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BO YTE CONG HOA xX HOI CHU NGHiA VI~T NAM

DQc l~p - T\I' do - H~nh phuc

S6: ITT-BYT HaNr}i, ngay thang ndm 2019

DT!THAo
17.5.2019 THONGTU

Quy dinh v~ san xufit va dang ky hru hauh
thu8c gia cong t~i Vi~t Nam

Can ctr Ludt Dirac s6105120161QI-JJ3 ngay 19 thang 4 ndm 2016,'

Can cir Ludt Thuong mai s6 36120051QHli ngay 14 thang 6 ndm 2005,'

Can cu Ludt Quan ly ngoai thuong s6 05120171QH14 ngay 12 thang 6 ndm
2017,'

Can cu' Ludt chuyen giao cong ngh? s6 07120171QH14 ngay 19 thang 6
ndm 2017;

Can cu Nght dinh s6 69120181ND-CP ngay 151512018 cua Chinh phu quy
dinh chi ait mot s6 diJu cua Ludt Quan ly ngoai thuong;

Can cie Nghi dinh s6 75120171ND-CP ngay 20 thang 6 ndm 2017 cua
C~inh phu quy dtnh chuc nang, nhiem v¥, quyen han va co cdu t6 chuc cua B(J Y
te;

Theo dJ nghi cua Cue truong Cue Quan ly duac;

B(J truong B(J Y ti ban hanh Thong tu quy dinh vJ scm xucit va dang kY luu
hanh thu6c gia cong tgi Vi?t Nam.

ChIlO'ng I

NHUNG QUY DINH CHUNG

Di~u 1.Ph~m vi di~u chinh va d8i ttrQ'ng up d\lllg

1. Thong tu nay quy dinh vS sc'mxuit gia cong thu6c tc;tiVi~t Nam; h6 So',

thu t\lC cip, gia h?n, thay d6i, b6 sung, thu h6i giiy dang ky luu hC:mhthu6c gia
cong (thu6c h6a dugc, v~c xin, sinh phfrm, thu6c dugc li~u) luu hanh t?i Vi~t
Nam va xuit khfru.

2. Thong tu nay ap d\lng d6i v6'i t6 chll'c, ca nhan trong nu6'c va nu6'c
ngoai tham gia ho?t d9ng gia cong thu6c ti;liVi~t Nam.

Di~u 2. Giai thich til' ngu'

Trong Thong tu nay, cac tu ngfr du6'i day dugc hiSu nhu sau:

1. Gia cong thu6c la vi~c Co' So' nh~n gia cong th\1c hi~n gia cong mQt,
mQt s6 ho~c toan b9 cong do?n cua qua trinh sc'mxuit thu6c dS ti;lora sc'mphiim
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thea yeu c~u cua CO'sa d?t gia cong, con CO'sa d?t gia cong nhan san pham va
tra thu lao thea thea thuan phu hop voi quy dinh cua phap lu~t.

2. Co sa d(jt gia cong la ben co quy trinh san xuat, h6 so k5' thuat clnrng
minh thuoc truce khi d?t gia cong dam bao ch~t hrong, an toan, hieu qua.

3. Co so' nhdn gia cong la ben tiSn hanh san xu~t va nhan thu lao san xu~t
til co sa d?t gia congo CO'sa nhan gia cong co thS bao g6m nhi~u nha san xuat,
m6i nha san xu~t tham gia mot, mi)t s6 hoac toan bi) cong doan san xu~t.

4. Thu6c a(jt gia cong la thuoc duoc nghien ciru, phat trien dam bao chat
IUQ'ng,an toan, hieu qua duoc CO'sa d?t gia cong du kiSn d?t CO'so san xu~t gia
cong thuc hien mot, mi)t s6 ho?c toan bi) cac cong do~n.

5. Thu6c gia cong la thu6c do CO' sO'nh~n gia cong th\Ic hi~n san xu~t
thea hQ'pd6ng vai CO'so' d?t gia cong mi)t, mi)t s6 ho?c to~mbi) cac cong do~n.

ChU'O'ngII

QUY DJNH VE GIA eONG THUne

Di~u 3. Tnieh nhi~m ella cO'sO' d~t gia eong thuBc

1. Thl,l'chi~n trach nhi~m cua cO'sa dang ky thu6c thea Di~u 3 Thong tu
s6 Thong tu s6 32/2018/TT-BYT ngay 12 thang 11 nam 2018 cua Bi) tru6ng Bi)
Y tS quy dinh vi~c dang ky luu hanh thu6c, nguyen li~u lam thu6c (sau day gQi
t~t la Thong tu s6 32/2018/TT-BYT), tril khoan 10 Di~u 3.

2. Cung c~p quy trinh sim xu~t d6i vai cong do~n gia cong, tieu chuAn
ch~t IUQ'Ilgva phuO'llg phap kiSm nghi~m nguyen ph\! li~u ban d~u, ban thanh
ph~m, thanh ph~m va cac gi~y to' khac lien quan dSn vi~c gia cong thu6c.

3. Chiu trach nhi~m v~ tinh hqp phap, trung th\Ic cua h6 sO',tai li~u do cO',sa cung cap.

4. Thl,l'Chi~n vi~c C?Pnh?t tieu chuAn ch~t IUQ'ngthu6c, nguyen li~u lam
thu6c thea quy dinh t~i Thong tu s6 1112018/TT-BYT ngay 04 thang 5 nam
2018 cua B(> tru6ng B(> Y tS quy dinh v~ chcit lUQ'ngthu6c, nguyen li~u lam
thu6c.

5. KiSm tra cO'sa nh?n gia cong vS vi~c tuan thu GMP va vi~c th\Ic hi~f1
gia cong thu6c thea dung h6 sa dang kY.

6. Chiu trach nhi~m v~ chcit IUQ'Ilg,an to~m, hi~u qua cua thu6c sim xucit
gia cong trong su6t qua trinh luu hanh thuBc.

7. DBi vai thuBc gia cong thuBc gay nghi~n, huang tam th~n, ti~n ch~t
dung lam thuBc, thuBc phBi hQp co chua gay nghi~n, huang tam th~n, ti~n chcit
dung lam thuBc, phai th\Ic hi~n thea dung quy dinh cua Bi) Y tS Vi~t Nam v~



quan If thuoc gay nghien, huang tam than, tiSn chat, thuoc, nguyen lieu lam
thuoc phai kiem soat d~c biet va cac quy dinh khac cua phap lu~t co lien quan.

8. Chiu cac trach nhiem khac thea quy dinh cua phap luat vS gia cong
trong thuong mai, chuyen giao cong nghe va quy dinh phap luat khac co lien
quan.

Di~u 4. Trach nhiem ella co' sir nh~n gia cdng thu8c

1. Thirc hien trach nhiem cua co sa san xu~t thu6c thea DiSu 4 Thong tu
s6 Thong ttr s6 32/2018/TT-BYT, trir khoan 6,7 DiSu 4.

2. Chi duoc gia cong thu6c phu hop voi pham vi kinh doanh cua gi~y
chung nhan du dieu kien kinh doanh duoc da duoc B(>Y t~ cap,

3. Ti~n hanh san xu:1tthuoc thea dung quy trinh, k9 thuat va bao dam ch~t
hrong thuoc thea dung h6 so dang ky thuoc va tuan thu thea yeu c§.uGMP. LUll
gifr cac h6 so, tai li~u, m~u thu6c lien quan d~n qua trinh san xu~t thu6c va cung
c~p h6 so do cho co quan quan If nha nuac co th~m quySn khi duQ'cyeu c§.u;

4. Chiu trach nhi~m vS kiSm tra ch:1t lUQ'ngsim ph~m trong qua trinh san
xu:1t va bao dam ch~t lUQ'llgcua san ph~m cho d~n khi xu:1t tra san ph~m gia
cong cho co sa d~t gia cong;

5. Chi duQ'c thlJc hi~n nhfrng thay d6i vS quy trinh, thi~t bi, phuong phap
kSm tra, tieu chu~n ho~c cac diSu ki~n khac cua ban th6a thu~n khi co sa d~t gia
cong da thong bao va ch~p thu~n vi~c thay d6i.

6. San xu~t, v~n chuySn, xu~t nh~p kh~u, luu hanh thu6c, nguyen li~u lam
thu6c gia cong co chua ho~t ch~t gay nghi~n, huang tam th§.n, tiSn ch~t d'Cmg
lam thu6c (kS ca d~ng dan ch~t ho~c ph6i hqp) va chua nguyen li~u lam thu6c
phai kiSm soat d~c bi~t phai thlJc hi~n thea dung quy dinh cua Be>Y t~ Vi~t Nam
vS quan If thu6c gay nghi~n, huang tam th§.n, tiSn ch~t, thu6c, nguyen li~u lam
thu6c phai kiSm soat d~c bi~t va cac quy dinh khac cua phap lu~t co lien quan.

7. Chiu cac trach nhi~m khac thea quy dinh Clla phap lu~t vS gia cong
trong thuong m~i, chuySn giao cong ngh~ va 'quy dinh phap lu~t khac co lien
quan.

Di~u 5. Thu8c gia cong d~ xuit kh§u, khong luu hanh t~i Vi~t Nam

1. Vi~c gia cong thu6c cho thuang nhan nuac ngoai dS xu~t kh~u duQ'c
thlJc hi~n thea quy dinh t~i DiSu 38 Nghi dinh 69/2018/ND-CP.

2. TruOng hgp thu6c d~t gia cong la thu6c gay nghi~n, thu6c huang tam
th~n, thu&c tiSn ch~t, thu&c d~ng ph&i hQ'pco chiYaduQ'c ch~t gay nghi~n, thu&c
d~ng ph&i hQ'pco duQ'c ch:1thuang th~n, thu&c d,;mgph&i hQ'pco chua tiSn ch~t,
yeu c§.uphai co Gi~y dang kf luu hanh t~i Vi~t Nam.

3. Truong hgp thu6c d~t gia cong khong thue>ctruOng hQ'p quy dinh t~i
khoan 2 DiSu nay, khong yeu c§.uphai co Gi~y dang kf luu hanh t~i Vi~t Nam.
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Di~u 6. Hi~u luc ella gi~y dang ky hru hanh thudc d~t gia cdng
1. Thu6c da c6 gi~y dang ky hru hanh tai Vi~t Nam d~t gia cong duoc tiep

tuc luu hanh thea hieu luc cua gi~y dang ky hru hanh da duoc c~p. H6 so gia
han va thoi gian n9P h6 so gia IWn cua thu6c d~t gia cong thuc hien thea quy
dinh tai DiSu 8 Thong tu s6 32/2018/TT-BYT.

2. Hieu hrc cua gi~y dang ky luu hanh thuoc gia cong va thoi han n9P h6
so gia han thirc hien thea quy dinh tai DiSu 8 Thong tir s6 32/2018/TT-BYT,

Di~u 7. LU'u hanh thu6e gia cong
1. Ten thu6c gia cong: Thu6c gia cong hru hanh tai Viet Nam duoc mang

cung mot ten thuong rnai voi thu6c d~t gia cong n~u dap ling cac quy dinh sau:
a) D~t ten thu6c thea S\f th6a thu?n cua cO'sa d~t gia cong va cO' sa nh?n

gia congo CO' sa d~t gia cong chiu trach nhi~m vS sa huu nhan hi~u hang h6a cua
ten thu6c.

b) Thu6c gia cong phai duQ'c danh gia dam bao tuO'ng t\f thu6c d~t gia
cong vS cong thlic bao ch~ thu6c, nha san xu~t nguyen li~u dung trong san xu~t
thu6c, tieu chu~n ch~t IUQ'ngva quy trinh phan tich cac nguyen li~u dung trong
san xu~t thu6c, tieu chu~n ch~t IUQ'llgva quy trinh phan tich thu6c thanh ph~m,
quy trinh san xu~t, diSu ki~n moi truang trong qua trinh san xu~t thu6c.

c) Thu6c duQ'cgia cong t~i cac cO' s6' tuO'ng duO'ng vS GMP v6'i cO's6' san
xu~t thu6c d~t gia congo

2. Gi~y dang ky luu hanh thu6c gia cong c6 dc1ydu thong tin vS cO'sa d~t
gia cong, cac cO'sa gia cong, cac cong do~n th\fc hi~n gia cong tuO'ng ling v6'i
cac cO'sa gia cong, cac thay d6i so vai thu6c d~t gia congo

3. D6i v6'i gia cong thu6c nuac ngoai dS Iuu hanh t~i Vi~t Nam, sau Iffii
lam thu t\lCdang ky thu6c thea quy dinh phai th\fc hi~n cac thu t\lCvS xu~t, nh?P
kh~u thu6c gia cong thea quy dinh t~i van ban phap lu?t hu6'ng d~n chi ti~t thi
hanh Lu?t ThuO'ng m~i vS ho~t d9ng mua ban hang h6a qu6c t~ va cac ho~t
d9ng d~i Iy, mua, ban, gia cong va qua canh hang h9a v~i nu6'c ngoai.

4. ,CO'sa d~t gi~ cong la doanh nghi~p c6 von ~au tu nuac ngoai duQ'c
phan phoi va ban ~huoc gia cong t~i cac cO'sa san xuat khac t~i Vi~t Nam khi
dap ung cac yeu cau sau:

a) CO's6' d~t gia cong la cO'sa san xu~t thu6c t~i Vi~t Nam;
b) Thu6c d~t gia cong la thu6c da duQ'c c~p gi~y dang ky luu hanh t~i

Vi~t Nam con hi~u I\fCva duQ'c san xu~t bai chinh cO'sa d~t gia cong nay.

5. CO' sa nh?n gia cong la doanh nghi~p c6 v6n dc1utu nuac ngoai lffiong
duQ'cphan ph6i va ban thu6c do co sa nh?n gia cong t~i Vi~t Nam, tru trucmg
h9'P thu6c duQ'c san xu~t gia cong toan b9 t~i co sa nh?n gia congo

ChU'O'ng III

HO sa DANG KY THU6c GIA CONG
Di~u 8. Quy djnh chung v~ h6 sO'dang ky thu6c gia cong
1. Ngon ngu sir d\lng trong h6 sO'dang ky



H6 sa dang ky thuoc, nguyen lieu lam thuoc phai duoc viSt bang tieng
Viet hoac tieng Anh. To huang d~n sir dung thu6c va Tom t~t d~e tinh san pham
phai duoc viet bang tieng Viet.

2. H6 sa dang ky thuoc, nguyen lieu lam thu6c phai duoc ehu~n bi tren
kh6 giay A4, dong eh~e eh~n (tnr h6 sa n9P true tuyen). H6 sa phai co trang bia
(M~u lITT), to thong tin san pham (M~u 2/TT) diroc s~p xep thea dung trinh tir
cua muc luc (M~u 8/TT), co phan each giira cac phan. Cac phan phan each phai
duoc danh s6 thir tir dS dS tham khao va co d~u xac nhan cua ea sa dang ky hoac
co sa san xuat thuoc, nguyen lieu lam thu6e a trang d§u tien cua m6i phan trong
toan b9 h6 sa (chap nhan d~u cua van phong d~i di~n d6i vai thu6e nuac ngoai).

Cae tai li~u sau phai dong thanh cae ph§n rieng va kern 01 to thong tin san
ph~m:

a) Tai li~u nghien eUu tuang duang sinh h9C;

b) Tai li~u tiSn lam sang, lam sang;

3. S6 lugng cae tai li~u phai n9P trong h6 sa dS nghi e~p, gia h~n gi~y
dang ky luu hanh, e\l thS nhu sau:

a) 01 (m9t) b9 co d§y du h6 sa thea quy dinh t~i DiSu 9 d6i vai h6 sa
dang ky thu6e gia eong d6i vai truOng hgp thu6e d~t gia eong da co gi~y dang
ky lUll hanh t~i Vi~t Nam va DiSu 10 d6i vai h6 sa dang ky thu6c gia eong d6i
vai truong hgp thu6c d~t gia eong chua co gi~y dang ky luu hanh t~i Vi~t Nam.

b) 01 (m9t) ban sao d§y du h6 sa d6i vai v~e xin; 02 (hai) ban sao eac tai
li~u g6m dan dang ky, tieu chu~n eh~t lugng va phuang phap kiSm nghi~m
thu6c, nguyen li~u lam thu6e d6i vai cae truong hgp con l~i;

c) 02 (hai) bQm~u nhan thu6e, nguyen li~u lam thu6e va to huang d~n su
d\lng thu6e d\1'kiSn luu hanh co d~u xae nh~n eua ca sa dang ky (eh~p nh~n d~u
eua van phong d;;tidi~n d6i vai thu6e nuac ngoai) ho~e ca sa san xu~t. Cae nhan
thu6e, nguyen li~u lam thu6e duge g~n, thiSt kS tren kh6 gi~y A4.

4. S6 lugng cae tai li~u phai nQp trong h6 sa dang ky thay d6i, b6 sung
gi~y dang ky luu hanh:

a) 01 (mQt) bQ co d§y du cae tai li~u thea quy dinh t~i khoan 4 DiSu 28
Thong tu nay d6i vai thu6c hoa duge, v~c xin, sinh ph~m va khoan 3 DiSu 31,
khoan 3 DiSu 33 Thong tu 32/20 18/TT -BYT d6i v6'i thu6e duge li~u, nguyen
li~u lam thu6e.

b) 02 (hai) b9 m~u nhan thu6e, nguyen li~u lam thu6e va to huang d~n su
d\lng thu6c dS nghi thay d6i d6i v6'i truong hgp thay d6i nhan, hu6'ng d~n su
d\lng, co d~u xae nh~n eua ea sa dang ky (ch~p nh~n d~u eua van phong d~i di~n
d6i v6'i thu6c nuac ngoai). Cae nhan thu6c, nguyen li~u lam thu6e duge g~n,
thiSt kS tren kh6 gi~y A4.

5. Quy dinh vS vi~e ap d\lng h6 sa tr\1'etuySn:
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a) S6 hrong, thanh phan h6 so: 01 (mot) b9 h6 so d~y du thea quy dinh tai
Thong tu nay dang ky true tuyen va gtri them 01 ban gi~y cua h6 so hanh chinh
(tnr nhan, to huong d~n su' dung thuoc) toi C\lCQuan ly Duoc;

b) L9 trinh ap dung h6 so true tuyen thea cong b6 cua B9 tnrong B9 Y t@.

6. Phi dang ky thu6c:

CO'so dang ky thuoc gia cong phai n9P phi lien quan d@ndang ky thu6c
thea quy dinh cua phap luat hien hanh vS phi va l~ phi.

J)i~u 9. Hc3SO' dang ky thu8c gia cong d8i v6'i truong ho'p thudc d~t
gia cong da co gi~y dang ky IU'u hanh t~i Vi~t Nam

1. H6 so hanh chinh

a) DO'ndang ky (M~u 3/TT);

b) Gi<1ychirng nhan du di~u kien san xu<1tthuoc cua co s6 nh?n gia cong
co ph~m vi phil hgp v6'i thu6c gia congo

c) Nhan, to' Hu6'ng d~n su d\lng cua thu6c dang luu hanh va thu6c san,
xuat gia congo

2. H6 sO'ch~t lugng:

a) Ban tom t~t ho?t d9ng gia cong (M~u 5/TT)

b) Bang li~t ke cac n9i dung khac nhau giua thu6c dang luu hanh va thu6c
san xu~t gia cong (M~u 6/TT)

c) Bien bim chuySn giao quy trinh, bao cao thAm dinh quy trinh san xu~t,
quy trinh phan dch ung v6'i tung cong do~n d?t gia cong do?n gia congo

d) Tai li~u ch~t lugng thea quy dinh t?i Khmln 1 Di~u 11 Thong tu nay d6i
v6'i thu6c hoa dugc, v~c xin, sinh phAm.

d) Tai li~u ch<1tlugng thea quy dinh t~i DiSu 12 Thong tu nay d6i vO'i
thu6c dugc li~u (n@ula thu6c dugc li~u).

3. Tai li~u ti~n lam sang: thea quy dinh t~i Di~u 26 Thong tu s6
32/20 18/TT-BYT.

4. Tai li~u lam sang: thea quy dinh t~i Di~u 14 va Di~u 27 Thong tu s6
32/20 18/TT-BYT.

Di~u 10. H8 so' dang ky thu8c gia cong d8i v6'i trU'(rng hQ'p thu6c d~t
gia cong chU'a co gi~y dang ky IU'u hanh t~i Vi~t Nam

1. DO'ndang ky (M~u 3/TT);

2. H6 sO'd6i v6'i thu6c d?t gia cong g6m cac tai li~u cua thu6c d?t gia
cong thea quy dinh d6i v6'i h6 sO'c<1pgi<1ydang ky luu hanh t~i Khoim 1 ho?c
Khoan 2 Di~u 28 Thong tu s6 32/2018/TT-BYT quy dinh vi~c dang ky luu hanh
thu6c, nguyen li~u lam thu6c. Truong hgp khong dS nghi c~p Gi~y dang ky luu



hanh cho thuoc d~t gia cong thi khong yeu cau nhan dir kiSn hru hanh tai Viet
Nam va dfr lieu nghien CUu dQ 6n dinh a vung IVb cua thuoc d?t gia cong; (chi
dong ky thu6c gia cong, khong aang kY luu hanh thu6c marc ngoai).

3. H6 sa cua thu6c san xu§.tgia cong:

a) Ban t6m t~t heat dong gia cong (M~u 5/TT).
b) Bang li~t ke cac noi dung khac nhau giua thuoc d?t gia cong va thu6c

san xu§t gia cong (M~u 6/TT).

c) Bien ban chuyen giao quy trinh, bao cao thfrm dinh quy trinh san xuat,
quy trinh phan tich img voi tung cong dean d?t gia cong doan gia cong,

d) Tai lieu ch§.t IUQ1lgthea quy dinh tai Khoan 2 :£)i~u 11 Thong to' nay
d6i voi thuoc h6a duoc, v~c xin, sinh pham.

d) Tai lieu ch§.t IO'Q1lgthea quy dinh tai :£)i~u 12 Thong to' nay d6i voi
thu6c dugc li~u.

e) Nhan, huang d~n SLr d\1ngCllathu6c san xu§t gia cong

3. Tai li~u ti~n lam sang: thea quy dinh t~i :£)i~u 26 Thong to' s6
32/2018/TT-BYT.

4. Tai li~u lam sang: thea quy dinh t~i :£)i~u14 va :£)i~u27 Thong to' s6
32/20 18/TT-BYT.

Di~u 11. Quy dinh d8i v6'i tiIi li~u ch~t lu(}'ng thu8c hoa du(}'c, v~c xin,
sinh phflm

H6 sa ch§.t IO'gngap d\mg thea BQh6 sa k9 thu~t chung ASEAN (ACTD)
va cac huang d~n k9 thu~t thea quy dinh t~i Thong to' quy dinh vi~c dang ky luu
hanh thu6c, nguyen li~u lam thu6c.

1. Truong hgp thu6c d~t gia cong da dugc c§p gi§.y dang ky luu hanh t~i
Vi~t Nam con hi~u lvc

a) NQi dung va s6 li~u lien quan dSn thu6c d?t gia cong do ca so' d~t gia
cong thvc hi~n va cung c§.pbao g6m:

- M\1c DO'gc ch§.t (S): Thong tin chung (Sl); San xu§t (S2); :£)?CHnh (S3)
va KiSm tra dO'gc ch§t (S4), tru kSt qua kiSm tra ch§t IO'gngcac 10 duQ'cch§t da
dung trong san xu§t cac 10 thu6c thanh phAm t~i ca sa nh~n gia cong; Chftt
chufrn ho?c nguyen li~u d6i chiSu (S5); H~ th6ngbao bi d6ng g6i (S6) va :£)Q6n
dinh (S7);

- M\lc Thanh phfrm (P): Mo ta va thanh ph~n (P 1); Phat triSn dugc hQc
(P2); San xu§t (P3), ph~n P3.4. Thfrm dinh val ho~c danh gia quy trinh (d5i vO'i
cac cong do~n san xu§t thvc hi~n t~i ca sa d~t gia cong); KiSm tra ta duQ'cCP4);
KiSm tra thanh phfrm (P5), tru ph~n Phan tich 10 CP5.4), phiSu kiSm nghi~m
thanh phfrm; va H~ th6ng bao bi d6ng g6i (P7).

- Tieu chufrn ch§.t lO'gng thu6c san xu§.t gia cong CP5) khong dugc th§p
han tieu chufrn ch§.t IO'gngclla thu6c d~t gia cong.

7



8

b) NQi dung va s6 lieu lien quan dSn thuoc gia cong do co s6 nhan gia
cong thirc hien bao gom:

- Muc Diroc ch~t (S): PhiSu kiem nghiern cac 10 duoc ch~t da:dung trong
san xu~t cac 10thuoc thanh pham.

- Muc Thanh pham (P): Th~m dinh va; hoac danh gia quy trinh (P3.4) (d6i
voi cac cong dean san xu~t thuc hien tai co s6 nhan gia cong); Phan tich 10
(P5.4), phieu ki@mnghiem thanh pham; Ch~t chuan hoac nguyen lieu d6i chiSu
(P6); DQ6n dinh (P8) va Kha nang thay thS l~n nhau cua san pham (P9).

- P3.4: Bao cao danh gia su phu hop cua quy trinh phan tich (co th@thay
thS bang h6 so chuyen giao quy trinh phan tich do co so' d~t gia cong va co so
nhan gia cong).

- DQ6n dinh: dfr lieu nghien ClmdQ6n dinh ap dVng d6i v6i dang ky thay
d6i 16n ho~c thay d6i nho tuy thuQc vao nQi dung thay d6i gifra thu6c d~t gia
cong va thu6c dang ky thea hu6ng d~n clla ASEAN v@nghien ClmdQ6n dinh.

c) Bang so sanh chi tiSt cac thay d6i, b6 sung (nSu co) gifra thu6c d~t gia
cong va thu6c gia cong kem cac tai li~u thea yeu cfiu clla cac hu6ng d~n k51thu~t
(ASEAN va US-FDA (SUPACs),

2. H6 sO'ch~t IUQ'ngthu6c gia cong d6i v6i truang hQ'pthu6c d~t gia cong
chua duQ'cc~p gi~y dang ky luu hanh t~i Vi~t Nam

a) Toan bQ phfin h6 sO'ch~t IUQ'llgclla thu6c d~t gia cong thvc hi~n thea
Di@u25 Thong tu 32/20 18/TT-BYT, do cO's6 d~t gia cong cung c~p,

b) Bang so sanh chi tiSt cac thay d6i, b6 sung (nSu co) gifra thu6c d~t gia
cong va thu6c gia cong kem cac tai li~u thea yeu cfiu Cllacac hu6ng d~n k51thu~t
(ASEAN va US-FDA (SUPACs).

c) H6 sO'phfin Thanh ph~m Clla thu6c gia cong, do cO's6 nh~n gia cong
thvc hi~n, bao g6m:

- Quy trinh san xu~t thu6c dang kY.

- Bao ca.o th~m dinh quy trinh san xu~t (d6i v6i cac cong do~m san xu~t
thlJc hi~n t~i cO's6 nh~n gia cong).

- Bao cao danh gia SlJphil hQ'p cua quy trinh phan tich (c6 th@thay thS
b~ng h6 sO'chuySn giao quy trinh phan tich do cO's6 d~t gia cong va cO's6 nh?n
gia cong),

- S6 li~u phan tich 10(PhiSu kiSm nghi~m thanh phftm).

- Bao cao nghien cllUdQ6n dinh cua thu6c dang kyo

3. H6 sO'ch~t lUQ'ngthu6c gia cong cong do~n d6ng g6i th& c~p va thu6c
d~t gia cong dft duQ'ccfip gi~y dang ky luu hanh t~i Vi~t Nam con hi~u Ivc

a) H6 sO'do cO's6 d~t gia cong thvc hi~n



- Bao cao danh gia sir phu hop cua quy trinh phan tich (co thS thay thS
bang h6 so' chuyen giao quy trinh phan tich do Co'so d~t gia cong va co so nhan
gia cong).

b) H6 So' do Co'so nhan gia cong thuc hien

- S6 lieu phan tich 10 (Phieu kiem nghiem thanh pham),

- D9 6n dinh: dfr lieu nghien ciru d9 6n dinh ap dung d6i voi dang ky thay
d6i Ian hoac thay d6i nho tuy thuoc vao noi dung thay d6i giira thuoc d~t gia
cong va thuoc dang ky thea hirong d~n cua ASEAN v@nghien ciru d9 6n dinh.

4. H6 So' ch~t hrong thuoc gia cong dong goi thir c~p d6i voi tnrong hop
thuoc d~t gia cong chua dircc c~p gi~y dang ky hru hanh tai Viet Narn

a) H6 So' do Co'so d~t gia cong thuc hien

- Toan b9 ph~n h6 So' ch~t lUQ"ngClla thu6c d~t gia cong thvc hi~n thea
Di@u25 Thong tu 32/2018/TT-BYT, do Co'so d~t gia cong cung c~p.

- Bao cao danh gia sv phu hqp Clla quy trinh phan tich (co thS thay thS
b~ng h6 So' chuySn giao quy trinh phan tich ,do cO'so d~t gia cong va cO'sa nh~n
gia cong).

b) H6 So' do Co'so' nh~n gia cong thvchi~n

- S6 li~u phan tich 10(PhiSu kiSm nghi~m thanh ph~m).

- Bao cao nghien cUu d9 6n dinh Cllathu6c dang kyo

5. Yeu c~u tuang duang sinh h9C d6i vai thu6c gia cong dS luu hanh t~i
Vi~t Narn th\Xchi~n thea quy dinh cua B9 Y tS v@, bao cao tuang duO'ng sinh
h9Ckhi dang ky thu6c.

6. Yeu c~u chung v@tai li~u ch~t luQ"ng:Thu6c dang kY phai tuang W
thu6c d~t gia cong v@cong thuc bao chS thu6c, nha san xu~t nguyen li~u dung
trong sc?mxu~t thu6c, tieu chu~n ch~t lugng va quy trinh phan tich cac nguyen
li~u dung trong san xu~t thu6c, quy trinh san xu~t, di@uki~n rnoi trucmg trong
qua trinh sc?mxu~t thu6c. Cac thay d6i lien quan dSn cac n9i dung nay nSu co
phai thu9C cac rnuc khong yeu c~u phai n9P bao cao nghien cuu tuang duang
sinh h9C cua thu6c sau khi thay d6i thea cac quy dinh t~i cac huang d~n nang co'
10 va thay d6i sau khi dugc c~p gi~y dang ky luu hanh d6i v6i cac thu6c d~ng
r~n dung ducmg u6ng cua US-FDA (SUPACs) va trong h6 So' phai cung c~p kern
thea cac tai li~u phu hqp v6i rn6i thay d6i quy dinh t~i cac huang dftn nay.

7. Yeu c~u tai li~u ch~t lugng d6i v6i truang h9'P d@nghi cong b6 bi~t
dUQ"cg6c, thu6c co bao cao nghien ClmtuO'ngduang sinh h9c.

Bao cao nghien Clm tuang duang sinh h9C Clla thu6c gia cong (d6i vai
thu6c d@nghi cong b6 la bi~t dUQ"cg6c, thu6c co yeu c~u phai bao cao nghien
cuu tuang duang sinh h9C thea quy dinh t~i Thong tu s6 08/2010/TT-BYT ngay
26/4/2010 cua B9 Y tS Huang d~n bao cao nghien Cll'llsinh kha d\lng, tuang

9



duong sinh hoc khi dang ky thu6c hoac thuoc kh6ng c6 yeu c~u phai bao cao
nghien ciru tuong duong sinh hoc thea quy dinh cua B9 Y t@nhung co sa dang
ky c6 don dS nghi phan loai la thu6c c6 chung minh nrong dirong sinh hoc).
Truong hop dap irng d6ng thai cac diSu kien sau c6 thS thay th@bang bao cao
nghien CLm tuong duong d9 hoa tan giira thu6c dang ky (thuoc gia cong) va
thuoc dat gia cong:

- Thu6c d?t gia cong da duoc c~p gi~y dang ky luu hanh tai Viet Nam va
da duoc cong b6 la biet duoc g6c, thuoc c6 chirng minh nrong duong sinh hoc,

- Thu6c dang ky phai tuong tir thu6c d?t gia cong vS cong thirc bao ch@
thu6c, nha san xu~t nguyen li~u dung trong san xu~t thu6c, tieu chu~n ch~t
lUQ"ngva quy trinh phan tich cac nguyen li~u dung trong san xu~t thu6c, quy
trinh san xu~t, diSu ki~n moi trucmg trong qua trinh san xu~t thu6c. Cac thay d6i
lien quan dSn cac n9i dung nay nSu c6 phai thu9c cac muc khong yeu c~u phai
nQP bao cao nghien CLl'll tuO'ng duO'ng sinh hQc cua thu6c sau khi thay d6i thea
cac quy dinh t~i cac hU6'ng dfrn nang co 10 va thay d6i sau khi dUQ"cc~P gi~y
dang ky luu hanh d6i v6'i cac thu6c d~g r~n dung duong u6ng cua US-FDA
(SUPACs) va trong h6 sO'phai cung c~p kem thea cac tai li~u phu hqp v6'i m6i
thay d6i quy dinh t~i cac hu6'ng d~n nay.

Di~u 12. Quy dinh d8i vO'itai li~u ch~t IU'Q'ngthu8c dU'Q'cli~u

Tai li~u ch~t lUQ'ngthu6c dUQ"cli~u th\Ic hi~n thea Khoan 2 DiSu 29
Thong tu s6 32/20 18/TT-BYT.

Di~u 13. H8 sO'd~ nghi thay d8i, b8 sung gi~y dang ky IU'uhanh thu8c

1. H6 sO'dS nghi thay d6i, b6 sung gi~y dang ky lUll hanh thu6c th\Ic hi~n
thea quy dinh t~i Ph\ll\lc II Thong tu 32/2018/TT-BYT. Rieng dO'ndS nghi phai
c6 xac nh?n cua ca cO'sO-d?t gia cong va cO'sa nh?n gia congo

2. Truong hQ'p thay d6i cO'sa d~t gia cong/cO' sa dang ky: chi duQ'c thay
d6i ten cO'sa d~t gia cong/cO' sa dang ky khi c6 thay d6i cach ghi ten cua cO'so'
dang ky ho~c thay d6i chu sO-huu cua co sO-d~t gia cong do sap nh?P, chuy€n
nhuQ"ngquySn so' huu tu cO'sO-cli sang co sa m6'i. H6 so th\1'chi~n thea quy dinh
d6i v6'i h6 so thay d6i ten, dia chi cua cong ty dang kyo

Di~u 14. H8 sO'd~ nght gia h~n gi~y dang ky IU'uhanh thu8c gia cong

1. DO'ndS nght thea mfru 3B/TT Thong tu nay

2. Thu6c hoa duQ'c,v~c xin, sinh ph~m: H6 So' dS nghi gia h?n gifry dang
ky Iuu hanh thu6c san xu~t gia cong th\1'chi~n thea quy dinh t~i Khoan 3 DiSu
28 Thong tu s6 3212018/TT-BYT.

3. Thu6c dUQ"cli~u: H6 so dS nghi gia h~n gi~y dang ky luu hanh thu6c
san xu~t gia cong thvc hi~n thea quy dinh t~i Khoan 2 DiSu 31 Thong tu s6
32/20 18/TT-BYT.
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Di~u 15. Trinh tl}', thii tuc c~p, gia han, thay dBi, bB sung Gi~y dang
ky IU'u hanh thuBc gia cdng

1. Truong hop thuoc d~t gia cong da co giay dang ky hru hanh tai Viet
Nam

a) Gia cong cong doan dong goi thir c~p: Trong thai han 03 (ba) thang kS
tir ngay nhan h6 So',C\lC Quan ly Duoc phai c~p hoac co van ban tra loi ly do
chua c~p, khong c~p. Trinh tv giai quyet thuc hien thea quy dinh tai DiSu 39 va
DiSu 41 Thong tir sd 32/201S/TT-BYT.

b) Gia cong mot sd hoac toan bQ cac cong dean: Trong thai han 09 thang
kS tir ngay nhan h6 So',C\lCQuan 1yDuoc phai c~p hoac co van ban tra loi ly do
chua cap, khong cap. Trinh tv giai quyet thuc hien thea quy dinh tai DiSu 39 va
DiSu 41 Thong tu sd 32/20 1S/TT-BYT.

2. Truang hqp thudc d~t gia cong chua co Gi~y dang ky lUll hanh t<;liVi~t
Nam

Trong thai h:;mtdi da 12 thang kS tu ngay nh~n h6 So',C\lCQuan ly DuQ'c
phai c~p ho~c co van ban tra lai ly do chua c~p, khong c~p. Trinh tv giai quySt
thvc hi~n thea quy dinh t?i DiSu 39 va DiSu 41 Thong tu 32/201S/TT-BYT.

3. Trinh tv, thu t\lC c~p, gia h<;ln,thay d6i, b6 sung Gi~y dang ky IUD hanh
thudc gia cong thvc hi~n thea quy dinh ddi v6i trinh tv, thu t1,lCc~p, gia h<;ln,
thay d6i, b6 sung Gi~y dang ky 1uu hanh thudc quy dinh t<;liThong tu quy dinh
vi~c dang ky luu hanh thudc, nguyen li~u lam thudc.

Di~u 16. Thu hBi gi§y dang ky hru hanh, ngirng nh~n hB sO'c§p, gia
h~n gi§y dang ky IITUhanh

1. H6 So', thu t\lC, th~m quySn thu h6i gi~y dang ky lUll hanh thudc gia
cong thvc hi~n thea DiSu 42 Thong tu sd 32/201S/TT-BYT.

2. Cac trucmg hqp ngung nh~n h6 So'c~p, gia h<;lngi~y dang ky luu hanh
thudc gia cong thvc hi~n thea DiSu 43 Thong tu sd 32/201S/TT-BYT.

3. Co' sa d~t gia cong chiu trach nhi~m Clla cO'sa san xu~t va bi xu ly vi
ph<;lmhanh chinh nhu ddi v6i cO'sa san xu~t thudc.

ChU'O'ngIV

DIED KHOAN THI HANH

Di~u 17. Trach nhi~m thi hanh

1. Cvc Quan 1yDuQ'c co trach nhi~m hu6ng d~n thvc hi~n cac quy dinh
cua Thong tu nay; chu tri ho~c phdi hQ'pv6i Thanh tra BQ Y tS, cac V\l, Cvc
chlfc nang t6 chuc kiSm tra, thanh tra vi~c thvc hi~n Thong tu nay d6i v6i cac
dan vi san xu~t, kinh doanh dugc ph~m trong ca nu6c.
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No'i nh~l1:
- Van phong Chinh phu (Phong cong bao,
- C6ng Thong tin di~n ttl' Chinh Phu);
- 8(>truOng, cac Thfr tmo'ng 8(>Y t€;
- 8(>Tu phap (C~ICKi~111tra van ban QPPL);
- 8(>Hi chinh;
- 8(>Cong timong;
- 8(>Cong an (C",c Y t€);
- 8(>Qu6c ph6ng (C",c Quan y);
- 8(>Giao thong V~n hii (Ci,lcY t€);
- Cac VI,I,Cvc, Thanh tra B(>Y t€;
- S&Y t€ cac tinh, th~mhph6 tlVCthu(>cTW;
- T6ng cong ty DuQ'c VN;
- Hi~p h(>iSXKDDVN;
- Cac DN SX, KD thu6c trong nu6'c va nu6'c ngoai;
- Ph6ng ki~m soat TTHC 8(>Y t€;
- C6ng ThOng tin di~n ttl' B(>Y t€, Website C",c QLD;

BQ TRUONG

2. So Y t~ cac tinh, thanh ph6 true thuoc Trung uong chiu trach nhiem
ki~111tra, thanh tra viec thuc hien Thong tir nay d6i voi cac dan vi san xuat, kinh
doanh duoc ph~111trong ph~111vi quan 1Y.

3. Cac dan vi true thuoc B(>Y tS, Tfmg Cong ty Duoc Viet Narn, cac doanh
nghiep san xu~t kinh doanh duoc pham, cac cong ty nuoc ngoai co gi~y phep
hoat dong trong linh vue duoc co trach nhiem thirc hien Thong tu nay.

Trong qua trinh thirc hien nSu co gi vuong mac, cac dan vi bao cao vS B(>
Y t~ (Cue Quan ly Duoc) d~ xe111xet giai quyet,

Di~u 18. Di~u khoan chuyen ti~p

Cac h6 sa dang ky thuoc gia cong ncp truce ngay Thong tu nay co hieu
lire thi hanh duoc tham dinh va c~p s6 dang ky thea quy dinh tai Thong tir s6
23/20 13/TT-BYT ngay 13 thang 8 nam 2013 cua B(>truang B(>Y tS huang d~n
san xu~t gia cong thu6c, trir trucmg hQ'Pca so tv nguy~n th\fc hi~n thea quy dinh
t~i Thong tu nay.

Di~u 19. Di~u khoan tham chi~u

Trong truang hQ'Pcac van ban quy ph~m phap 1u~t va cac quy dinh duQ'c
vi~n d~n trong Thong tu nay co S\l' thay d6i, b6 sung ho~c duQ'c thay th~ thi ap
dVng thea van ban quy ph~m phap lu~t moi

Di~u 20. Hi~u ll}'c thi hanh

1. Thong tu nay co hi~u l\fc thi hanh k~ tir ngay thang nam 2019.

2. Bffi b6 Thong tu s6 23/2013/TT-BYT ngay 13 thang 8 na1112013 cua
B(>trucmg B(>Y t~ huang d~n ho~t d(>nggia cong thu6c k~ tir ngay Thong tu
nay co hi~u l\fc thi hanh.

Nguy~n Thi Kim Ti~n
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MAU lITT

I ;

TRANGBIA
HO sa DANG KY THU6c sAN XUA.TGIA CONG

1. Ten va dia chi co So' d~t gia cong (co So' dang ky):

2. Ten va dia chi co So' nhan gia cong (co So' san xuat):

3. Ten thuoc, nong dQ/ham hrong, dang bao che:

4. Loai thu6c dang ky:

(Yeu c~u ghi cu thS: Thuoc hoa duoc/vac xin/sinh pham/thuoc duoc lieu).

5. Loai hinh dang ky:

(Yeu c~u ghi cu the: Dang ky l~n d~u/Dang ky gia han/Dang ky thay d6i
Ion/Dang ky thay d6i nho c~n phe duyet/Dang ky thay d6i nho chi yeu c~u thong
bao)
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MAu 2A - Dang ky IAndAu

- -1
1 I

I
I

MilHS:

MAu 2/TT: Thong tin san pharn

THONG TIN SAN PHAM
)"

(fHnp" kv IAn flAn)

Phan loai h6 sa c~p D~ nghi cong b6 D i

IIGDKLH Biet duoc g6c

Thu6c d?t gia cong da:c6 D~ nghi cong b6 D
=1gifiy DKLH tai VN (con D TDSH

hieu lire), ghi cu th~ s6 gi~y Cong dean
DKLH va ngay cfip gia cong

. i

.,'

Thu6c dat gia cong chua c6 D~ nghi bao m~t dtr
/

D D
gi~y DKLH tai VN lieu

C6 h6 so' TDSH C6 h6 sa lam sang -

Tcn thudc:
I

Ten generic:
_.

Dang bao ch~: NAng dQlHam IU'Q'ng:
---

Ten CO' sO'd~t gia cdng (co' sO'dang ky): Ten CO' sO'nh~n gia cong (co so' san xu~t):

Dia chi: (Liet ke ady au cdc co' so' tham gia trong qua

Dien thoai : trinh scm xudt va neu ro vai tro cua tung co' sir
san xudt)

Fax:
Dia chi:

-- _.

Dien thoai: I

Fax: - -

Ten van phong dai di~n tai Vi9t Nam --

(dBi voi co' so' dang ky nurrc ngoai) hoac
tn.1.so' co' so' dang ky thuBc trong nU'o'c -

(ndu khac ata chi co' so' aang ley)

Dta chi:

Di~n tho~i : Fax

Ten, dja chi chit so' hu'u gifiy dang ky luu hanh san phftrn (Product Liccnse Holdcr) ghi
trcn cpp (ac5ivO'ithuc5cnuo'c ngoai):

Di~u ki~n bao quan: H~.lDdung:

Phan lo~i thu8c: DU'(mg dung: Ticu chuftn(***):~
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- Thu5c ke dan D
- Thuoc khong ke dan D
- Thuoc dQc D
- Thu5c diroc lieu

Thu5c gay nghien. D-

- Thu5c thanh pham dang ph5i hop

co chua heat chat gay nghien D
Thu5c huang tam than. D-

- Thu5c thanh pham dang phoi hop

co chua hoat chAthuang tam th~n D
Ti~n chAtdung lam thuoc D-

- Thuoc thanh phAmdang phoi hop

co chua ti~n chat dung lam thuoc D
Nguyen lieu lam thuoc D-

- MffATC:

Cong tlnrc bao ch~ (cho mot dan vi li€u hoac don vi dong g6i nho nhdt)

Thanhphdn:

Ho~t chfit (*) Ham luong Nha san xuat Tieu chuflll (***)
(**) (ten, dia chi chi ti~t)

Ta duoc Ham hrong Nha san xu§t 'I'ieu chufln (***)

(ten, dja chi chi ti~t)

Qui each dong goi

f)~ ugh! khac (n~u co, d~ ngh] ghi ro):

Ghi chu

(*) Ghi chinh xac dang dung cua duoc chit (muoi ester/cdc dang ddn chat
khac).
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(**) Niu li§u dung tinh thea g6c co tac dung duac If cua dU9'Cchat (g6c
base ...), cdn b6 sung them thong tin v§ ham IU(JngdU(JCchat duoc quy a6i ra
g6c co tac dung dU'9'CIf nay.

Niu dU9'Cchat duoc sir dung duoi dang ban thanh phdm ali iron them ta dU9'C,
phai ghi ady au ca cdc thanh phdn ta duac co trong cong thuc bao chi cac ban
thanh phdm co chua dU9'Cchat nay.

(* **) Niu la lieu chudn duac adn, a§ nghi ghi ro ten duac aiin va phien ban
dU9'Caiin hodc ndm phat hanh duoc aiin hade ghi thea duac alin hien hanh.



MAD 2B - Dang ky gia han

THONG TIN SAN PHAM

Phan loai h6 so

(f)anp- kv p-ia han)

cAp GDKLH o

Thuoc d~t gia cong da c6
gi§y DKLH tai VN (con
hieu hrc), ghi cu th~ s6 gi§y
DKLH va ngay c§p

Thu6c d~t gia cong chua c6
gi§y DKLH tai VN

C6 h6 so TDSH

D

De nghi cong
b6 Bi~t duoc
goc

De nghi cong
b6 TDSH

D
Cong dean gia cong

Ten thuoc:

Dang bao ch~:

Ten co' so' d~t gia cong (co so' dang
ky):

Dia chi:

Dien thoai :

Fax:

Ten van phong d~i di~n tl;li Vi~t Nam
(dt1i vo'i co' s(r dang ky mrrrc ngoai)
hojic tql so' CO' s(r dang ky thut1c trong
nU'o'c(niu khac aia chi cO' sa aang IcY)
Dia chi:

Di~n tho(;li : Fax

Di~u ki~n bao quan:

S6 dang ky:

D

D

De nghi bao mat
def lieu

C6 h6 sa lam
sang

D

D
Ten generic:

N6ng dQ/Ham hro'ng:

Ten co' so·nh~11gia ccng (co' so·san
xuat):

(Liet ke ady au cdc co' sa tham gia trong
qua trinh san xUdt va neu ro vai tro cua
tung co so' san xudt)
Dia chi:

Di~n thoai:

Fax:

H~n
dilllg:

Ngay cAp Ngay h~t h~n SDK:
SDK:
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Cong thirc bao ch~ (cho mot don vi li~u hoac don vi dong goi nho nhdt)

Thanh phdn:

Phfin loai thudc (tich vao nQi dung phu DU'O'ng Ticu chufin (3):
hop): dung:

- Thu6c ke dun:

- Thu6c khong ke dun:

- Thu6c doc:

- Thuoc ph6ng xa:

- Thuoc duoc lieu:

- Thuoc gay nghien:

- Thuoc thanh pham dang phoi hop

c6 chua hoat ch~t gay nghien:

- Thuoc huong tam than:

- Thu6c thanh pham dang ph6i hop

c6 chua heat chat huong Himthan:

- Ti~n ch~t dung lam thuoc:

- Thu6c thanh pham dang phoi hop

c6 chua ti~n chat dung lam thu6c:

- Nguyen lieu lam thuoc:

- MaATC:

Ho~t chAt (1) Ham hrong Co' sO'san xu§t Tieu chuan (3)
(2) (ten, dja chi chi ti~t)

Ta diro'c Ham IU'Q'ng CO'sO'san xuAt (ten, dja Tieu chuan (3)
chi chi ti~t)

Quy each dong goi:

D~ ngh] khac (n~u co, d~ ngh] ghi ro):

Ghi clni

(*) Ghi chinh xac d(lI1.gdung cLladUf)'cchit! (mu6i es!ericac &;mg&1n chit! kMc).
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(**) Ndu li~u dung tinh thea g6c co tac dung duac ly cua duac chdt (g6c base ...), cdn b6 sung them

thong tin v~ ham luang duac chdt duoc quy d6i ra g6c co tac dung duac ly nay.

N6u dU9'Cchdt dU9'CSU dung duoi dang ban thanh phdm aa iron them ta duoc, phai ghi ddy au ca cdc

thann phdn ta duoc co trong cong thicc baa chi cdc ban thanh phdm co chua duoc chdt nay.

(***) N6u la lieu chudn duac didn, dd nghi ghi ro ten dU9'Cadn va phien ban duoc didn hoac nam

phat hanh dU9'Cdidn hoac ghi thea duac ddn hien hanh.
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Ten va dia chi Vai tro (*)

MAu 3A/TT

.__M_fi_H_S_: --Jl
DON DANG KY rnuoc GIA CONG

A. Chi ti~t v~ co' so' dang ky va co' so' san xuit

1. Co' sO'd~t gia cong (co so' dang ky - ngmri sO'hfru giAy dang ky IU'uhanh)

1.1. Ten co' so dang ky:

1.2. Dia chi:

1.3. Di~n thoai:

Email:

1.4. Ten van phong dai dien tai Vi~t Nam (neu c6):

Website (niu co):

S6 fax:

Dia chi:

Di~n thoai:

2. Co' so' nh~n gia cdng (co' sO'san xuAt)

2.1. Ten co so san xu fit:
2.2. Dia chi:

2.3. Di~n thoai:

Email:

Cac co so san xu fit khac (neu c6) (*):

Website (niu co):

S6 fax:

(*) CO' s6' tham gia trong qua trinh san xudt va neu rii vai fro cua tung co' s6' scm xudt
nhu "scm xudt ban thanh phdm ", "dong goi so' cdp ", "dong goi thu cdp ". "lam
com ", ...

B. Chi ti~t v~ sail pham

1. Tell sail pharn, dang bao ch~ va ham hroug

1.1. Ten thuong mai:

1.2. Dang bao che:

1.3. Hoat chat, nong do/ham IUQ'nghoat chat:

2. Mo ta san pham:

2.1. MD ta dang bao ch~:
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2.2. M6 ta quy each d6ng g6i:

2.3. Phan loai:

Thu6c ke dun Ihucc kh6ng ke dun

Thu6c huong tam than Thu6c thanh pham dang phoi hop c6
chua hoat chat huong tam thfin

Thu6c gay nghien ~'hu6c thanh pham dang phoi hop c6
chua hoat chAtgay nghien

Ti~n chAt dung lam thuoc [Ihuoc thanh phAm dang phoi hop c6
chira ti~n chat dung lam thuoc

Nguyen lieu lam thuoc Irhu6c doc

MilATC

[Thuoc duoc lieu

2.4. Tieu chuan chat IUQ'ng(***):

2.5. H~n dung:

2.6. Di~u kien bao quan:

2.7. S6 gifty DKLH thuoc d~t gia c6ng tai VN con hi~u lire; ngay cap gifty DKLH

3. Ten generic va cdng tlnrc (bao gAm luong hoat chat va ta diro'c) cho mQt do'n
vi chia li~u nho nhftt ho~c cho mQt don vi dong goi nho llh§t

Thanh phdn:

Hoat chftt NAng dQI Nha san xuftt Tieu chufin

(*) ham lU'Q'llg (ten, dia chi chi ti~t) (* **)
(**)

-_

Ta dU'Q'c. NAng dQI Nha san xuftt Tieu chufill

ham lU'Q'ng (ten, dia chi chi ti~t) (***)
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o
o

Du li~u tht1'nghi~m dQctinh

Du 1i~uthu thu6c tren lam sang

(Tai li~u s6 )

(Tai li~u s6 )

(*) Ghi chinh xac dang dung cua duoc chat (muo! ester/cdc dang ddn chat
khac).

(* *) Niu li~u dung tinh thea g6c co tac dung duac If; cua dU9'Cchat (g6c
base ...), cdn b6 sung them thong tin v~ ham IUQ'ngduac chat duac quy a6i ra
g6c co tac dung duoc If;nay.

Niu duoc chat duoc suodung duoi dang ban thanh phdm aa tron them ta duoc,
phai ghi ady au ca cac thanh phdn ta duac co trong cong thirc bao chi cac ban
thanh phdm co chua duoc chat nay.

(* **) Niu la tieu chudn duoc aidn, a~ nghi ghi ro ten duac aidn va phien ban
dU9'Caidn hoac ndm phat hanh duac aidn hoac ghi duoc aidn hien hanh.

C. Tai li~u ky thuat

1. Phan II: Chat luong

2. Phan III: Ti~n Himsang

3. Phan IV: Lam sang

Ghi chu: Nhtrng tai lieu (Phan II ha~c/va III ha~c/va IV) phai n9P tuy thuQc vaa phan
la(;lisan phAm/nhom san phAm.

D. Cac d~ ngb! d~c bi~t dBi vO'ithuBc dang ky

ThuBc co dfr li~u yeu c§u bao m~t D
CO'sc)'dang ky thu6c d~ nghi Cvc Quan Iy DuQ'cxem xet th\l'c hi~n baa m~t d6i vO'icac
dfi' li~u sau day duQ'cnQPkem thea h6 sO'dang ky thu6c:

CO'So' dang ky thu6c xin cam k~t cac dfi' li~u neu tren dap (rng d~y du cac di~u ki~n
bao m~t du li~u thea quy dinh cua phap lu~t va cO'So' dang ky thu6c se thv'c hi~n nghla
vv chu'ng minh khi duQ'ccO'quan co thAm quy~n yeu c~u.

H6 sO'd~ ngb! theo quy trinb tbAm dlnb nbanh: D
H6 so' d~ ngh! theo quy trinh th§m dluh rut gQn: D
Co h6 so' tU'O'ngdU'o'ng sinh hQc: D
Co h6 so' Him sang: D
ThuBc d~ ngh! phal1lo~i bi~t dU'Q'cgBc: D
D~ nghj khac (ll~U co, d~ nghj ghi ro):

22



D. Tuyen b6 ciia CO' srr dang ky

Co So' dang ky thuoc xin cam ket:

1. Thuc hien viec c~p nhat, b6 sung to' huang dan SlY dung thuoc thea thu6c biet
duoc g6c, sinh pharn tham chien d6i voi twang hop quy dinh tai khoan 3 Di~u
38 Thong tu O1l2018/TT-BYT ngay 18/1/2018 cua BQ Y t~ quy dinh ghi nhan
thuoc, nguyen lieu lam thuoc va to' huang dan sir dung thuoc Capdung d6i voi
thuoc generic, sinh pharn tuong tu),

2. Da kiem tra, ky dong d§.uthea quy dinh va xac nhan la day la cac gi§.y to hop
phap, nQi dung la dung sir that. N~u co sir gia mao, khong dung sir that co so'
dang ky xin chiu hoan toan trach nhiem va se bi xir phat thea quy dinh cua phap
luat.

3. Dam bao thuoc ducc san xu§.t thuoc thea dung h6 sa dang ky thuoc da nQP.

4. Thong bao, d€ nghi phe duy~t thea quy dinh d6i vai h6 sO'dang ky thu6c khi da
duqc c§.pgifry dang ky dang ky luu hanh.

5. Chiu trach nhi~n hoan toan v€ So' huu tri tu~ lien quan d~n thu6c xin dang kY.
N ' th' ~gay... ang ... nam .....

D~i di~n hQ'p phap cua co' srr nh~n gia
cong

(Ky tr~rctzip, ghi ro h9 ten, ch{rc danh,
c1ongdtLU)

Ngay ... thang. .. nam .....

D~i di~n hQ'p phap cua co' s(r dang ky
thu6c

(Ky tr~rctiip, ghi ro h9 ten,chuc danh,
c1ongdJu)
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MAu3B/TT

DON DANG KY THU6c GIA CONG

(Dang ky gia han)

A. Chi ti~t v~ co' so' dang ky va co s6' san xuAt

1. Co' so' d~t gia cfmg (co' so' dang ky - ngufrl s6' hfru gifty dang ky IU'u hanh)

1.1. Ten ca So' dang ky:

Website (niu co):

S6 fax:

1.2. Dia chi:

1.3. Di~n thoai:

Email:

1.4. Ten van phong dai dien tai Viet Nam (ncu co):

Dja chi:

Dien thoai:

2. Co' so' nh~n gia cong (co so' san xuat)

2.1. Ten ca So' san xuat:

2.2. Dja chi:

2.3. Di~n thoai:

Email:

Cac co So' san xuat khac (neu co) (*):

Website (niu co):

S6 fax:

Ten va dia chi Vai tro (*)

(* *) CO' so' tham gia trong qua trinh scm xudt va neu ro vai tro cua timg co so' scm xudt
nhu "san xudt ban thanh phdm ", "dong goi so cdp ", "dong goi this cdp JJ, "lam
com ". ...

B. Chi ti~t v~ san pharn

1. Ten san pham, dang bao ch~ va ham IU'Q'ng

1.1. Ten thuong mai:

1.2. Dang bao che:

1.3. Hoat chftt, nong d<)/hamluong hoat chftt:
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104. S6 dang ky: Ngay cap:

2. Mo ta san pham:

2.1. M6 ta dang bao che:

2.2. M6 ta quy each dong goi:

2.3. Phan loai:

Thu6c ke dan Irhu6c khong ke dan

rrhu6c huang tam than Irhu6c thanh pharn dang phoi hop co
chua hoat ch~t huang tam than

Thuoc gay nghien Thu6c thanh pham dang phoi hop co
chua hoat chat gay nghien

Ti~n ch~t dung lam thuoc fhu6c thanh pham dang phoi hop co
chua tien ch~t dung lam thuoc

Irhu6c phong xa Thu6c dQc

INguyen lieu lam thuoc Thu6c duoc lieu

tMllATC:

204. Tieu chuan chat hrong (***):

2.5. HC:!ndung:

2.6. Di~u kien bao quan:

3. Ten generic va cong thirc (bao gam IU'Q'nghoat chit va ta durrc) cho mQt
don vi chia Ii~u nho nhit hoac cho mQt don vi dong goi nho nhit

Thanhphdn:

Hoat chit Nang dQI Nha san xu it Tieu chu§n

(*) ham hrong (ten, dja chi chi tiBt) (** *)
(**)

Ta dU'Q'C Nang dQI Nha san xuit Tieu ChU§1l

ham IU'Q'llg (ten, dja chi chi ti~t) (* * *)
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c. Thu8c oa omlc cong b8 la bi~t dll'Q'cg8c

D. Thu8c oa omrc cong b8 tll'0'I1goll'O'ngsinh hQc

E. Thu8c oa th1,l'chi~n thco bQ hA sO'ACTD ho~c ICH-CTD

F. Thu8c oa c~p nh~t tieu chufin ch§t lll'Q'ngthu8c theo

Thong tll' 1112018/TT-BYT ngay 04/5/2018 clla BQY t~

G. Thu8c oa c~p nh~t nhan, tir hll'6'ng d§n sir d\mg

ho~c oa nQp hA sO'thay oAi trong thc)'ih~n quy ojnh

theo oung IlQidung trong van ban yeu cAu e~p nh~t ella

BQy t~ (C1,lCQuan Iy Dll'Q'c)trong thiri gian gi§y oang

ky luu h~ll1hthu8c con hi~u 11,l'cma khong phai nQp h8

so' oang ky thay oAi, bA sung

D
D
D
D

(*) Ghi chinh xac dang dung cua duac chat (mu6i ester/cdc dang ddn chat
khac).

(* *) Niu Ii~u dung tinh thea g6c co tac dung duac If; cua duac chat (g6c
base ...), can b6 sung them thong tin v~ ham IUQ'ngduac chat duoc quy a6i ra
g6c co tac dung duoc If;nay.

Niu duac chat duoc sic dung duoi dang ban thanh phdm ali tron them ta duac,
phai ghi ady au ca cac thanh phdn ta duoc co trong cong thirc baa chi cac ban
thanh phdm co chua duoc chat nay.

(* * *) Niu la tieu chudn duoc aiin, a~ nghi ghi ro ten duoc aiin va phien ban
duoc azin hoac ndm phat hanh duoc aiin hodc ghi duac aiin hien hanh.

4. Li~t kf cac llQi dung thay dAi, b6 sung oa oll'Q'cphf duyet trong qua trinh luu
hanh (lei t£(ngay cap SDK gdn nhat din th&i diirn n9P h6 sO' gia hc;znSDK, gLl'ikern
bem sao cong van cho phep thay d6i, b6 sung hoi;ic s6 cong van din khi n9P h6 so'
thong bao thay d6i)

5. Li~t ke cac nQi dung thay oAi, bA sung oa nQp nhll'ng chll'a oll'Q'c phe duy~t
trll'o'c tho'i oi~m nQp hA so' gia h~n gi§y oang ky lll'u hanh (n~u co).

6. Li~t ke cac nQi dung thay oAi, bA sung v~ hA sO'hanh chillh trong hA so' gia
h~n gi§y oang ky hl'U hanh (n~u co).

o

H. TAl LI~U niNH KEM

- Ban mo ta ho~t oQng gia cong

- ban so sanh thu8c san xuftt gia cong va thu8c trll'o'c khi o~t gia congo
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I. TUYEN no eVA eo sa DANG KY
CO'sa dang ky thuoc xin cam k~t:

1. Thuc hien viec c~p nhat, b6 sung to' huong d~n sir dung thuoc thea thuoc biet
ducc g6c, sinh pham tham chieu d6i voi tnrong hop quy dinh tai khoan 3 Di6u
38 Thong tu 01l2018/TT-BYT ngay 18/1/2018 cua B(>Y t~ quy dinh ghi nhan
thuoc, nguyen lieu lam thuoc va to' hirong d~n sir dung thuoc Capdung d6i voi
thuoc generic, sinh phAmnrong tv).

2. Da kiem tra, ICYdong d~u thea quy dinh va xac nhan la day la cac gi~y to' hop
phap, noi dung la dung sir that. Neu c6 sir gia mao, khong dung su' that co sa
dang ky xin chiu hoan toan trach nhiern va se bi xu phat thea quy dinh ella phap
luat.

3. Dam bao thuoc ducc san xuat thuoc thea dung h6 sa dang ky thuoc dii nop,

4. Thong bao, d6 nghi phe duy~t thea quy dinh gia h1;tns6 dang ky luu hanh.

5. Chju traeh nhi~n hofm toan v~ sa huu tri tu~ lien quan d~n thu6e xin dang kyo

N ' th ' Vgay... ang ... nam .....

D~i di~n hgp phap eua CO' so' nh~n gia
eong

(Ky tr~rctdp, ghi ro h9 ten, chuc danh,
dong dilU)

N ' th ' Vgay... ang. .. nam .....

D~i di~n hgp phap eua co' so' tHing ky
(Ky tr~rctdp, ghi ro h9 fen,chuc danh,

aongddu)
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1.2. Dja chi:

1.3. Di~n thoai:

Email:

1.4. Ten van phong dai dien tai Viet Nam (neu c6):

Website (neu co):

S6 fax:

MAU 3C/TT

DON DANG KY THAY DOl, BO SUNG (1)

(Thay d6i lrrn/Thay d6i nho cAn phf duyet/Chi yell eAll thong bao)

A. Thong tin v~ san pharn (2)

1. Ten thuoc:

2. Dang bao che:

3. s6 dang ky: Ngay c~p: Ngay h~t han:

4, Hoat chat, nong dQ/ham hrong hoat ch~t:

5, Thanh phan ta dUQ'C (3)

B. Phan loai thay d6i, b6 sung

Loai TDBS Mi'i tham ehi~ll Loai TDBS Ghi clni
Thay d6i Ion D Congb6BDG D
Thay d6i nho D Cong b6 co BE D
(co phe duyet)
Thay d6i nho D Cap nhat TTT D
(cong b6)

C. Chi ti~t v~ eo' so' d~t gia cong va co so' nh~n gia cong

1. CO' sO-d~t gia cong (eo' so' dang ky - nglf{ri s(r hfru giiy dang ky hru hanh)

1.1. Ten co so dang ky:

Dja chi:

Dien thoai:

2. Co' slr nh~n gia cong (co' sO'san xuAt)

2.1. Ten co so stillxuat:
2.2. Dja chi: Website (n€u co):
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2.3. Di~n thoai:

Email:

Cac cc So' san xuat khac (neu co) (*):

S5 fax:

Ten va dia chi Vai tro (*)

(*) CO'sa tham gia trong qua trinh scm xudt va neu ro vai tro cua tung co sa scm xudt
nhu "scm xuizt ban thanh phdm ", "dong goi so cap ", "dong goi thtr cap ", "lam,
com ", ...

D. NOI DUNG THAY DCH (kern theo ly do thay dBi)

- Neu r5 thay d6i, b6 sung thuoc muc nao kern thea rna thay d6i (neu co) dua tren
phan 10~icac thay doi, b6 sung:

- NQi dung da ducc duyet":

- NQi dung d~ nghi thay d6i, b6 sung:

* co th€ d€ diroi dang bang so sanh

D. TAl LI~U KY THU~T NOP KEM THEO QUY DJNH

- Cac tai lieu chirng minh, da duoc phe duyet co lien quan.

E. TUYEN BO eVA eo sa DANG KY
CO'So' dang ky thuoc xin cam k~t da ki€m tra, ley dong dftu vao nhung phan lien

quan a tAt ca cac giay t6' nop trong h6 sa nay va xac nhan la day la cac gifty to hQ'P
phap, noi dung la dung s\!' th~t. N~u co s\!' gia m~o, khong dl1l1gs\!' th~t cO'So' dang ley
xin chiu hoa11toan trach nhi~m va se bi xu ph~t thea quy dinh clla phap 1u~t.

N ' th' ~gay... ang ... nam .....

D~i di~n h<),pphap cua co' sO' nh~n gia
cong

(Kf; tntC tdp, ghi ro h9 ten, chuc danh,
dong dizu)

Ngay ... thang. .. nam .....

D~i di~n h<.>'pphap eua cO'sO' d~t gia
cong (4)

(Kf; tr~t'cNip, ghi 1'0h9 ten, clnt'c danh,
dong dizu)

(1) D~ nght dang kf; h6 sO'rieng cha hrng lac;zithay dJi lon, thay dJi nh6 cdn co phe
duy¢t, thay dJi nh6 chi yeu cdu thong baa. Cac thay dJi lien quan din cong b6 bi¢t
d~t'9'Cg6c, thu6c co chung minh tuang duang sinh h9C, yeu cdu m6i thay dJi cua mpt
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thuoc la711711rJtdon, 711rJtbo h6 so; Cdc thay ac5inho cua cung 711rJtthuoc cdn phe duyet
duac phep chung 711rJtdon, 711rJtbrJh6 SO','cdc thay ac5inho chi yeu cdu thong baa cua
cung 711rJtthu6c duoc phep chung 711rJtdon, 711rJtbrJh6 SO'.

(2) Cdc thuoc khac nhau (SDK khac nhau) cua cung 711rJtCO' sa dang kY co cung noi
dung thay ac5zlien quan ain nhieu thuoc, nhu:: ten, dia chi cua CO' so' dang ky; ten,
each ghi dia chi cua co' so' scm xudt (dia aii711scm xudt khong thay doi); noi dung thay
ac5z,bc5sung tren nhdn, to' huong dan sir dung; thay ac5i CO' so' dang ley ducc phep
chung 711rJtdon, 711rJtbo h6 SO' thay ac5z,chi yeu cdu 711rJtdon, 711rJtbrJ h6 so' /((;711 thea
danh 7111;lCthu6c co noi dung quy dinh tai muc B.

(3)Tnrong h9P thay adz lien quan ain ta dirac, quy trinh scm xudt thanh phdm, tieu
chudn thanh phdm thi yeu cdu ghi ady au thanh phdn tci du:9'c. Cac thay adi, bd sung
khong lien quan ain ta dU9'c thi khong yeu cdu ghi m1;lCnay.

(4) Truong h9P thay ac5ico' so' aang ley, phai co xac nhgn cua co' so' aang kY cii va CO'

so' aang kY 711o'itrong aO'n aang kY thay adi, bc5sung. Truong h9P nha san xudt a~l'9'c
quyin thay adi co' sa aang Icy thea cong van thong baa cua C~ICQuan iy DU:9'Cthi yeu
cdu xac nh¢in cua co' so' scm xudt va CO' sa aang kY m&i.
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MAu 4ITT

UY QUYEN KY TEN TREN HO sa DANG KY

THUUYQUYEN

Chung toi,

(Ten va dia chi co sa dang ky)

Ba~ng vaV ba a'y u ~ ho c /b'n n n y quyen c ong a: ..

Clnrc danh: thay m~it chung toi ky ten va dong dau co sa
dang ky tren h6 sa dang ky san pham:

Ten san pham:

Hoat chat, ham luong/nong de>:

Dang bao che:

tai Be>Y t€ (Cue Quan ly Duoc).

Thai han hieu luc cua thu uy quyen:

Nguoi duoc uy quyen ky ten tren h6 sa se chiu trach nhiem truce Be>Y t€ (Cue QUEm
ly Duoc) v~ t~t ca nhtrng v~n d~ c6 lien quan d~n san pham nay tai Viet Nam.

Ngay thang ndm

NgU'()'i dU'Q'c uy quyen

(Ky tn/c Nip, ghi ro h9 ten, chuc
danh)

Ngay thang nam

D~i di~n hop phap cua co so' uy quyen

(Ky true tiep, ghi ro ho ten, chuc danh,
aongddu)
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MAu5/TT

BAN TOM TAT HO~T DONG GIA CONG
Ten co sa d~t gia cong:

Dia chi

Ten co sa nhan gia cong:

Dia chi:

Ten thuoc d~t gia cong:

S6 Gi~y dang ky 1uuhanh (neu co):

Ten/dia chi cac co so' san xu~t thu6c d?t gia cong:

1. Mo ta cong doan san xuat gia cong, xac dinh cong doan san xu~t gia cong
trong toan bQquy trinh san xu~t thuoc.

2. Bang sanh thu6c d?t gia cong va thuoc gia congo

3. Trach nhiem cua co sa d?t gia cong va co sa san xuat gia cdng trong viec
cung ling nguyen phu lieu, viec cung c~p quy trinh san xu~t, tieu chu~n ky thuat
va phuong phap kiSm nghiem nguyen phu lieu ban dfiu, ban thanh pham, thanh
pham va cac gi~y to' khac lien quan dSn viec san xu~t gia cong thuoc;

4. Trach nhiern cua m6i co sa v~ viec kiem tra ch~t hrong, bao quan, van
chuyen nguyen phu lieu, ban thanh pham, thanh pham, quy trinh dong goi, nhan
cua san ph~m va quy dinh 1'6vi~c ky phiSu kiSm nghi~m tung 10thanh ph~m va
phiSu xu~t xuo-ng san ph~m;

5. Trach nhi~m cua m6i ben v~ vi~c luu giu' cac h6 so ghi chep v@san xu~t,
kiSm tra ch~t lugng, phan ph6i, luu hanh thu6c, vi~c lUll m~u thu6c, giai quySt
cac v~n d~ lien quan dSn ch~t lugng, khiSu n<;ti,thu h6i san ph~m tren thi t1'uo'ng;

6. Cac v~n d~ lien quan dSn sO-hfiu tri tu~ cua thu6c dang ky;

7. Quy trinh, thu t\1Cdanh gia co sa san xu~t cua co sa nh:tlngia cong;

8. Truo'ng hgp co hOCiltd9ng chuy~n giao cong ngh~ phai thvc hi~n thea cac
quy dinh cua phap lu?t v@chuySn giao cong ngh~.

a' t1' ~............ , ng y 1ang nam ....

NgU'O'id~i di~n theo phap lu?t

cua co sO-d?t gia cong
Nguai dCilidi~n theo phap lu?t

cua co sO'nh:tlngia cong
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MAU6/TT

BANGSO SANHTHune D~T GIA eONG vA THune GIA eONG

TT N9i dung Thu6c c1~tgia cong Thu6c gia cong

1 Ten thuoc, s6 Gi~y
dang ky hru.hanh

2 DiSu kien san xu~t
(Nuoc san xu~t,
GMP cua t~t ca cac
cong doan san xuat)

3 Quy trinh san xu~t

4 Nha san xu~t
nguyen lieu, tieu
chuan nguyen lieu

5 Thanh phan cong
thirc

6 Thanh phan ta duoc

7 Nha san xuat ta
diroc/tieu chuan ta
duQ'c

Cac noi dung tren b~t bU9Cphai liet ke. Bang so sanh nay duoc d.p kern
Gi~y phep hru hanh.
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MAu7/TT

GIAY DANG KY LUU IlANH

Marketing Authorisation

S6 Giay phep Iuu hanh (SDK): .

Ten thu6c san xuat gia cong:

Ham hrong/nong di): .

Dang bao chS: .

Quy each d6ng g6i: .

Ten/dja chi co sa dang ky: .

Ten/dia chi co sa san xuat gia cong 1: .

C " d ." tai Vi "t Nong oan gia cong ar l~ aIn: ..
Ten/dia chi co so' san xu~t gia cong 2: .

C" d '" tai Vi "t Nong oan gia cong at ie am: ..

Thong tin vS thu6c d?t gia cong:

- S6 Gi~y phep luu hanh (neu c6): .

- Ten/dia chi co sa san xu~t: (t~t ca cac co sa tham gia san xuat)
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MA.U8TT

I Tai li~u hanh chinh

II. Tai li~u ch~t luong

III. Tai li~u ti~n Him sang

IV. Tai li~u Him sang

V. Tai li~u khac

MUCLUC
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