong thai h~n xem xet h6 sa dang ky, ca quan tiSp nh~n phai kip
thai co van ban huang d~n C\l thS cho ca s6 dang ky sua d6i, b6 sung h6 sa cho
dSn khi h6 sa d~t thea yeu cfiu. Thai gian va s6 Ian ca sa dang kY sua d6i, b6 sung
h6 sa thea quy dinh t~i khoan 9 Di~u 4 Thong tu nay."
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20. Sua (fBi,bB sung khoan 3 va khoan 4 f)i~u 21 nhu sau:

"3. Trong thai han 01 thang kS tir ngay nhan du h6 sa, co quan tiSp nhan
h6 sa co van ban d6ng y hoac khong d6ng y cfip gia han gifiy dang ky luu hanh
thuoc c6 truyen, cu thS nhu sau:

a) Trong vong 05 ngay kS tir ngay nhan du h6 sa, co quan tiSp nhan chuyen
h6 sa dSn chuyen gia tham dinh;

b) Trong vong 15 ngay kS til' ngay cac chuyen gia thAm dinh xong, co quan
tiSp nhan chuyen Van phong HQi d6ng tu vfin cfip gifiy dang kY luu hanh thuoc,
nguyen lieu lam thuoc cac h6 sa dang ky dS nghi cap, khong cfip hoac dS xufitxin
y kien tham dinh, tu vfin dS trinh HQi d6ng tu vfin;

c) Trong vong 05 ngay kS til' ngay HQi d6ng tu vfin cho y kiSn, BQ tru6ng
BQY tS uy quySn C\lCtru6ng C\lCQmln ly Y, duQ'cc6 truySn cfip, khong cfip gia
h~n gifiy dang kY luu hanh thu6c c6 truySn ho~c yeu c~u sua d6i, b6 sung theo dS
nghi cua HQi d6ng tu vfin.

4. Truang hqp h6 sa chua d~t yeu c~u theo quy dinh t~i DiSu 18 Thong tu
nay, trong thai h~n xem xet h6 sa dang ky, ca quan tiSp nh~n phai kip thai co van
ban hUOngdfrnC\lthS cho ca sa dang kY sua d6i, b6 sung h6 sa cho dSn khi h6 sa
d~t theo yeu c~u. Thai gian va s6 l~ ca sa dang ky sua d6i, b6 sung h6 sa theo
quy dinh t~i khoan 9 DiSu 4 Thong tu nay."

21. Sua (fBi,bB sung kho3n 3,4 va kho3n 5 f)i~u 22 nhO' sau:

"3. D6i v6i h6 sa dang kY luu hanh thu6c c6 truySn co thay d6i nho theo
quy dinh t'iliM\lc 11.2Ph\ll\lc II ban hanh kern theo Thong tu nay, ca sa duQ'Cth\fc
hi~n cac nQi dung thay d6i, b6 sung ngay sau ngay ca quan tiSp nh~n h6 sa cfip
cho ca sa dang ky PhiSu tiSp nh~n.

4. D6i v6i h6 sa dang kY luu hanh thu6c c6 truySn co thay d6i IOntheo quy
dinh t'iliM\lc IPh\ll\lc II va h6 sa dang kY luu hanh thu6c c6 truySn co thay d6i
nho t'iliM\lc 11.1Ph\l l\lc II ban hanh kern theo Thong tu nay, trong thai h'iln01
thang kS til' ngay nh~n du h6 sa, ca quan tiSp nh~n h6 sa co van ban d6ng y ho~c
khong d6ng y v6i nQi dung thay d6i, b6 sung gifiy dang kY luu hanh thu6c c6
truySn, C\lthS nhu sau:

a) Trong yang 05 ngay kS tir ngay nh~n dti h6 sa, ca quan tiSp nh~n chuySn
h6 sa dSn chuyen gia thAm dinh;

b) Trong vong 15 ngay kS til' ngay cac chuyen gia thAm dinh xong, ca quan
tiSp nh~n chuySn Van phong HQi d6ng tu vfin cfip gifiy dang kY luu hanh thu6c,

~
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nguyen lieu lam thuoc d6i voi n<)idung thay d6i vS chi dinh, liSu dung, d6i nrong
dung thuoc dS trinh Hoi d6ng nr v~n phe duyet, khong phe duyet,

c) Trong vong 05 ngay kS tir ngay Hoi d6ng tir v~n hoac chuyen gia tham
dinh cho y kien, B<)tnrong B<)Y tS uy quyen Cue tnrong Cue Quan ly Y, duoc
c6 truyen ban hanh van ban d6ng y hoac khong dong y voi cac n<)idung thay d6i,
b6 sung gi~y dang ky luu hanh thu6c c6 truyen.

5. Tnrong hQ'Ph6 sa chua dat yeu c~u theo quy dinh tai DiSu 19 Thong tir
nay, trong thai han xem xet h6 sa dang ky thay d6i, b6 sung, co quan tiSp nhan
phai kip thai co van ban huang din cu thS cho co sa dang ky sua d6i, b6 sung h6
sa cho dSn khi h6 sa dat theo yeu cfiu. Thai gian va s6 lfin ca sa dang kY sua d6i,
b6 sung h6 sa theo quy dinh t~i khoan 9 DiSu 4 Thong tu nay."

22. BB sung khoan 7 Di~u 22 nhtr sau:

"7. Thai h~n phai thvc hi~n d6i v6i cac n<)idung thay d6i, b6 sung gi~y
dang kY luu hanh thu6c c6 truySn la khong qua 06 thang kS tu ngay Cvc tru6ng
Cvc Quan ly Y, duQ'cc6 truySn kY ban hanh cong van phe duy~t d6i v6i cac truOng
hQ'Pthay d6i, b6 sung, tru truOng hQ'Pco yeu cfiu khac cua Cvc Quan ly Y, duQ'c
c6 truySn."

23. BB sung khoan 8 Di~u 22 nhtr sau:

"8. M<)ts6 truOng hQ'Pthay d6i, b6 sung, ca sa dang ky thu6c, ca sa san
xu~t thu6c tv c~p nh~t tren nhan, huang din sir dVng thu6c va khong yeu c~u phai
n<)ph6 sa ho~c thong bao cho Cvc Quan ly Y, duQ'cc6 truySn, bao g6m cac truOng
hQ'Psau day:

a) Thvc hi~n vi~c ghi nhan thu6c, nguyen li~u lam thu6c, huang din su
dVng thu6c theo quy dinh t~i khoan 2 DiSu 35 Thong tu 0112018/TT-BYT ngay
18 thang 01 nam 2018 cua B<)Y tS quy dinh ghi nhan thu6c, nguyen li~u lam
thu6c va ta huang din sir dVng thu6c;

b) Thvc hi~n vi~c thay d6i, b6 sung n<)idung nhan, huang din su dVng
thu6c theo dung n<)idung trong van ban yeu c~u cua Cvc tru6ng Cvc Quan Iy Y,
duQ'cc6 truySn;

c) Cac n<)idung khac:

- Thay d6i thong tin ca sa nh~p khAuthu6c, nguyen li~u lam thu6c ghi tren
nhan ho~c ta huang din su dVng thu6c;

- Sua l6i chinh ta tren nhan, ta huang din su dvng thu6c;
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- Thay d6i b6 C\lCtrinh bay cac muc trong to hu6ng dftn sir dung thuoc
nhung khong thay d6i n9i dung to huong dftn sir dung thuoc dffdiroc phe duyet;

- B6 sung thong tin vS tieu chuAnch&throng tren nhan, huong dftn sir dung
thuoc thea h6 sa dffdiroc C\lCtnrong C\lCQuan ly Y, duoc c6 truyen phe duyet;

- Cac n9i dung thay d6i, b6 sung thea dung van ban cua C\lC tnrong C\lC
Quan ly Y, duoc c6 truyen vS viec thong bao kSt qua tham dinh h6 sa dang ky
thuoc, nguyen li~u lam thu6c."

24. Sua d8i, b8 sung khoan 2 Di~u 23 nhir sau:

"2. H6 sa, thu tuc d6i voi cac thuoc c6 truyen thuoc tnrong hop uu tien rut
ng~n thai gian:

a) D6i voi thuoc c6 truyen khong phai thir lam sang, trong thai han 04 thang
kS til ngay nhan du h6 sa, co quan tiSp nh~n th\Ic hi~n cac thli t\lCthea quy dinh
t?i khoan 3,5 va khoan 6 DiSu 20 Thong tu nay;

b) D6i vai thu6c c6 truySn phai thir lam sang, trong thai h?n 08 thang kS til
ngay nh~n dli h6 sa, ca quan tiSp nh~n th\Ic hi~n cac thli t\lC thea quy dinh t?i
khoan 4, 5 va khoan 6 DiSu 20 Thong tu nay."

25. B8 sung di~m d khoan 2 Di~u 26 nhu sau:

"d) S6 lugng PhiSu kiSm nghi~m nhu sau:

- 01 PhiSu kiSm nghi~m dugc li~u. Truang hgp dugc li~u dugc cung Ung
boi nhiSu nha san xu&tkhac nhau thi chi c~n cung c&p01 PhiSu kiSm nghi~m dugc
li~u d?i di~n.

- 01 PhiSu kiSm nghi~m bao bi dong goi."

26. Sua d8i, b8 sung khoan 3 va khoan 4 Di~u 29 nhu sau:

"3. Trong thai h?n 06 thang kS til ngay nh~n dli h6 sa, ca quan tiSp nh~n
h6 sa co van ban d6ng y ho~c khong d6ng y c&pgi&ydang ky luu hanh dugc li~u,
C\lthS nhu sau:

a) Trong vong 15 ngay kS til ngay nh~n dli h6 sa, ca quan tiSp nh~n chuySn
h6 sa dSn chuyen gia thAm dinh;

b) Trong vong 60 ngay kS til ngay cac chuyen gia thAm dinh xem xet, cho
y kiSn, ca quan tiSp nh~n chuySn Van phong H9i d6ng tu v&nc&pgi~y dang kY
luu hanh thu6c, nguyen li~u lam thu6c cac h6 sa dang kY dS nghi c~p, khong c~p
ho~c dS xu~t xin y kiSn thAmdinh, tu v~n dS trinh H9i d6ng tu v&n;
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C)Trong vong 15 ngay kS tir ngay HQi dong nr vftn cho y kien, BQ tnrong
BQY tS uy quyen Cue tnrong Cue Quan ly Y, duoc c6 truyen cftp, khong cftp gifty
dang ky hru hanh diroc lieu hoac yeu c§.usua d6i, b6 sung theo dS nghi cua HQi
d6ng tir van,

4. Truong h9'P h6 so chua dat yeu c§.utheo quy dinh tai cac DiSu 24,25,26
Thong nr nay, trong thai han xem xet h6 so dang ky, co quan tiSp nhan phai kip
thai co van ban hirong dfin cu thS cho co sa dang ky sua d6i, b6 sung h6 so cho
dSn khi h6 so dat theo yeu c§.u.Thai gian va s6 l§.nco sa dang ky sua d6i, b6 sung
h6 so theo quy dinh tai khoan 9 DiSu 4 Thong nr nay."

27. Sua dBi, bB sung khoan 3 va khoan 4 f)i~u 30 nhtr sau:

"3. Trong thai han 03 thang kS tu ngay nh~n du h6 sO',cO'quan tiSp nh~n
h6 sO'co van ban d6ng y ho~c khong d6ng y cftp gia h~n gifty dang kY lUllhanh
duQ'cli~u, C\lthS nhu sau:

a) Trong vong 05 ngay kS tu ngay nh~n du h6 sO',cO'quan tiSp nh~n chuySn
h6 sO'dSn chuyen gia thAm dinh;

b) Trong vong 30 ngay kS tll' ngay cac chuyen gia thAm dinh xem xet, cho
y kiSn, cO'quan tiSp nh~n chuySn Van phong H{>id6ng tu vftn cftp gifty dang ky
lUllhanh thu6c, nguyen li~u lam thu6c cac h6 sO'dang ky dS nghi cftp, khong cftp
ho~c dS xuftt xin y kiSn thAmdinh, tu vftn dS trinh HQi d6ng tu vftn;

c) Trong vong 15 ngay kS tu ngay HQi d6ng tu vftn cho y kiSn, BQ truemg
BQY tS uy quySn e\lC truang e\lC Quan ly Y, duQ'cc6 truySn cftp, khong cftp gia
h~n gifty dang kY lUll hanh duQ'c li~u ho~c yeu c§.usua d6i, b6 sung theo dS nghi
cua H{>id6ng tu vftn.

4. TruOng h9'P h6 sO'chua d~t yeu c§.utheo quy dinh t~i DiSu 27 Thong tu
nay, trong thai h~n xem xet h6 sO'dang ky, cO'quan tiSp nh~n phai kip thai co van
ban hu6ng dfin C\lthS cho cO'sa dang kY sua d6i, b6 sung h6 sO'cho dSn khi h6 sO'
d~t theo yeu c§.u. Thai gian va s6 l§.ncO'sa dang ky sua d6i, b6 sung h6 sO'theo
quy dinh t~i khoan 9 DiSu 4 Thong tu nay."

28. Sua dBi, bB sung khoan 3, 4 va khoan 5 f)i~u 31 nhU'sau:

"3. D6i v6i h6 sO'dang kY lUllhanh duQ'cli~u co thay d6i nh6 theo quy dinh
t~i M\lc 11.2 Ph\ll\lc II ban hanh kern theo Thong tu nay, cO'sa duQ'Cthl!c hi~n cac
nQi dung thay d6i, b6 sung ngay sau ngay cO'quan tiSp nh~n h6 sO'cftp cho cO'sa
dang kY PhiSu tiSp nh~n.
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4. D6i voi h6 sa dang ky hru hanh duoc lieu co thay d6i Ian thea quy dinh
tai Muc I Phu luc II va h6 sa dang ky luu hanh diroc lieu co thay d6i nho tai M\lC
11.1Phu luc II ban hanh kern thea Thong tu nay, trong thai han 01 thang kS tir
ngay nhan du h6 sa, co quan tiSp nhan h6 sa co van ban d6ng y hoac khong dong
y voi n9i dung thay d6i, b6 sung gifty dang ky hru hanh diroc lieu, cu thS nhu sau:

a) Trong vong 05 ngay kS tir ngay nhan du h6 sa, co quan tiep nhan chuyen
h6 sa dSn chuyen gia tham dinh;

b) Trong vong 15 ngay kS tir ngay chuyen gia cho y kien, B9 twang B9 Y
tS uy quyen C\lCtnrong C\lCQuan ly Y, duoc c6 truyen ban hanh van ban d6ng y
hoac khong d6ng y voi cac n9i dung thay d6i, b6 sung gifty dang ky luu hanh duQ'C
li~u d6i v6i cac h6 sa d~t yeu c~u.

5. Truang hQ'Ph6 sa chua d~t yeu c~u thea quy dinh t~i DiSu 28 Thong tu
nay, trong thai h~n xem xet h6 sa dang kY thay d6i, b6 sung, ca quan tiSp nh~n
phai kip thai co van ban huang d~n C\lthS cho ca sa dang ky sua d6i, b6 sung h6
sa cho dSn khi h6 sa d~t thea yeu c~u. Thai gian va s6 l~n ca sa dang kY sua d6i,
b6 sung h6 sa thea quy dinh t~i khoan 9 DiSu 4 Thong tu nay."

29. B8 sung khoan 7 Di~u 31 nhU'sau:

"7. Thai h~n phai th\fC hi~n d6i v6i cac n9i dung thay d6i, b6 sung gifty
dang ky luu hanh duQ'c li~u la khong qua 06 thang kS tir ngay C\lC twang e\lC
Quan Iy Y, duQ'c c6 truYSn ky ban hanh cong van phe duy~t d6i v6i cac twang
hQ'Pthay d6i, b6 sung, trir truang co yeu c~u khac cua C\lCQmin Iy Y, duQ'cc6
truySn."

30. B8 sung khoan 8 Di~u 31 nhU'sau:

"8. M9t s6 twang hQ'Pthay d6i, b6 sung, ca sa dang ky, ca sa san xuftt
duQ'cli~u t\1"c~p nh~t tren nhan va khOng yeu c~u phai n9P h6 sa ho~c thong bao
cho e\lC Quan Iy Y, dUQ'cc6 truySn, bao g6m cac truang hQ'Psau day:

a) Th\fc hi~n vi~c ghi nhan duQ'c li~u thea quy dinh t~i khoan 2 DiSu 35
Thong tu s6 0112018/TT-BYT ngay 18 thang 01 nam 2018 cua B9 Y tS quy dinh
ghi nhan thu6c, nguyen li~u lam thu6c va to' huang d~n sir d\lng thu6c;

b) Th\1"chi~n vi~c thay d6i, b6 sung n9i dung nhan duQ'c li~u thea dung n9i
dung trong van bfm yeu c~u cua e\lC Quan ly Y, duQ'cc6 truySn;

c) Cac n9i dung khac:

- Thay d6i thong tin ca sa nh~p khftu duQ'cli~u ghi tren nhan;
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- Sua 16i chinh ta tren nhan;

- B6 sung thong tin vS tieu chuan ch~t hrong tren nhan theo h6 sa da duoc
C\lCQuan ly Y, duoc c6 truyen phe duyet;

- Cac nQi dung thay d6i, b6 sung theo dung van ban cua C\lC Quan ly Y,
diroc c6 truyen vS viec thong bao kSt qua th~m dinh h6 sa dang ky thuoc, nguyen
li~u lam thuoc."

31. BBsung di~m c khoan 1Di~u 32 nhu sau:

"c) Duoc lieu dung dS san xu~t thuoc dap irng nhu cAuc~p bach cho quoc
phong, an ninh, phong, chong dich benh, khac phuc hau qua thien tai, tham hoa,
nhu cAudiSu tri d~c biet."

32. Sua dBi,b8 sung khoan 2 Di~u 32 nlnr sau:

"2. H6 so, thu tuc d6i voi cac diroc lieu thuoc tnrong hop tru tien rut ngan
thai gian:

a) Trong thai han 04 thang kS tir ngay nhan du h6 so, co quan tiSp nh~n
thgc hi~n cac thu t\lCtheo quy dinh t~i khoan 3, 4,5 DiSu 29 Thong tu nay d6i v6i
cac duqc li~u duQ'cuu tien xem xet rut ng~n thai gian c~p gi~y dang ky luu hanh
quy dinh t~i diSm a va diSm b khoan 1 DiSu nay.

b) Trong thai h~n 01 thang kS tir ngay nh~n du h6 sO',cO'quan tiSp nh~n
thgc hi~n cac thu t\lCtheo quy dinh t~i khoan 3, 4, 5 DiSu 29 Thong tu nay d6i v6i
cac duqc li~u duqc uu tien xem xet rut ng~n thai gian c~p gi~y dang ky luu hanh
quy dinh t~i diSm c khoan 1 DiSu nay."

33. Sua dBi khoan 1 Di~u 36 nhU'sau:

"1. BQtru6ng BQY tS thanh l~p HQid6ng tu v~n c~p gi~y dang kY luu hanh
thu6c c6 truySn, duqc li~u. Thanh phAnHQi d6ng tu v~n bao g6m: Chu tich HQi
d6ng; cac Pho Chu tich HQi d6ng; cac Thanh vien HQi d6ng va BQ ph~n thuemg
trgc giup vi~c la Van phong HQi d6ng."

34. Sua dBi khoan 4 Di~u 37 nhU'sau:

"4. C\lCQuan ly Y, duqc c6 truySn xay dgng va ban hanh cac quy dinh vS
tieu chi 19a ch<;>n,t6 chuc va ho~t dQng cua cac nhom chuyen gia th~m dinh h6 sa
dang kY; kY hqp d6ng v6i chuyen gia th~m dinh ho~c dan vi tham gia t6 chuc
th~m dinh h6 sa; t6 chuc cac khoa t~p hu~n, dao t~o cho chuyen gia th~m dinh;
tiSn hanh danh gia nang 19c chuyen mon va sg tuan thu cac quy dinh dS co diSu
chinh, b6 sung chuyen gia tham dinh phil hgp." ~
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35. B8 sung khoan 5 Di~u 37 nhu sau:

"5. Kinh phi t6 chirc thftm dinh h6 sa duoc thuc hien thea quy dinh cua
phap luat."

36. Sua d8i, b8 sung Phu luc II kern theo Thong nr nay.

Di~u 2. Hieu l\fc thi hanh

Thong ur nay co hieu hrc kS tir ngay thang nam 2022.

Di~u 3. Di~u khoan chuyen ti~p

Cac h6 sa dang ky n9P truce ngay Thong tir nay co hieu luc thi hanh duoc
tiep tuc thuc hien thea quy dinh tai Thong tir s6 2112018/TT-BYT ngay 12 thang
09 nam 2018 cua B9 tnrong B9 Y tS quy dinh viec dang ky hru hanh thuoc c6
truyen, duoc lieu.

Di~u 4. Di~u khoan tharn chieu

Trang tnrong hop cac van ban quy pham phap luat va cac quy dinh duoc
vien d~n trong Thong tu nay co SlJthay d6i, b6 sung hoac duoc thay thS thi ap
dung thea van ban quy pham phap luat moi.

Di~u 5. Trach nhi~rn thi hanh

Chanh Van phong B9, Chanh Thanh tra B9, Cac Vv tru'ong, Cvc truO'ng
Cvc Quan ly Y, duQ'cc6 truySn, Cvc truO'ng,Thli truO'ng cac dan vi thu9C va tn,rc
thu9CB9 Y tS, SO'Y tS cac tinh, thanh ph6 trlJCthu9C Trung uang, cac ca sO'kinh
daanh duQ'cva cac ca quan, t6 chuc, ca nhfm khac co lien quan chiu trach nhi~m
thi hanh Thong tu nay.

Trang qua trinh tht,rc hi~n, nSu co kho khan vuong m~c, ca quan, t6 chuc,
ca nhfm phan anh kip thai vS Cvc Quan ly Y, duQ'cc6 truySn, B9 Y tS dS xem xet
giiti quySt.l. ~

No'i nh{in:
- Uy ban cac vAnas xii hQi cua Qu6c hQi (as bao cao);
- Viin phong Chinh phil (Cong bao; C6ng TTUTCP);
- BQtfU'crng(ciS bao cao);
- Cac Th(l' tnl'cmg BYT (as bi~t);
- Cac BQ,CO'quan ngang BQ,CO'quan thuQc CP;
- BQTu' phap (Cvc kiSm tra VBQPPL);
- HDNO, UBNO tinh, TP tlVCthuQc Trung uO'ng;
- SO' Y t~ tinh, TP tr~l'cthuQc Trung uO'ng;
- Y t~ cac BQ,Nganh;
- T6ng cong ty OUQ'cVi~t Nam;
- Hi~p hQi cac doanh nghi~p duQ'cVN;
- HQi OU'Q'chQc Vi~t Nam;
- Hi~p hQi dU'Q'cli~u;
- Cac ON SX, KO thu6c trong nuo-c va nuo-c ngoai;
- C6ng thong tin ai~n ttl' BYT;
- Luu: VT, PC, YOCT (03).

KT. BO TRU'ONG
THUTRUONG
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" . BAN CONG BO

NGl!YE~ TA~, TIEy CHpAN GMP HO~C NGUYEN TAc, TIEU CHuAN
DOl VOl SA~ XUA! TA ,.DUOCDA DUOC CO QUAN QUAN LY CVA

NUaC HO~C TO CHUC QUOC TE KHAc Ap DVNG

Ch ung tBi,•..•..•..•..•.•.•.••....••.•..•..•.........•......•..••........•.........•....•........•
La co sa san xu~t thuoc c6 truyen:

Ten thuoc c6 truyen:
Diroc lieu, ham hrong/nong dQ:

Dang bao che:

duoc dang ky hru hanh tai B9 Y tS (Cue Quan ly Y, diroc c6 truyen) Viet Nam.

e~ cu van muc di~h va 'ph~!ll vi S11 dung cac ta diroc trong thanh phan cong thirc
doi voi viec san xuat thuoc co truyen;

Can ctr k~t qua tv danh gia cua Cong ty vS nguy co, anh huang cua cac ta diroc d6i
voi an toan cho nguoi S11 dung, dang bao che, quy trinh san xu~t va kSt qua danh gia
nha cung c~p nguyen lieu,

Chung toi xac nhan cac ta duoc sau day duoc san xu~t tai co sa san xu~t dap irng
nguyen t~c, tieu chuan GMP hoac nguyen t~c, tieu chuan d6i vai san xu~t ta duqc da:
duQ'cco quan quan ly cua nuac ho~c t6 chuc qu6c t~ kha~ ap ?\lllg guy dinh ~~iThong
tu s6 ... TT - BYT va phu hQ'Pvai mvc dich san xuat thuoc co truyen, cv the nhu sau:

STT Ten bi dtrQ'c CO'so' san xu§t bi dU'Q'c Dja chi cO'so' san xu§t ta dU'Q'c Tieu chuAn ap d\lng

, , ,"
ChUngtoi cam k~t chiu holmtoan trich nhi~mtmac phip lu~t ve cong bo ~

Ngay thang nam.,,, At
D~i di~n hQ'p phap eua eO'SO' san x?a :

(Ky trvc tiip, ghi ro h9 ten, chuc danh, dong dau)
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M~u02trT

QUY TRINH SANXUAT

1. TIEU CHuAN NGUYEN PHl) LI:E:U

Ten dircc lieu 1 (Ten khoa h9C)

Ten duoc lieu 2 (Ten khoa h9C)

Mat ong (Ten khoa h9C)

(1) Ghi chu:

tu« chudn chat luang'

Tieu chudn chat luang

tu« chudn chat luang

- Truong hop ap dung tieu chuan thea dtroc di~n thi ghi ten diroc dien, nam ban hanh

(Vi du: DDVN V)

- Truong hop ap dung tieu chuan co sa thi ghi TCCS

2. THANH PHAN CONG THUC

Cong thirc cho m9t dan vi d6ng g6i nho nh~t

2.1. D6i voi cong thirc san xu~t til thanh phan diroc li~u

Ten duoc lieu 1 (ten khoa hoc) Ham hrong Tieu chuan chfrt hrong

Ten ducc li~u 2 (ten khoa hoc) Ham luong Tieu chuan ch~t IUQ'ng

Ten ta dtroc (ten khoa hoc) Ham hrong Tieu chuan ch~t hrong

2.2. D6i voi cong tlnrc san xu~t til cao ban thanh phAm/c6mlh9t

Kh6i hrong cao/com/bot diroc lieu nrong duong

Ten diroc lieu 1 (ten khoa hoc) Ham hrong Tieu chuan ch~t hrong

Ten duoc lieu 2 (ten khoa hQc) Ham hrong Tieu chuan ch~t luong

Ten ta duQ'c (ten khoa hQc) Ham luqng Tieu chuAil ch~t lUQ'ng



3. sa DO QUY TRINH sAN XUAT:
2

Ve sa db dfiy du cac giai doan thirc hien trong Quy trinh san xuat (QTSX) nrong irng
voi cac giai doan trong mo ta QTSX

4. MO TA QUY TRINH SAN XUAT:

4.1. Cong thirc pha ch~: cho 1 10san xu~t

2

STT
Thanh
ph§n

KhBi luoug/ham
DVT 1U'Q'ng

theo cong thirc

KhBi luong/ham
1U'Q'ng

sfr dung thuc t~
Ghi chu

1 Diroc li~u
....._- ------ _ .._ _ - - - _ _ _ _ _ ...

---·1-----1,·_----, ..·--.- -- - - - -.-- ---.- -, -.-- - - -.

-----+---_ ..__ _ ___.._ - ___ ..

Ta dtroc

Ty 1~ bu
huhao

- nt

4.2. Mo ta QTSX: Mo ta tirng cong doan thirc hien thea sa db QTSX voi cac thong sf>ki
thuat dfiy duo

5. DANH MUC THIET BI SAN XUAT :. .
Tinh

1 TBSX 1
-4--'---'-" -.- - ..- .

2 TBSX 2

3
_N_' -------. -- _- -_.-- --- ---- ---~- ..- _..

...._ _ , _ .-_ .._.__ _-_ .._ _ _ _ __._..__ _.._ _._ _ .._- ....- _._-_ ..__ _ _ .._ _ ............_-_ _._ _ .
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6. KIEM soxr TRONG QuA TRINH SANXUAT :

- Nguyen phu lieu:

- Ki~m tra v~ sinh:

- Quy dinh cac giai doan kiem tra: Ghi d§y dli chi ti~t cac giai doan kiem tra

Yeu cAu Phuong phap Ngum thU,'c
hl~n

1 Nh~n nguyen
phu lieu

7. AN ToAN LAO DQNG :

7.1. Ky thu~t an toan :

7.2. V~ sinh cong nghiep:

8. DU PHAM - PHE PHAM :

8.1. DU' pham: Loai nao - Cach xu tri

8.2. Ph~phim: Loai nao - Cach xu tri

9. NHUNG HO sa cAN THIET:

9.1.

9.2.

9.3.

D~i di~n hQ"pphap ciia CO' sO'san xu§t
..., ngay thang nam ....

NgU'm bien soan
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PHl) Ll)C
cAc D4NG BAo CHE THONG Dl)NG TRONG SAN XUAT

THUOC CO TRUYEN, VI THUOC CO TRUYEN

1.Ten gQiva mQt s8 phuong phap ch~ bi~n vi thu8c c6 truyen thong dung

Stt DU'O'clieu Phuong phap
Ten vi tbuBc c&truy~n. . bA bOAc e len

1 A giao
,

Vi thuoc c6 truyen A giaoSao phong

2 Bakich Thai phien Vi thuoc c6 truyen Ba kich

3 Bakich Chich nrou Vi thuoc c6 truyen Ba kich chich nrou

4 Bakich Chich muoi Vi thuoc c6 truyen Ba kich chich muoi

5 Bakich Chich cam thao Vi thuoc c6 truyen Ba kich chich cam
thao

6 Ba nr nhan Sao yang Vi thuoc c6 truyen Ba nr nhan sao yang

7 Bach bien d~u Sao yang Vi thuoc c6 truyen Bach bien d~u sao
yang

8 ' Bach bQ Chich m~t ong Vi thuoc c6 truyen Bach bQ chich mat
ong

9 Bach bQ Chich nrou Vi thu6c c6 truyen Bach bQchich nrou

10 Bach chi Thai phien Vi thuoc c6 truyen Bach chi

11 Bach gioi nr Sao yang Vi thuoc c6 truyen Bach gioi nr sao
yang

12 Bach gioi nr Sao den Vi thuoc c6 truyen Bach gioi nr sao
den

13 Bach hqp Thai phiSn Vi thuoc c6 truySn Bach hqp

14 Bach hqp T§.mm~t Vi thu6c c6 truySn Bach hqp t§.mm~t

15 B~ch linh Thai phiSn Vi thu6c c6 truy~n B~ch linh

16 B~ch mao din Thai phiSn Vi thu6c c6 truySn B~ch mao din
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Stt Durrc lieu. . Phuong phap
ch~ bi~n

Ten vi thu8c cB truyen

17 Bach mao dill Sao den Vi thuoc c6 truyen Bach mao din sao
den

18 Sao yang Vi thuoc c6 truyen Bach t~t Ie sao yang

19 B~ch thiroc Thai phien Vi thuoc c6 truyen B~ch thiroc

20

21

Bach tlnroc

B~ch tlnroc

Sao

Chich nrou

Vi thu6c c6 truyen Bach thuoc sao

Vi thuoc c6 truyen Bach thuoc chich
rugu

22

23

24

Thai phien

Sao cam m~t
ong

Chich nrou

Vi thuoc c6 truyen Bach truat

Vi thu6c c6 truyen Bach truat sao cam
m~t ong

Vi thuoc c6 truyen Bach truat chich
rugu

25 Ban ha nam Thai phien Vi thuoc c6 truyen Ban ha nam

26

27

Ban ha nam Ch@gimg

Ch@mroc voi
trong

Vi thuoc c6 truyen Ban ha che girng

Vi thuoc c6 truyen Ban ha che mroc
voi trong

28 Binh lang Thai phien Vi thuoc c6 truyen Binh lang

29 Binh lang Sao Vi thuoc c6 truyen Binh lang sao

30 B6 c6t chi Che muoi Vi thuoc c6 truyen B6 c6t chi che muoi

31 B6 hoang Sao Vi thuoc c6 truySn B6 hoang than sao

32 Cam thaD Thai phi@n Vi thu6c c6 truYSn Cam thilO

33 Cam thaD Chich m~t Vi thu6c c6 truYSnCam thaDchich m~t

34

35

36

Can khuang

Can khuong

Can khuang

Thai phi@n

Sao yang

Sao chay

Vi thu6c c6 truYSn Can khuang

Vi thu8c c6 truySn Can khuang sao
yang

Vi thu8c c6 truySn Can khuang sao
chay
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Stt Phuong phap
ch~ bi~n

DU'O'c lieu. .
37 Cat Can Thai phien Vi thuoc c6 truyen Cat din

38 Cat Can Sao vang Vi thuoc c6 truyen Cat can sao yang

39 Cat canh Thai phien Vi thuoc c6 truyen Cat canh

40 Cat canh Chich mat Vi thuoc c6 truyen Cat canh chich m~t

41 cAu tich Thai phien Vi thuoc c6 truyen cAu tich

42

43

44

cAu tich Sao yang Vi thuoc c6 truyen cAu tich sao yang

Vi thuoc c6 truyen Cau tich sao each
cat

Vi thu6c c6 truyen cAu tich chich mu6i
an

45

cAu tich Sao each cat

Vi thuoc c6 truyen Chi thuc

46

cAu tich Chich mu6i an

Vi thuoc c6 truyen Chi nr sao qua

47

Chi thirc Thai phien

Vi thuoc c6 truyen Chi tir sao chay

48

Chi tiI Sao qua

Vi thuoc c6 truyen Chi xac

49

Chi nr Sao chay

Vi thuoc c6 truyen Chi xac sao cam

50

Chi xac Thai phien

Vi thuoc c6 truyen Co nho n6i

51

Chi xac Sao cam

Vi thuoc c6 truyen Co nho n6i than sao

52

Co nho n6i Thai phien

Vi thu6c c6 truySn Co xuac

53

54

Co nh9 n6i Sao chay

Vi thu6c c6 truySn Co xuac chich ruqu

Vi ~hu6c c6 truySn Co xuac chich
mu6i an

55

56

57

Co xuac Thai phiSn

Co xuac Chich ruqu

Co xuac Chich mU6i an

C6t toM b6 Sao

C6t toai b6 Chich ruqu

D~i hoang Chich giAm

Vi thu6c c6 truySn C6t toai b6 sao

Vi thu6c c6 truySn C6t toai b6 chich
ruqu

VI, thu6c c6 truySn D~i hoang chich
giam
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Stt DU'Q'c li~u
Phuong phap

ch~ bi~n
Ten vi thu8c cB truyen

58 D~i hoang

Vi thuoc c6 truyen Dan sam59 Dan sam

60 D~lOnhan

61 Dao nhan Vi thuoc c6 truyen Dao nhan sao vang
Sao vang bo vo bo vo

Chich nrou

Lo~i tap

Sao vang gift
vo

Vi thuoc c6 truyen Dai hoang chich
ruqu

Vi thuoc c6 truyen Dao nhan sao vang
gift vo

62 Dao nhan Ep loai dftu Vj thuoc c6 truyen Dao nhan ep loai
dau

Vi thuoc c6 truyen Dia du63 Dia du Thai phien

64 Dia long Vi thuoc c6 truyen Dia longS~y kho

65 Dia long Tfim nrou Vi thuoc c6 truyen Dia long tfim nrou

66 Dia long Tfim nrou girng Vi thuoc c6 truyen Dia long tfim nrou
gimg

67 Vi thuoc c6 truyen D6 trong

68

Thai/Ch~t

Chich muoi an Vi thuoc c6 truyen D6 trong chich
muoi an

69 Chich ruQU Vi thuoc c6 truySn D6 tr9ng chich
ruqu

70 Sao den Vi thu6c c6 truySn D6 tr9ng sao den

71 DQc ho~t Vi thu6c c6 truySn DQc ho~t

72 Duong quy

Vi thu6c c6 truYSnHa thti 0 do73 Ha thti 0 do

74

75 H~nhnhan
Vi thu6c c6 truySn H~nh nhan sao vang

Sao vang bo vo bo vo

Thai phiSn

Chich ruqu

Lo~i t~p

Sao vang gift
vo

Vi thu6c c6 truYSn Duang quy chich
ruqu

Vi thu6c c6 truySn H~nh nhan sao vang
gift vo
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Stt Duoc lieu. . Phuong phap
h~b·~c e len

Ten vi thuBc c8 truyen

76 Hau phac Thai phien Vi thuoc c6 truyen Hau phac

77

78

79

Hau phac

Hau phac

Tam girng

Chich girng

Chung (nau)
girng

Vi thuoc c6 truyen Hau phac tam gimg

Vi thuoc c6 truyen Hau phac chich
girng

Vi, thuoc c6 truyen Hau phac chung
(nau) girng

80 Hoai son Vi thuoc c6 truyen Hoai son

81

82

Hoang ba

Hoang ba

Thai phien

Chich mu6i an

Vi thuoc c6 truyen Hoang ba

Vi Fhu6c c6 truyen Hoang ba chich
muoi an

83

84

Hoang c~m

Hoang c~m

Thai phien

Sao yang

Vi thuoc c6 truyen Hoang c~m

Vi thuoc c6 truyen Hoang earn sao
yang

85

86

87

Hoang c~m

Hoang c~m

Hoang c~m

Sao den

Chich nrou

Chich m~t ong

Vi thuoc c6 truyen Hoang earn sao den

Vi thuoc c6 truyen Hoang c~m chich
nrou
Vi thuoc c6 truyen Hoang cam chich
m~t ong

88

89

90

91

92

93

Hoang ky

Hoang lien

Hoang lien

Hoang lien

Hoang tinh

Hoe hoa

Chich m~t

Chich nrou

Chich girng

Chich gi~m

ChS ruqu

Sao yang

Vi thuoc c6 truyen Hoang ky chich mat

Vi thuoc c6 truyen Hoang lien chich
ruqu

Vi thuoc c6 truyen Hoang lien chich
girng

Vi, thu6c c6 truYSn Hoang lien chich
giam

Vi thu6c c6 truySn Hoang tinh chS
ruqu

Vi thu6c c6 truySn Hoe hoa sao yang
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Stt DU'O'c lieuo 0
Ten vi thuBc cB truy~n

Phuong phap
hA bOAc e len

94 Hoe hoa

Vi thu6c c6 truyen Huang phu95 Huang phu

Sao chay

Thai phien

Vi thuoc c6 truyen Hoe hoa sao chay

96 Huang phu Vi thuoc c6 truyen Huang phu nr chSTu chS

97 Huyen h6 sach

Vi thuoc c6 truyen Th6 huyen h698 Huyen h6 sach

Vi thuoc c6 truyen Hy thiern t§.mnrou99 Hy thiem

Vi thuoc c6 truyen Ke noi kim100 Ke nQikim

Phoi kho, giil
d~p nat

ChS giam

T§.mnrou

Vi thuoc c6 truyen Huyen h6

101 Ke nQi kim Vi thuoc c6 truyen Ke nQikim rang catRang cat

102 KhiSm thirc Sao vang Vi thuoc c6 truyen Khiem thirc sao
vang

103 Khiem thirc Sao cam Vi thuoc c6 truyen Khiem thuc sao
cam

104 Khoan dong hoa Sc1ykho

105 Khoan dong hoa Chich mat

Vi thuoc c6 truyen Khoan dong hoa

Vi thuoc c6 truyen Khmin dong hoa
chich m~t

106 Khuang ho~t Vi thu6c c6 truySn Khuang ho~tThai phiSn

107 Kim anh Sao v~mg Vi thu6c c6 truySn Kim anh sao vimg

108 Kim anh Chich mu6i Vi Jhu6c c6 truySn Kim anh chich
muoi

109 Kinh gi6i Sao chay Vi thu6c c6 truySn Kinh gi6i sao chay

110 Lien nh\!c Vi thu6c c6 truySn Lien nh\!Csao vimgSao yang

111 Lien tam

112 Mahoang

Sao qua

Chich m~t ong

Vi thu6c c6 truySn Lien nh\!Csao qua

Vi thu6c c6 truySn Ma hoang chich
m~t ong

Mil tiSn113 Rang cat Vi thu6c c6 truySn Mil tiSn rang cat
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Stt Ten vi tbuBc c3 truy~nDU'O'c lieu. . Phuong phap
b J. b'J.c e len

114 Ma tien Ran dAuvirng Vi thuoc c6 truyen Ma tiSn ran dAu
virng

115 Vi thu6c c6 truyen Ma tiSn ngam nrouMa tiSn Ngam nrou

116 Man kinh nr Sao yang V} thuoc c6 truyen M~ kinh til sao
yang

117 M~u dan bi Sao yang Vi thuoc c6 truyen M~u dan bi sao
yang

118 M~u dan bi Chich nrou Vi thuoc c6 truyen M~u dan bi chich
nrou

119 Vi thuoc c6 truyen M~u l~M~ul~

120 Vi thuoc c6 truyen M~u l~ nungM~ul~ Nung

121 Miet giap Sa chS Vi thuoc c6 truyen Miet giap

122 Dang sam Chich girng
Vi thuoc c6 truyen Dang sam chich
gUng

123 Vi thuoc c6 truyen Nga truat

124

Nga truat

Nga truat

Thai phien

Chich giam
Vi, thuoc c6 truyen Nga truat chich
giam

125 Ngai ciru Chich nrou
Vi thuoc c6 truyen Ngai ciru chich
nrou

126 Ngai ciru Chich giam
Vi, thu6c c6 truyen Ngai ciru chich
giam

127 Vi thuoc c6 truySn Ngai Clm sao chayNgai Clm Sao chay

128 Vi thu6c c6 truySn Ngo congNgo cong Ngam ruqu

129 Ngo thli du Chich cam thao
Vi thu6c c6 truySn Ngo thli du chich
cam thao

130 Ngo thli du Chich giftm
Vi, thu6c c6 truySn Ngo thli du chich
giam

Vi 1hu6c c6 truySn Ngo thli du chich
muoi131 Ngo thli du Chich mu6i



11

Stt DU'Q'cli~u
Phuong phap

Ten vi thuBc c3 truy~n
ch~ bi~n

132 Ngfi vi til TAmm~t Vi thuoc c6 truyen Ngfi vi til tAmmat

133 Ngii vi til TAmgi~m Vi thuoc c6 truyen Ngfi vi til tAmgiam

134 Nguu bang til Sao Vi thuoc c6 truyen Nguu bang til sao

135 Nguu t~t Thai phien Vi thuoc c6 truyen Nguu t~t

136 Nguu t~t Chich nrou Vi thuoc c6 truyen Nguu t~t chich nrou

Vi thuoc
?

truyen Nguu t~t
137 Nguu t~t Chich mu6i co chich. ,

muoi

138 Nhuc thung Thai phien Vi thudc c6 truyen Nhuc thung dung
dung

139 Nhuc thung Chung nrou
Vi thuoc c6 truyen Nhuc thung dung

dung chung nrou
,

Vi thuoc c6 truyen Dang sam140 Dang sam Thai phien

141 Dang sam Chung Vi thuoc c6 truyen Dang sam chung

142 Beo cai S~y kho Vi thuoc c6 truyen Phil binh

143 Beo cai Sao qua Vi thuoc c6 truyen Phil binh sao qua

144 Phu tlr ChS Magnesi Vi thuoc c6 truyen H~c phu til

145 Ph\ltil ChS muoi an Vi thuoc c6 truyen Bach phu til

146 Qua lau nhan LO<;lit<;lP Vi thuoc c6 truyen Qua lau nhan

147 Qua lau nhan Sao Vi thu6c c6 truySn Qua lau nhan sao

148 Dia hofmg U Vi thu6c c6 truySn Sinh dia

149 Santhil Boh<;lt Vi thu6c c6 truYSn San thil nh\lC

150 Santhil Chung Vi thu6c c6 truySn San thil chung

151 Santhu TAmruqu Vi thu6c c6 truySn San thil tAm ruqu
chung chung

152 San tra Sao qua Vi thu6c c6 truySn San tra sao qua



Stt

12

DU'(}'c li~u
Phuong phap

ch~ bi~n
Ten vi thuBc cB truyen

Vi thuoc c6 truyen Son tra sao den153 Son tra

Vi thuoc c6 truyen Bach cuong tam154 T~rn voi

155 Tang phieu tieu

Vi thuoc c6 truyen Tao nhan sao den156 Tao nhan

Vi thuoc c6 truyen Thach quyet rninh

160 Thach xuong b6 Sao yang

161 Thach xuong b6 Sao cam

157 Th~ch quyet
rninh

158 Th~ch quyet
rninh

159 Th~ch quyet
rninh

Sao den

Sao carn/ngam
mroc gao

Chich muoi

Sao den

Sa chS

Nung ho

Nung kin

Vi thuoc c6 truyen Tang phieu tieu
chich muoi

Vi thuoc c6 truyen Thach quyet rninh
nung ho

Vi thu6c c6 truyen Thach quyet rninh
nung kin

Vi thuoc c6 truyen Th~ch xuong b6
sao yang

Vi thuoc c6 truyen Thach xuong b6
sao cam

162 Thang rna Thai phien

163 Thang rna Chich nrou

164 Thao quyet
rninh Sao yang

Vi thuoc c6 truyen Thang rna

Vi thuoc c6 truyen Thang rna chich
nrou
Vi thuoc c6 truyen Thao quyet rninh
sao yang

165 Thao quyet
rninh Sao chay Vi thuoc c6 truyen Thao quyet rninh

sao chay

166 Tho ty tU Chich rnu6i Vi thu6c c6 truy~n Tho ty tu chich
rnuoi

167 Sinh dia Vi thu6c c6 truy~n Th\lC dia

Thuong nhi tu168 Sao chay Vi thu6c c6 truy~n Thuong nhi tU sao
chay gai
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Stt T" . th ~ At).en v! uoc co ruyen

Tri m~u Vi thu6c c6 truySn Tri m~u chich mu6i

Durrc lieu. . Phuong phap
h~b'~c e len

169 Thuong nhi nr T~m nrou Vi thuoc c6 truyen Thuong nhi til t~m
ruqu

170 Tlnrong truat Vi thuoc c6 truyen Thuong truatThai phien

171 Thuong truat

172 Thuong truat

173 Thuong truat

Sao qua

Sao vang

Sao chay

Vi thuoc c6 truyen Thuong truat sao
qua

Vi thuoc c6 truyen Thuong truat sao
yang

Vi thuoc c6 truyen Thuong truat sao
chay

174 Thuy xuong be,

175 Thuy xuong be,

176 Thiry xuong be,

Sao vang

Sao cam

Chich girng

Vi thuoc c6 truyen Thuy xuong be, sao
yang

Vi thuoc c6 truyen Thuy xuong be, sao
cam

Vi thuoc c6 truyen Thuy xirong be,
chich girng

177 Tien he, Vi thuoc c6 truyen TiSn he, chich matChich m~t

178 Toan ySt Vi thuoc c6 truyen Toan yStS~y kh6

179 Toan ySt Vi thuoc c6 truyen Toan ySt chS muoi

180 Tr~c bach diep

181 Tr~c bach di~p

ChS mu6i

Sao qua

Sao chay

Vi thuoc c6 truyen Tr~c bach diep sao
qua

Vi thuoc c6 truySn Tr~c bach di~p sao
chay

182 Tr';lch ta Vi thu6c c6 truySn Tr';lch ta sao yangSao yang

183 Chich mu6i Vi thu6c c6 truySn Tr';lch ta chich mU6i

184 Trclnbi Vi thu6c c6 truySn Tdn bi sao yangSao yang

185 Trclnbi Vi thu6c c6 truySn Trclnbi sao chay

186

Sao chay

Chich mu6i
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Stt DU'Q'c li~u
Phuong phap

h I. b·1.c e len
T" . th I. A J\.en VI uoc co truyen

187 Tri m~u Chich nrou Vi thuoc c6 truyen Tri m~u chich nrou

188 Tic uyen Thai phien Vi thuoc c6 truyen Tic uyen

189 Tic uyen

190 T\lc doan Thai phien

Vi thuoc c6 truyen Tic uyen ch~ m~t

Vi thuoc c6 truyen T\lCdoan

191 T\lc doan

192 Tuc doan

Chich mu6i

Chich nrou

Vi ~hu6c c6 truyen T\lC doan chich
muoi

Vi thuoc c6 truyen T\lC doan chich
nrou

ViSn chi193

194 ViSn chi Chich cam thao Vi thuoc c6 truyen ViSn chi chich cam
thao

Sao cam Vi thuoc c6 truyen ViSn chi sao cam

195 Xa tien tic

196 Xuyen khung

Chich muoi

Chich nrou

Vi thu6c c6 truyen Xa tiSn tic chich
muoi

Vi thuoc c6 truyen Xuyen khung chich
ruqu

197 Y di
Sao yang voi
cam Vi thuoc c6 truyen Y di sao cam

2. MQt sa dang bao ch~ thudc cB truyen thong dung

Duong Dang each ghi dang bao ch~
dung bao ch~

Vien nen (tablets)

vu« nen
Vien/vien nen bao phim (bao mang mong) (film coated

tablets), viSnivien nen bao duemg (sugar coated
(tablets)

tablets)

I.
ViSniviSn nen nhai (chewable tablets)

Uong
Vien nang ViSn nang c(mg (capsules/hard capsules)

(capsules) ViSn nang mSm (soft capsules)
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DU'irng
dung

Dang
bao ch~

each ghi dang bao ch~

Vien baa tan trong
ruot/vien giai phong
muon (enteric
coated/delayed
release)

Vien giai phong thea
nhip (pulsatile
release)

Vien giai phong keo
dai (prolonged
release/sus tained
release/extended
release), giai phong
co kidm SOGt
(controlled release)

Vien nang m@mnhai (chewable soft capsules)

Roan cirng, h6 hoan (pasted pill), lap hoan (waxed
Vien hoan pill), thuy hoan (watered pill), hoan mroc - m~t (water-
(Pills) honeyed pill),

Roan m@m/tS,mat hoan (honeyed pill)

Viengiai
phong ngay Vien/vien nen/vien nang giai phong (phong thich)

(immediate ngay (immediate release)

release)

Vien/vien
nen/vien
nang giai
phong

(phong thich)
biinil8i
(modified
release)

nen/vienViSn nang

cirng/vien nang mem bao
(phim, duong) tan 6 ruot
(bao tan trong ruot/bao

khang dich vi )
Vien/vien nen/vien nang
giai phong (phong thich)

thea nhip

Vien/vien nen/vien nang giai
phong (phong thich) keo dai
(prolonged release/sustained
release/extended release)

Vien/vien nen/vien nang
phong thich (phong thich)

cham (slow release)
Vien/vien nen/vien nang tac
dung keo dai (long acting)
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J)U'O'ng
dung

Dang
bao ch~

each ghi dang bao ch~

Vien giiii
phong
nhanh
(fast

release)

Vien/vien nen/vien nang ra nhanh(fast disintegrating)
Vien/vien nen ra (oral disintegratingj/phan tan trong
mieng (oral dispersible), vien/vien nen tan trong

mieng (ODT) (oral dissolving)
Vien/vien nen phan tan (trong mroc) (water
dispersible), vien/vien nen pha h6n dich uong
(tablets for oral suspension), vien/vien nen pha dung
dich uong (vien nen tan trong mroc) (water soluble
tablets), vien/vien nen sui/sui bot (effervescent

tablets)
BQtlc6m/h~t pha dung dich uong (powder/granules

for oral solution)
BQtlc6m1h~tpha h6n dich uong (powder/granules

for oral suspension)
BQtlc6m/h~t sui bot sui bot dS pha dung dich hoac

B9t1c6m1hflt h6n dich uong (effervescent powder/granules for

oral solution or suspension)
Bot/com/ha; khang dich vi hoac bao tan a ruot (bao
tan trong ruot/bao khang dich vi) (gastro
resistant/enterosoluble/enteric coated

powder/granules)

Dung
djchlhan
dich/nhii

djch

Dung dichlh6n dich/nhii tuong (nhii dich) uong (oral

solution/suspension/emulsion)
Siro, elixir (syrup, elixir)
Cao thuoc/ c6n thuoc/nrou thuoc uong
(extract/tincture/alcoholic liquid)

Dung dich/h6n dich/nhii tuong (nhii dich) tiem

Tiem Thu6c tiem (injectable solution/suspension/emulsion (for

injection))
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Duong Dang ,
, each ghi dang bao chf

dung bao chf
Bot (vo khuan) ((sterile) powder) d8 pha dung dich

hoac h6n dich tiem (for injectable
solution/suspension)
Vien/vien nen (vo khuan) dS pha dung dich hoac h6n
dich tiem (sterile tablets for injectable

solution/suspensi on)
Thu6c tiem dong kho, b<)tdong kho pha tiem
(lyophylised powder for injection)

Thu8e tiem
giai phong/
uic dung keo Thu6c tiem dung dich/hon dich/nhfi tuong (nhfi dich)

dai, giai tac dung keo dai (long acting)

phong co
kiJm sodt

Dung dich tiem truyen, nhii nrong (nhfi dich) tiem

, truyen (solution/emulsion for infusion)
Thune tiem

Dung dich darn d~c d8 pha tiem truyen (concentrated,
truyen

solution for infusion)
Bot d8 pha tiem truyen (powder for infusion)

Dung dich nho m~t (ophthalmic solution)
H6n dich nho m~t (ophthalmic suspension)
Nhii tuong (nhii dich) nho m~t (ophthalmic emulsion)

Thu8e nho
Bot (vo khuan) d8 pha dung dich hoac h6n dich nho

m~t (stetile powder for ophthalmic
Tai m~t

,
mat. soIution/suspensi on)

Vien/vien nen (vo khuAn) d8 pha dung dich ho~c h6n

dich nh6 m~t (sterile tablets for ophthalmic
solution/suspension)
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Miii Thu8c xjt Dung dich/h6n dich/nhii tuong (nhii dich) xit mfii nasal
mid solution/suspension/emulsion spray

DU'irng
dung

Dang
bao ch~

each ghi dang bao ch~

Dung dich/h6n dich/nhii tuong (nhii dich) tac dung
Thu8c nho keo dai (dung polyme, dau, phirc.) dung cho nhan
miit ttic dung khoa (ophthalmic prolonged/sustained/extended

keo dili release solution/suspension/emulsion (with polymer,

oil, nano system))

Thu8c tra Thu6c rna/gel/kern tra m~t (ophthalmic
miit ointment/ gel/ cream)

Dung dichlh6n dich/nhii tuong (nhii dich) nho mfii

Thu8c nho (nasal solution/suspension/emulsion)
mid BQt/vien/vien nen dS pha dung dich hoac h6n dich nho

miii (powder/tablets for nasal solution or suspension)

Thu8c rica Dung dich nra mfii (nasal rinse)
mid BQt dS pha dung dich nra miii (powder for nasal rinse)

Tai

Dung djch/h6n djch/nhii tuong (nhii dich) nho tai (otic

Thu8c nlu)

tai
solution/suspension/emulsion)
BQt/ vien/vien nen dS pha dung dich hoac h6n dich nho

tai (powder/tablets for otic solution/suspension)

Tren da
va qua
da

Khidung
Dung djchlh6n dich/nhfi tuong (nhii dich) khi dung
(aerosol/nebuliser solution/suspension/emulsion)

Thu8c hit
iljnh us«

Thu6c hit dinh lieu, thuoc phun mu dinh liSu

((pressurised) mettered-dose inhaler);
Dung dich dS hit (solution for inhalation);

Thu8cdung
t{li cha d da

Thu6c bQt dung tren da (dermic powder)
Dung dich/h6n djchlnhu dich (nhu tuong) boi da

(dermic solution/suspension/emulsion)
Cao xoa, deluxoa, cao long, c6n thu6c boi da (dermic

balsam/oillliquid extract/tincture)
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DU'irng
dung

Tr,!c
trang

Vien nen/vien nang d~t am dao (vaginal

tablets/capsules)
Thu8c dilt am

Vien tnrng/vien dan/gel/kern/me/bot nhao/mang d~t

Dang
bao ch~

Thu8c hlip
thu qua da

Thu8cxit
tren da

Thu8c dilt
trice trang

Thu8c thu:
tnrc trang

d{lO

Thu8c th{lt
am d{lo

each ghi dang bao ch~

Thu6c mal kem/ gel/bot nhao boi da (dermic

ointment/ cream/gel/paste)
Mieng dan, cao dan (dermic patch/plaster)

Thu6c rna/kern/gel h~p thu qua da (transdermal

ointment/ cream/gel)
Mieng dan/cao dan h~p thu qua da (trans dermal patch),
mieng dan tri lieu qua da (transdermal therapeutic

system/patch)
Dung dich/h6n dich/nhii nrong (nhii dichj/gel xit tren

da (skin spray)
Thuoc bot/keo bot/bot/bot x6p (foam) xit (phun) tren

da (skin spray)
Vien nen/vien nang d~t true trang (hau mon) (rectal

tablets/capsules)
Vien dan/gel/kern/me/bot nhao/mang d~t tnrc trang
(hau mon) (rectal suppositories/gel/cream/ointmenti

paste/film)
Dung dich/hon dich/nhu tirong (nhii dich) thut true

trang (hau mon) (rectal enema)
Gel/kern/me/bot nhao thut tnrc trang (h~u mon) (rectal

enema)

am dao (vaginal ovules/suppositories/gel/

cream/ointment/ paste/film)
Dung dich/h6n dich/nhfi tirong (nhii dich) thut am
dao (solution/suspension/emulsion for vaginal

enema)
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DU'irng Dang
each ghi dang bao ch~

dung bao ch~
Gel/kern/me/bet nhao thut am dao
(gel/cream/ointmentlpaste for vaginal enema)

Ni~u Vien d~t nieu dao (urethral tablets)

dao Gel nho (bom) nieu dao (urethral gel).
Khac

Thu8cg{ji Shampoo/ gel/kem/ daul dung dich/nhfi nrong (nhil

ddu djch) gQidAu
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PH1) L1)C II
cAc THAY DOl LON, THAY DOl NHC>Ap D1)NGDOl VOl THUOC

CO TRUYEN, DUQC Ll¢U DA DUQC cAp GIAy DANG KY LUU HA.NH

(Ban hanh kern thea Thong tus6: 120211TT-BYTngay thang ndm 2021
cua B9 truong B9 Y Ii)

Cac thay d6i 1611,thay d6i nho ap dung d6i voi thuoc c6 truyen, diroc lieu da
diroc c§.p gi~y dang ky hru hanh thuc hien thea quy dinh tai Muc A (Thu6c hoa
duoc) Phu luc II Thong tir s6 32/2018/TT - BYT ngay 12 thang 11 nam 2018 cua
B<)tnrong B<)Y tS quy dinh viec dang kY hru hanh thuoc, nguyen lieu lam thuoc
hoac cac thay d6i quy dinh rieng cho thuoc c6 truyen, diroc lieu nhir sau:

1.1.THAY DOl LON

Di~u ki~n Y " },. h},.eu cau 0 SO'
NQidung

STT thay dBi/bB sung

- Phfin I (hanh chinh):

4- Dan (theo m~u)

4- Giay phep (CPP hoac cong van cho
phep cua co quan co tham quyen mroc

, ;. "iAp dung d6i voi sa tai) - yeu cfiu d6i voi thuoc mroc
lHam hrong/nong dQ, db' Ingoai

1 ' h' h h;' d cac ang ao~ac t an p an UQ'C ::.: "
~." , t' d c~e khong phfulf+ Thong tin san phk
jll~U co ac \lng. 1'"leu

f+ M~u nhan.

- Phfin III (thanh phfin va cong thuc) &
V (tai li~u lam sang thea He, sa ky thu~t
chung ASEAN (ACTD»: Phfin lien
quan

2 t£)uang dung
IKhong thay d6i Ph~n I(hanh chinh):

d'i\ngbao chS 4- Dan (theo m~u)
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NQidung
STT thay dBi/bB sung

3 [Ihay d6i li@udung

4 ~hi dinh

Y A ). h).eu cau 0 SO'Di~u ki~n

~ Gifiy phep (CPP hoac van ban cho
phep cua co quan co th§.m quyen mroc
sa t~i)) - yeu c~u d6i voi thuoc mroc
ngoai

~ Thong tin san pham

~ Mfiu nhan va to huang dfin su dung

- Ph~n II (Chfit IUQTIg):Phan lien quan

- Ph~n III (thanh phdn va cong thirc) &
~V (tai lieu lam sang thea H6 so Icy thuat
chung ASEAN (ACTD)): Ph~n lien
quan

Phk I (hanh chinh):

+Dan (theo mfiu)

+ Gifiy phep (CPP hoac cong van cho
phep cua co quan co tham quyen mroc
sa tai) - yeu c~u d6i voi thuoc mroc
ngoai

~ Thong tin san pham

~ Mfiu nhan va to huang dfin su dung

Ph~n III (thanh phan va cong thirc) &
V (tai lieu lam sang thea H6 so ky thuat
chung ASEAN (ACTD)): Phlln lien
Ruan

- Phk I (hanh chinh):
Cac nQi dung ~
~ac khong thay~ Dan (theo mau)
1A-6i~~ ~ Gifiy phep (CPP ho~c cong van cho

tphep clla co quan co th§.m quy@nnuac
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NQidung
STT thay ctBi/bB sung Di~u ki~n Yeu cAu hB SO'

sa tai) - yeu c&u d6i voi thuoc mroc
ngoai

+ Thong tin san pham

+M~u nhan;

+ To huang d~n su dung;

Ph&n III (thanh phan va cong thirc) &
IV (tai lieu lam sang theo H6 sa Icy thuat
chung ASEAN (ACTD)): Ph&n lien
quan

~ac tnrong hop thay d6i khac chua co trong quy dinh tai Muc A (Thu6c hoa
5 ~uQ'c)Phu luc II Thong tu s6 32120 18/TT - BYT ngay 12 thang 11 narn 2018

cua BQtnrong BQY tS quy dinh viec dang Icy luu hanh thuoc, nguyen lieu lam
hU6c hoac chua quy dinh tai Muc I, II Phu luc nay.

II. THA Y DOl NHO

11.1-THAY DOl NHO pHAI DUQC PHI: DUY~T CVA CO QUAN QUAN LY

STT
NQidung

thay ctBi/bB sung Di~u ki~n Y " ). h).eu cau 0 so

IPh&nI (hanh chinh):

Nha s~n xudt khong Dan (theo m~u)

hay doi r Giay phep (CPP hoac giiy
D6} dia diSm san Dia diSm san xuit~hUng nhan GMP).
xuat/co sa dong goi rYl,': t ' ~t , ,

UL~l ro~g Cu~? m?l Giay clnrng nhan du dieu kien
q~.?c ~Ia VOl d1alkinh doanh duQ'c d6i v6'i thu6c
diem cu. san xuit trong nu6'c.

1

IPh&nII (Chit luqng)
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IPh~nI(Hanh ehinh):

Dan (theo mfru)- Ph~ II (chat
hrong):

~. _ ~ f- Khong lam thay , , ,
Thay dOl ~o~e bo sungl;f~· , anh huonc Giay to phap ly cua co so san
,nh hf , d ~Ol va a '5=' d ' ,

ha }..p an ta ~. ~g~ktSn tieu chuan, ehfitlxuat ta duge1 va, nang:.. ap ~g
bao gom thay dOl 1)' l~ irong cua thuoc hue hanh t?t san xuat nguyen
Itaducc). h~nh pham. lieu lam thuoc (GMP) (thirc hien

heo lQ trinh quy dinh. Khong
~eu e~u tai lieu nay d6i voi ta
dtroc da co Giay dang ky hru
hanh tai Viet Nam.

N(}idung
thay dBi/bB sung Yeu cAu hB soSTT

2

J)i~u ki~n

[Ihay d6i co sa xuat
3 ~uanglo

['hay d6i mo ta d~e
4 ~inh cua thanh phAro

IThay d6i ehfit ehuAn d€
5 kiSm nghi~m thanh

phAm

IThay d6i h~ th6ng
6 dong kin eua bao bi

~rve tiSp, gian tiSp

Ph~ I (Hanh ehinh):

Dan (theo mfru)

IPh~n II (Chfit hrong): phan thay
kt6i lien quan

IPh~nI (Hanh ehinh):

Dan (theo m~u)

Ph~n II (ehfit lugng): ph~n thay
kt6i lien quan

rPh~nI(Hanh ehinh):

Dan (theo mfru)

IPh~n II (ehfit lugng): ph~n thay
d6i Iien quan

IPh~nI (Hanh ehinh):

Chfit lugng t6t han Dan (theo mfru)

6n dinh han IPh~n II (ehfit lugng): Ph~n thay
kt6i lien quan

7 IThayd6i dQ6n dinh/h~n dung eua thanh ph~m
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Y A A hAeu cau 0 SO'
Nqi dung

thay d8i/b8 sung Di~u ki~nSTT

"Tang han dung

IPh~nI (Hanh chinh):

Don (theo m~u)

tph~n II (chat hrong): Phk thay
k16ilien quan va thea huang d~n
~Snghien ciru d9 6n dinh

* Giffin han dung

tph~nI(Hanh chinh):

~ Don (theo m~u) Phk II (Ch~1
hrong): Ph~n thay d6i lien quan
va thea huang d~n vS nghien ciru
d9 6n dinh

Bao cao s6 hrong thuoc dang
[uu hanh tren thi tnrong

~ Cam kSt vS viec co sa dang ky
phai phoi hop voi co sa san
Ixu~t, co sa nhap khAu tiSn hanh
hu h6i thuoc, nguyen lieu lam
huoc co han dung Ian han han
dung thay d6i d6i voi thuoc da
luu hanh tai Viet Nam.

IPh~nI(Hanh chinh):

Don (theo m~u) Ph~n II (chat
hrong): Ph~n thay d6i lien quan
Ivathea huang d~n vS nghien CUu
k196n dinh

8 [Ihay d6i diSu kien bac
quan cua thanh pham

Irhay d6i qui trinh san tph~nI(Hanh chinh):
Ixu~t cua thanh phb: Th h' ,. (h ?t )

9 S d A , b' I'" ~ eo uO'ng cal Don t eo mau
0' 0, cac uO'c, 0,. :.. h . 'nh -, hA d.nh . len on qUItn cu, ,

~e, t am ! qUI IPhan II (Chat luqng): Cac tM
~nnh... 11i~ulien quan.

10 frhay d6i tieu chuAn Theo huang ch~tlPh~nI (Hanh chinh):
lVatho~c phuong phapche hon
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NQidung
thay dBi/bB sung f)i~u ki~nSTT

kiem nghiem cua thanh
pham (baa g6m cd
fhdm dinh phuong
phdp phdn tich)

Don (theo mfiu)

rhfut II (Ch~t hrong): Cac tai lieu
~ien quan,

Don (theo mfiu)

Phan II: Tai lieu chat hrong
heo quy dinh tai Thong tu nay;

[Ihay d6i thea hu6ngfhiSu ki~m nghiem cua thuoc
Thay do'::'I' x /.. pgu6n duoc lieu hanh pham; Nghien ciru d9 on
.LJ nguon gaclA-, ?' " di h ? h /.. hanh h'::' h
dl 1'" h ":n~uO'ckiem soat chat In cua t uoc tap am t eo

11 UO'C leu, n ung te ' dinh
' , ? r huy Ikhoa h9C cua diroc lieu irong 0' muc caol'1 ' '

khac nhau hon; r- Gi~y to phap ly cua co sa san
pm~t diroc lieu, ban thanh pham
klugc lieu dap irng thuc hanh t6t
san xu~t nguyen lieu lam thuoc
KGMP) (thirc hien thea 19 trinh
RUY dinh).

fh~n I(Hanh chinh):

Don (theo mfiu)

12 Thay d6i/b6 sung quy
cach dong goi

Nhan cli da duy~t + nhan mm
fh~n II (Ch~t luqng): G6m (1)
Ifieu chuAn bao bi (nSu co thay
~6i bao bi, ch~t luqng bao bi) (2)
H6 sa thea d5i d9 6n dinh cua
AUY c~ch dong goi, m6i (nSu co
hay doi bao bi sa cap),

fh~n I(Hanh chinh):

'T'lh h' /..th r-Don1'r1h d'::" hl'nh th' .I. J eo uong to on
1.1.J ay 01 uc,," ' d hi"

13 h' /..tk/..b b' nh- va n91 un~ n aUr-Nhan cli da duyet + nhan m6iIe e ao 1, an 1,1-." th d'" ,~uong ay 01

~h~n II (Ch~t luqng): Cac tai
~i~ulien quan"
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11.2- THA Y DOl NHO CHi YEU cAu THONG BAo (NOTIFICATION)

Thong bao

Ph§.nII (Ch~t lugng):

Nqi dung
thay ttBilbB sung Di~u ki~n Y A " h"eu cau 0 SO'TT

Khong thuoc cac
nrong hQ'P thay d6i
an va thay d6i nho ,
phai phe duyet truaePhan I (Hanh ehinh):
khi thuc hien.

Thay d6i nQi dung ?" Thong bao
ren rnfiu nhan bao Thay doi thiet ke

1 g6rn to huang dfin su(rnau s~e, hinh dang, Nhan eli da duyet + nhan moi

dung kich thiroc, vi tri Bang so sanh nQi dung thay d6i
hong tin ...) tren nhan
~a, hoac cac nQi dUl:g~Giay to phap ly lien quan (neu co)
~ong lien quan den
ILhongtin, huang dfin
su dung thuoc,

rrh§.nI (Hanh ehinh):

Thong bao
Thay d6i/b6 sung cac
nQi dung vS anTheo huang su dung

2 oan/hieu qua (Trilan toan, hQ'P ly va
cac truong h9]J thuoc hieu qua hon
thay tl6i Zan)

Nhan

Thong tin san pham

To huang dfin su dung

Neu ro nhirng diSrn thay d6i.

fh§.n I (Hanh ehinh):

3 Thay d6i mo ta d~e
inh eua nguyen li~u

Thong bao

Ph§.nII (Ch~t lugng):

Ph§.n thay d6i lien quan

Ph§.nI(Hanh ehinh):
Thay d6i eh~t ehu~

4 dS kiSrn nghi~rn
Inguyen li~u

- - ---------
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~hc1nI(Himh ehinh):

anhl'Thong bao

ehfitPhc1nII (Chfit hrong):
thanh"

t-Phc1nthay d6i lien quan va th~o
huang dfin vS nghien elm d9 on
dinh

" :iI. h:il. 0-Yeu cau 0 STT Noidung
thay dBi/bB sun_g_ Di~u ki~n

Phc1nthay d6i lien quan

" Khongon ?

? ~uO'ng
cua irong

pham.

[Ihay d6i d9
5 dinh/han dung

nguyen lieu

rrhay d6i diSu kien
6 bao quan cua nguyen

li~u

Phan I (Hanh ehinh): Thong bao

~hc1nII (Chfit hrong):

Phc1n thay d6i lien quan va th~o
hirong dfin vS nghien elm d9 on
~inh

Thay d6i qui trinh san Th hire ai tiSn~hc1nI (Hanh ehinh):' " r " eo uang e
txuat ~ua ?gubye? IYI~:~anqui trinh cu. Thong baoSa do, cae uoc, 0,

7 me, tham dinh qui Khong lam thay d?iphc1nII (Chat luang):
ri~ ... (chi c?P d~ngFhfit hrong va d9 on ? •

doi. voi thuoc thanhktinh cua nguyen lieu, Phc1nthay doi lien quan.rham hoa duac).

rr~ay d6i, nha eun~ Khong lam thay d?6i~hc1nI(Hanh ehinh):
cap bao bl (thay the'~hfit luang va d9 on

8 them VaG hogc IO~l~inh eu~ thu6e Thong bao
b6)

I- Khong lam thay d61
~a cinh h~Ong dS?~hc1nI (Hanh ehinh):

?" h " chatThay d6i tieu ehuan leu e u~n, th:" Thong bao
~a/ ho~e phuang u~g "eua uoe ,

9 phap kiSm nghi~m hanh pham. Phc1nII (Chat luqng):

~ua nguyen li~u I- Ho~e lam tieu Phc1nthay d6i lien quan
Fhu~n ehfit luqng eua
!hanh j>_h~meh~t ehe
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Y" x h"eu cau 0 soN(Hdung
thay d8i/b8 sung Di~u ki~nTT

han hoac tot han.

- Phan I (Hanh chinh): Thong bao

Ph~n II: Uti lieu chfit hrong thea
rrha~ d6i thea hu6ngq~l dinh t~! Tho~g tu n~y; P~iSu

h"h d~· x :.. nguon duac li~uklem nghiem cua thuoc thanh
I.1J ay 01 nguon goc ,. ., h~
duoc lieu nhung ten~uQ'c kiem soat chattpJam.

10 . ., 1 a mire
khoa hoc cua diroc irong caor Giay ta phap ly cua co sa san
lieu giong nhau non; iXufit duoc lieu, ban thanh pham

~uQ'c lieu dap irng thirc hanh t6
san xufit nguyen lieu lam thuoc
KGMP) (thirc hien thea lQ trinh quy
ktinh).

[Ihay thS dung cu do
11 luang thuoc (vi du tit

iplu6ngsang c6c)

~h~n I (Hanh chinh):

Thong bao
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