BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phic

S6: 09/VBHN-BYT Ha Ni, ngay 09 thang 7 nam 2014
THONG TU
HUONG DAN HOAT BONG XUAT KHAU, NHAP KHAU THUOC VA BAO Bi TIEP XUC TRUC TIEP
VvOI THUOC

Thong tw sb 4}7/2010/TT—!3YT ngay 29 thang 12 nam 2010’Cljla Bo trul’é’ng Bo Y té hwéng dan hoat
dong xuat khau, nhap khau thuéce va bao bi tiép xuc triee tiép véi thuée dwoce stra doi, bo sung bdi cac
théng tw sau:

1. Théng tw s6 45/2011/TT-BYT ngay 21 thang 12 nam 2011 cla B trwdng Bo Y té stva dbi, bb sung
mot sb diéu cta Quyét dinh sb 1570/2000/QD-BYT ngdy 22/5/2000 cla B9 trwdng Bo Y té vé viéc
trién khai 4p dung nguyén tac “Thuwc hanh tot phong kiém nghiém thuéc”; Quyét dinh s6
2701/2001/Qb-BYT ngay 29/6/2001 cua Bo trwdng Bo Y té vé viéc trién kha| ap dung nguyen téc
“Thwe hanh tét béo quan thubc”; Thong tw s6 06/2004/TT-BYT ngay 28/5/2004 huwong dan san xuét
gia cong thuéc; Quyét dinh 3886/2004/QD BYT ngay 13/11/2004 cia Bo Y té vé viéc trién khai ap
dung nguyén téc, tiéu chuan “Thwc hanh tt san xuat thudc” theo khuyén cao ctia Té chire Y té thé
gi6i; Thong tw sbé 13/2009/TT-BYT ngay 01/9/2009 clia Bo Y t& hwéng dan hoat dong théng tin quang
céo thubc; Thong tw sb6 22/2009/TT-BYT ngay 24/11/2009 ctia Bd Y té quy dinh vé dang ky thubc;
Thong tw sb 47/2010/TT-BYT ngay 29/12/2010 hwéng dan hoat ddng xuét khdu, nhap khau thubc va
bao bi tiép xuc truc tiép véi thudc (Sau day goi tét 1a Thong tw sb 45/2011/TT-BYT), c6 hiéu lwc ké tiy
ngay 05 thang 02 nam 2012.

2. Thong tw s6 38/2013/TT-BYT ngay 15 thang 11 ndm 2013 cta BO trwdng Bo Y té Stra dbi, bb sung
mot sb diéu ctia Thong tw s6 47/2010/TT-BYT ngay 29 ngay 12 nam 2010 cla Bo trwdng Bo Y té
hwéng dan hoat dong xuét khau, nhap khau thudc va bao bi tiép xuc truc tiép voi thube (Sau day goi
tat 12 Thong tw s6 38/2013/TT-BYT), c6 hiéu lyc ké tir ngay 01 thang 01 nam 2014,

Cén ctr Luat Duoc sb 34/2005/QH11 ngay 14 thang 06 ndm 2005;

Can ctr Luat Phong, chong ma tiy s6 23/2000/QH10 ngay 09 thang 12 nam 2000 va Luét stra doi, bo
sung mét so diéu cua Ludt Phong, chong ma tuy s6 16/2008/QH12 ngay 03 thang 06 ndm 2008;

Cén cwr Nghi dinh sé 188/2007/NB-CP ngay 27 thang 12 ndm 2007 cua Chinh pha quy dinh chirc
néng, nhiém vu, quyén han va co cau té chirc cia B Y té;

Can cwr Nghj dinh s6 79/2006/ND- CP ngay 09 thang 08 ndm 2006 ciia Chinh phu quy dinh chi tiét thi
hanh m¢t sé diéu cta Luat Duorc;

Can ctr Nghj dinh sé 58/2003/ND-CP ngay 29 thang 5 nam 2003 quy dinh vé k’ié’m soat nhap khé,u,
xuat khau, vér] chuyén qua canh lanh thé Viét Nam chat ma tuy, tién chat, thuéec gay nghién, thuéc
hwong tadm than;

Can ctr Nghj dinh s6 1 2/2006/ND-CP ngay 23 thang 01 ném 2096 cta Chinh phad quy dinh chi tiét thi
hanh Luét Thuong mai vé hoat ddng mua ban hang h6a quéc té va cac hoat dong dai ly mua, ban, gia
cbng va qua canh hang héa véi nwéc ngoai;

Can ctr Quyét dinh s6 151/2007/QD-TTg ngay 12 thang 9 nam 2007 cda Thu tuong Chinh phd ban
hanh quy dinh vé viéc nhdp khau thudc chuwa co so dang ky tai Viét Nam;

B trudng BG Y té ban hanh Théng tw huong dén hoat dong xuét khdu, nhdp khau thube va bao bi
tiép xuc truc tiép voi thuoe nhw sau.!

1 Théng tw s6 45/2011/TT-BYT c6 can ct ban hanh sau:
“Cén ctr Luat Dwoc sé 34/2005-QH-11 ngay 14 thang 6 ndm 2005;
Can ctr Nghi dinh s6 188/2007/NB-CP ngay 27/12/2007 cda Chinh phu quy dinh chire néng, nhiém
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vu, quyén han va té chirc bo may BO Y té
Théng tw s6 38/2013/TT-BYT ¢6 can ¢ ban hanh sau:
“Can ctr Luat Duwoc sé 34/2005-QH-11 ngay 14 thang 6 ndm 2005;

Can ctr Nghi dinh s6 63/201 2/ND-CP ngay 31 thang 8 nam 2012 cda Chinh phu quy dinh chire néng,
nhiém vu, quyén han va co cu té chirc cua B6 Y té;



Chwong |
NHO’NG QUY DINH CHUNG

Diéu 1. Pham vi diéu chinh

1. Thong tw nay hwong dan hoat dong xuat khau, nhap khau thude va bao bi tiép xtc truc tiép véi
thuoc.

2. Thube xuét khau, nhap khau theo dwong phi mau dich dé chira bénh cho ban than va cho gia dinh
khong thuéc pham vi diéu chinh ctdia Thong tw nay.

Diéu 2. Giai thich tir ngiv

Trong Théng tw nay, cac tir nglr dwdi day dwoc hiéu nhw sau:

1. Nuéce xuét xir 1a nwéc san xuat dang bao ché cudi cling va/hodc xuét xwdng 16 hodc nwédc noi san
pham dwgc van chuyén den nwédc nhap khau.

2. Co s& san xuét 1a co s thuwe hién it nhat mdt cdng doan san xuét va’hodc xuét xwdng thanh pham.

3. Bao bi thuong phdm ctia thude Ia bao bi chira dwng thubc va Iwu théng cling véi thude. Bao bi
thwong phdm cua thudc gébm hai loai:

- Bao bi tryc tiép 1a bao bi chira dwng tiép xuc tryc tiép véi thudc;
- Bao bi ngoai 1a bao bi dung dé bao g6i mdt hodc mét sé don vi thude cé bao bi truc tiép.

4. Chét phéng xa la chét phat ra birc xa do qua trinh phan ra hat nhan, chuyén mirc nang lwong hat
nhan, cé hoat dé phong xa riéng hoac tong hoat dé I&n hon mic mién trir.

5. Duoc chat phéng xa 1a dwoc chéat co chira chat phong xa dung cho viéc chan doan va diéu tri bénh.

6. Thubc phéng xa la thubc cé chira mdt hodc nhidu duwgc chat phéng xa dung dé chan doan hay diéu
tri bénh.

7. Mdirc mién tree khai bao, cdp phép 1a mirc hoat dd phdng xa ma tlr mire d6 tré xudng chét phéng xa
dworc coi la khdng nguy hai cho con nguw®i, méi tredng.

Diéu 3. Diéu kién va pham vi cta t6 chirc, ca nhan tham gia xuat khau, nhap khau thuéc, bao bi
tiep xuc tryc tiep véi thuoc

1. Bbi v&i thwong nhan 1a doanh nghiép Viét Nam:

a) Doanh nghiép c6 Gidy chirng nhan du diéu kién kinh doanh thuéc va cé kho thubc dat tiéu chuan
“Thue hanh tét bao quan thuéc” (GSP) dwoc nhap khau truc tiép va nhan uy thac nhap khau thube
thanh phdm, nguyén liéu lam thudc, vac xin, sinh phdm y té, thubc tir duoc liéu, thudc dong y, thube
phéng xa dwoc mién trir khai bao, cap phép phi hop véi pham vi kinh doanh ghi trong Gidy chirng
nhan du diéu kién kinh doanh thudc va gidy chirng nhan GSP;

b) Doanh nghiép kinh doanh trang thjét bi y t& va Doanh nghiép co Giay chirng nhan da diéu kién kinh
doanh thu6c dwoc nhap khau trire tiep va nhan uy thac nhap khau sinh pham chan doan In Vitro;

c) Doanh nghiép co6 Gidy chirng nhan du diéu kién kinh doanh thudc va co gidy chirng nhan dat tiéu
chuén “Thyc hanh tét san xuét thubc” (GMP) dwoc nhap khau nguyén liéu dé san xuat thudc cla
chinh doanh nghiép va ban cho cac doanh nghiép san xuat thuoc khac;

d) Doanh nghiép san xuat co Gidy chirng nhan da diéu kién kinh doanh thuéc tir dwoc liéu dwoc nhap
khéy dwoc liéu dé phuc vu nhu cau san xuét ctia chinh doanh nghiép va ban cho cac co s& san xuét
thudc khac, cac co s& kham chira bénh dong vy;

d) Doanh nghiép c6 Gidy ching nhan dd diéu kién kinh doanh thuéc va cé Gidy phép tién hanh cac
cbng viéc blrc xa d~o co quan cé thér:n quyén cap con hiéu lwc dwgc nhap khau trye tiép thudc phéng
xa khdong dwoc mién trir khai bao, cap phép.

2. Bbi voi thwong nhan 1a doanh nghiép cé vén dau tu trye tiép nwédc ngoai tai Viét Nam cé Gidy
chng nhan dd diéu kién kinh doanh thuéc (pham vi san xuét thudc) dwoc nhap khau nguyén liéu dé
phuc vu san xuét thudc clia chinh doanh nghiép. Cac hoat dong xuat khau, nhap khau thubc khéng
phuc vu san xuét thudc ctia doanh nghiép sé& duwoc Bo Y té hwéng dan tai van ban khac.

Céan ctr Quyét dinh s6 42/2013/QD-TTg ngay 15 thang 7 ndm 2013 cda Thi twéng Chinh phd Quy
dinh vé quén ly thubc dung cho ngudi theo dudng xuéat khau, nhap khdu phi mau dich va stra doi, b6
sung mét sé diéu ctia Quy dinh vé viéc nhap khéu thubc chua cé sb dang ky tai Vit Nam ban hanh
kém theo Quyét dinh sé 151/2007/QP-TTg ngay 12 thang 9 ndm 2007 cta Thi tuéng Chinh phi:

Theo dé nghij cda Cuc trudng Cuc Quén ly Duoc,”



3. Thwong nhan Viét Nam c6 Gidy chirng nhan da diéu kién kinh doanh thubc duoc xut khau, Gy
thac xuat khau, nhan l]y thac xuat khau thudc, trir thudc gay nghién, thudc hwédng tam than, tién chat
dung lam thudc va thudc phéng xa.

4. Thuong nhan dwoc phép Gy thac nhap khau thuc theo ding pham vi hoat dong quy dinh tai Gidy
chirng nhan qﬂ dieu kién kinh doanh thudc, trir thudc gay nghién, thuoc hwdng tam than, tien chat
dung lam thudc va thudc phong xa.

5. Céac t chirc, ca nhan khong phai la thuong nhan trén co s& hop dong duoc ky két theo quy dinh
cta phap luat, dwoc Gy thac xuat khau, Gy thac nhap khau thudc phuc vu nhu cau st dung cla chinh
td chirc, ca nhan do, trir thube gay nghién, thudc hwéng tam than, tién chat dung lam thudc va thube
phéng xa.

6. Van phong dai dién cla cac thwong nhan nuwéc ngoai cé Gidy phép hoat dong vé thubc va nguyén
liéu lam thudc tai Viét Nam, cac thwong nhan Viét Nam c6 Gidy chirng nhan du diéu kién kinh doanh
thudc dwoc phép nhap khau thubc phuc vu céng tac déng ky Ivu hanh (bao gdm ca cac thubc dé kiém
nghiém, kiém dinh theo yéu ciu cua viéc dang ky thuéc).

7. Céac co sd& co6 chirc ndng nghién cru, kiém nghiém, co s& san xuét thuéc dwoc phép nhap khau
thudc phuc vu cdng tac nghién ctru, kiém nghiém.

8. Cac co s& kham bénh, chiva bénh cla céc tinh, thanh phd, y t& nganh va cac td chirc ciia Viét Nam
(goi tat la bén Viét Nam) dwoc phép nhan thubc vién tro tir cac td chire tir thién, td chive phi Chinh
phu, ca nhan ngudi nwéc ngoai, ngudi Viét Nam & nwéc ngoai (goi tat la bén nwéc ngoai) givi téng,
vién trg va chiju trach nhiém vé s dung thubc hiéu qua an toan, hop ly, ding muc dich vién tro.

9. T4 chirc, ca nhan co thude thir Iam sang dwoc nhap khau thuée dé phuc vu viéc thir Iam sang theo
dé cuwong nghién ctru thir thudc trén I1am sang da dwoc BO Y té phé duyét.

10. Té chirc, ca nhan cé dé& cwong nghién ciru sinh kha dung, twong duong sinh hoc da dwoc phé
duyét tai co quan ky thuat chuyén nganh do B6 Y té Gy quyén dwoc nhap khau thude dé phuc vu viéc
nghién ctru sinh kha dung, twong dwong sinh hoc.

11. Thwong nhan dwoc phép nhap khau, xuat khau bao bi tiép xutc true tiép véi thudc.
12. Béi véi thwong nhan nwéc ngoai cung cap thube vao Viét Nam:

a) Thwong nhan nwéc ngoai cung cap thude, duoc ligu, thude tir dwoc liéu, thude dong y vao Viét
Nam phai la doanh nghiép cé Giay phép hoat dong vé thuoc va nguyén liéu lam thudc tai Viét Nam;

b) Thuong nhan nwoc ngoai cung cép ta dworc, bao bi tiép xtc truc tiép véi thube va cac tb chire, ca
nhan quy dinh tai khoan 5, 6, 7, 8 va 9 Diéu nay khdng bat budc phai la cac doanh nghiép co Giay
phép hoat dong vé thudc va nguyén liéu lam thuodc tai Viét Nam;

c) Truwdng hop cac thube can cho nhu cau phong, diéu tri bénh va nguyén liéu can cho nhu cau san
xuét thudc trong nwéc nhung cac doanh nghiép c6 Gidy phép hoat déng vé thubc va nguyén liéu lam
thudc tai Viét Nam khéng cung cap hodc cung cip khéng dd nhu ciu, Cuc Quan ly Dwoc - BO Y té
xem xét, quyét dinh cho phép nhap khau tir cac doanh nghiép cung cap thubc co uy tin trén thé giéi.

Diéu 4. Quy dinh chung vé nhap khau, xuat khau thuéc
1. Chét lwong thube, bao bi tiép xuc truc tiép véi thudc nhap khau

Thwong nhan san xuét, nhap khau, xu4t khau, cung cép, Gy thac, nhan Gy thac nhap khau, xuét khau
thudc, bao bi tiép xuc trwc tiép véi thude phai chiu trach nhiém vé chat lwong, an toan cta thuéc nhap
khau theo quy dinh clia Luat Duoc, Luat Thwong mai va cac quy dinh khac vé quan ly chéat lwong
thudc hién hanh.

2. Han dung ctia thudc nhap khau:

a) Thubc thanh phdm nhap khau vao Viét Nam c6 han dung trén 24 thang thi han dung con lai tbi
thiéu phai Ia 18 thang ké tir ngay dén cang Viét Nam. Doi véi thude cd han dung bang hoac dwdi 24
thang thi han dung phai con toi thiéu la 12 thang ké tlr ngay dén cang Viét Nam;

b) Véc xin, sinh phdm y té chwa c6 s6 dang ky, khi nhap khau vao Viét Nam phai cé han ding con lai
it nhat la 2/3 han dung ké tlr ngay dén cang Viét Nam;

¢) Vac xin, sinh pham y té c6 s6 dang ky lwu hanh con hiéu Iwc tai Viét Nam, khi nhap khau vao Viét
Nam phai c6 han dung con lai it nhat la 1/2 han dung ké tlr ngay dén cang Viét Nam;

d) Sinh pham chan doan bénh In Vitro c6 han diing bang hoac duwéi 12 thang nhap khau vao Viét Nam
han dung phai con lai it nhat 03 thang ké tlr ngay dén cang Viét Nam;

d) Nguyen liéu 1am thudc nhap khau vao Viét Nam, trir dwoc liéu, phai cé han dung con lai trén 36
thang ké tw ngay dén cang Viét Nam, ddi véi nguyén liéu cé han dung bang hoac duwdi 36 thang thi
ngay hang vé dén cang Viét Nam khong dwoc qua 06 thang ké tir ngay san xuét;



e)2 Thudc vién tro, vién tro nhan dao, thuéc hiém, thudc cho nhu ciu diéu tri cGia bénh vién cé han
dung 16n hon hodc bang 24 thang, han dung con lai cta thudc phai con tdi thiéu 12 thang ké tir ngay
dén cang Viét Nam. Trwdng hop thube cé han dung dwéi 24 thang thi han dung con lai ké tir ngay
dén cang Viét Nam tdi thiéu phai bang 1/3 han dung cua thuéc;”

g) Cac thubc, nguyén liéu lam thudc khong dap ng cac quy dinh vé& han dung ctia thudc tai cac diém
a, b, ¢, d, d khodn nay nhwng ddm bao chat lwong va can thiét nhap khau dé phuc vu nhu cu diéu tri,
nhu ciu san xuét thudc trong nwéc, Cuc Quan ly duwoc- Bo Y té xem xét, quyét dinh va chiu trach
nhiém cho phép nhap khau.

3.3 Yéu cau dbi v&i phiéu kiém nghiém:
Khi lam thd tuc théng quan, doanh nghiép nhap khau thudc, bao bi tiép xuc truc tiép vai thude phai
xuét trinh Hai quan ctva khau ban chinh phiéu kiém nghiém clia co' s& san xuét chirng nhan dat tiéu

chuén chét lwgng cho tirng 16 thubc nhap khéu clia nha san xuét trir dwoc liéu va cac thuée quy dinh
tai Diéu 12, 13, 14, 15, 17 va 18 clia Thong tw nay.

Trwong hop tir 02 co s& tré 1én tham gia san xuét thude thi chap nhan ban chinh phiéu kiém nghiém
cua co sO san xuat hodc phiéu kiém nghiém cua co s¢ dong goi cudi cung hodc cla co s¢ chiu trach
nhiém xuat xwdéng.

Hai quan ctra khau lwu ban sao phiéu kiém nghiém cé déng dau xac nhan ctia doanh nghiép nhap
khau.

4. Quyén s& hivu tri tué vé thudc, bao bi tiép xuc truc tiép véi thube:

Thuong nhan san Xuét, nhap khau, xuét khau, cung cép, ay thac, nhan Gy thac nhap khau, xuat khau
thudc, bao bi tlep xuc tryc tlep véi thube pha| chiu trach nhiém vé quyen sO hiru tri tué cua thudc, bao
bi tiép xuc truc tiép véi thude do chinh co sé& san xuat, nhap khau, xuét khau, cung cép, Gy thac nhap
khau, xuét khau.

5. Kiém dinh, tht thudc trén 1am sang di véi vac xin, sinh phdm y té 1a huyét thanh co chira cac khang
thé nhap khau:

a) Bdi voi véc xin, sinh phdm y té 1a huyét thanh co chira cac khang thé diing dé phong bénh va chiva bénh
c6 sb dang ky hodc chwa cé sb dang ky lwu hanh tai Viét Nam nhap khau sau khi théng quan dwoc dua vé
kho ctia doanh nghiép bao quan theo qui dinh va chi dwoc phép dwa ra st dung khi c6 van ban ctia Vién
Kiém dinh quéc gia Vac xin va Sinh pham y té xac nhan 16 v&c xin, huyét thanh cé chira cac khang thé dung
dé phong bénh va chira bénh nhap khéu dat tiéu chuan chat lwong va an toan trén dong vat thi nghiém.

b) DBbi v&i véc xin, sinh phdm y té 1a huyét thanh c6 chra cac khang thé dung dé phong bénh va chira
bénh chwa c6 sé dang ky nhap khau ding cho cac chwong trinh, dw an quéc gia phai thuc hién thiy
thudc trén 1am sang theo quy dinh tai Quyét dinh s6 01/2007/QD-BYT ngay 11/01/2007 cla Bo trwéng
B6 Y té quy dinh vé thr thubc trén 1am sang.

Riéng ddi v&i vac xin, sinh pham y té 1a huyét thanh co chira cac khang thé ding dé phong bénh va
chi*a bénh chwa c6 sb dang ky lwu hanh nhwng da dwoc T chire y té thé gidi (WHO) tién kiém dinh
va da dwoc lwu hanh rong rai trén thé gidi do cac td chirc qubc té da thuwdng xuyén hop tac voi Viét
Nam trong linh vuc y té nhw WHO, UNICEF-... vién trg cho Viét Nam, tuy tlrng treong ho’p cu the Cuc
Quén ly Duwgc — B Y té yéu cau bang chirng thue hién day chuyén lanh va cé két qua dat yéu ciu vé
thlr nghiém an toan trén nguwoi & thye dia méi dwgc phép dwa vao str dung.

c) i véi vac xin, sinh pham y té 1a huyét thanh c6 chira khang thé dung dé phong bénh va chiva bénh dwoc
nhap khau theo quy dinh tai Diéu 13, 14, 15 va 16 Thong tw nay, trudng hop can thiét, Cuc Quan ly Dwoc -
BO Y té sé yéu cau thtr nghiém an toan trén ngudi & thuc dia va sau khi co két qua dat yéu cau vé thiy
nghiém an toan trén nguwdi & thyc dia méi duwoc phép dwa vao st dung.

6. Nhan thubc nhap khau:

Nhan thudc nhap khau phai thuc hién theo ding quy dinh tai Nghi dinh s6 89/2006/ND-CP ngay
30/9/2006 ciia Chinh phi vé& nhan hang hoéa, cac quy dinh tai Théng tw s6 04/2008/TT-BYT ngay
12/05/2008 ctia Bo trudng Bo Y té vé hwdng dan ghi nhan thube triy nhan cla cac thube quy dinh tai
Piéu 12, 13, 14, 15, 16, 17 va 18 cla Théng tw nay.

7. Ké khai, ké khai lai gia thudc:

2 Piém nay duoc stra ddi, bb sung theo quy dinh tai Khoan 1 Biéu 7 clia Thong tw s6 45/2011/TT-
BYT, c6 hiéu lwc ké tir ngay 05 thang 02 nam 2012.

3 [(hoén nay duoc stra d6i theo quy dinh tai Khodn 1 Diéu 1 Théng tw s 38/2013/TT-BYT, ¢6 hiéu luc
ké tir ngay 01 thang 01 nam 2014.
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Viéc ké khai, ké khai lai gia thubc nhap khau thuwc hién thgo quy dinh tai Théng tw lién tich sb
11/2007/TTLT-BYT-BTC-BCT ngay 31/8/2007 cla B6 Y té - Bo Tai chinh - B Cong Thuwong huéng
dan thwc hién quan ly nha nwéc vé gia thuéec dung cho nguwoi.

8. Bao cao:

a) Trong vong 10 ngay ké tir khi vac xin, sinh pham y t& 1a huyét thanh co chira cac khang thé dwoc nhap
khdu vé kho, doanh nghiép nhap khau gl bao cao nhap khau dbi voi tirng 16 hang nhap vé Cuc Quan ly
duwgc- BO Y té va Vién Kiém dinh Qudc gia Vac xin va sinh pham y té (Mau sé 1a).

b) Doanh nghiép nhap khau phai béo céo vé Cuc Quan ly dwoc- Bd Y té tinh hinh xuét, nhap khau
thudc dinh ky hang thang bang file dién t&r t&i hop thw glkdd@dav.gov.vn trwdc ngay 10 thang sau;
bao cdo 06 thang bang van ban trwéc ngay 10 thang 7 va bao cdo c& nam truwéc ngay 10 thang 01
cla ndm sau. (M4u sé 1b1 dén b13).

c) Doanh nghiép nhap khau thudc dé tham gia trwng bay, trién 1am hoi cho' va cac trwéng hop tam
nhap, tai xuat khac: trong thdi han 10 ngay sau khi két thic hoat ddng trwng bay, trién 1am hdi cho
ho&c hét han tam nhap phai tai xuét va phai cé van ban bao cao Cuc Quan ly dwoc- Bd Y té vé sb
lwgng va tinh hinh tai xut (M&u sé 1c)

9. Lé phi:

Doanh nghiép nhap khau thuéc phai ndp I& phi theo quy dinh tai Quyét dinh sé 44/2005/QD-BTC ngay
12/07/2005 ctia Bo trwdng Bo Tai chinh quy dinh ché do thu, ndp, quan ly va s dung phi thdm dinh
kinh doanh thuwong mai cé diéu kién thudc Iinh vuc y té, phi thdm dinh tiéu chuan va diéu kién hanh
nghé y duoc, 18 phi cip gidy phép xuat, nhap khau va cip chirng chi hanh nghé y, dwoc; Quyét dinh
s6 59/2008/QD-BTC ngay 21/07/2008 vé viéc stra ddi, bd sung Quyét dinh s 44/2005/QD-BTC ngay
12/07/2005 ctia Bo trwdng B Tai chinh quy dinh ché dé thu, ndp, quan Iy va st dung phi thdm dinh
kinh doanh thwong mai cé diéu kién thudc Iinh vuc y té, phi thdm dinh tiéu chuan va diéu kién hanh
nghé y dwoc, 1& phi cip gidy phép xuat, nhap khau va cip chirng chi hanh nghé y, dwoc va cac van
ban phap luat khac co lién quan.

10. Thoi han hiéu lwc cha gidy phép nhap khau, xuét khau thudc:
Gidy phép nhap khau, xuat khau thudc co gia tri 01 nam ké tir ngay ky.
11. H6 so phap ly trong hd so nhap khau thuéc:

a) Gidy chirng nhan san phdm dwoc pham (CPP), gidy chirng nhan lwu hanh tw do (FSC), gidy chirng
nhan dat tiéu chuan thwc hanh tét san xuét thudc (GMP) hodc cac gidy chirng nhan dat tiéu chuan
twong dwong déi véi sinh phdm chan doan In Vitro ¢ thé ndp ban chinh hodc ban sao hodc ban dich
tiéng Viét tir tiéng nwéc ngoai nhwng phai dap trng cac quy dinh cu thé ddi véi tirng loai gidy chirng
nhan quy dinh tai diém b, diém ¢ ho&c diém d khoan nay va cac quy dinh chung nhu sau:

- Trwdng hop nop ban chinh: Ban chinh phai c6 day du chi¥ ky treec tlep ho tén, chtre danh, ghi ro
ngay cép va diu xac nhan cla co quan cé thAdm quyén nwéc sé tai cap gidy chung nhan; phal dwoc
hop phap héa lanh sy tai co quan dai dién ngoai giao Viét Nam theo quy dinh cua phap luat ve hop
phap héa Ianh sy, tri trwdng hop céac gidy to' phap ly do co quan cd thdm quyén cla nwdc da ky két
Hiép dinh twong tro tw phap véi Viét Nam cap;

- Trwdng hop ndp ban sao: Ban sao do co quan c6 thdm quyén clia Viét Nam chirng thwe hop 1€ theo
quy dinh cla phap luat Viét Nam vé chirng thwc ban sao tir ban chinh;

- Trwéng hop ndp ban dich tiéng Viét tir tiéng nwéc ngoai: ban dich tiéng Viét phai cé cong chirng
theo quy dinh (cong chirng & day duoc hiéu la phai dwoc co quan coéng chirng dia phwong hodc co
quan dai dién ngoai giao, co quan lanh su hodc co quan khac dwoc uy quyén clia nuwéc ngoai chirng
nhan chir ky ctia ngwoi dich theo quy dinh cla phap luat) va phai nép kém theo ban chinh hoac ban
sao gidy chirng nhan theo quy dinh néu trén;

- Thoi han hiéu lyc clia cac gidy chirng nhan: thoi han hiéu Iwc phai dwoc ghi cu thé trén cac giay
chirng nhan va phai con hiéu Iu’c,tai thoi diém tham dinh; khéng chap nhan cong van gia han giay
chtrng nhan nay. Trwong hop giay chirng nhan nay khong ghi ré thoi han hiéu lwc, chi chap nhan cac
giay chirng nhan dwoc cap trong thdi gian 24 thang ké tir ngay cap.

b) Gidy chirng nhan san phdm dwoc ngoai viéc dap (rng cac quy dinh tai diém a khoan nay con phai
dap rng cac quy dinh sau:

- Phai c6 xac nhan thubc dwoc phép Iwu hanh & nwdc xuat x&r, trudng hop thube khong Iwu hanh o]
nwéc xuat x&r, Cong ty cung cap phai cé giai trinh ly do d& Cuc Quan ly dwoc- B Y té xem xét;

- Trwvong hop thuoc dwoc s,an xuét qua nhiéu cong doan & cac nwédc khac nhau, khong thé xac dinh
dwoc nwdc xuat x&r duy nhat, co s& nhéap khau thuéc phai ndép CPP cla nwéc sén xuét ra dang bao
ché cudi cung hoac CPP clia nwédc xuat xwdng 16. Trwong hop khéng cé6 CPP cla ca hai nwéc xuat



Xt néu trén, Cuc Quan ly duwoc- BO Y té s& xem xét chap nhan CPP cla nwéc noi san pham dwoc
van chuyén dén nwéc nhap khau;

- Trwong hop khdng c6 CPP cla cac nudc xut xt néu trén, chi chap nhan CPP cua thube d6 do co
quan c6 tham quyen cua mot trong cac nwéc Anh, Phap, B, My, Nhat Ban, Uc, Canada hoac cua
co quan tham dinh, danh gia cac san pham y té clia Chau Au - EMEA céap;

- Do co quan quan ly dwoc co thém quyén (theo danh sach cta WHO trén website http.//www.who.int)
clia nwéc xuat xtr ban hanh; cap theo mau cia WHO ap dung ddi v&i Hé théng chirng nhan chét
lwong clia cac san phadm dwoc lwu hanh trong thwong mai quéc té.

c) Gidy chirng nhan lwu hanh tw do ngoai viéc dap (rng cac quy dinh tai diém a khodn nay con phai
dap rng cac quy dinh sau:

- Phai c6 xac nhan thubc dwoc phép lwu hanh & nwée xuét x&, tredng hop thube khong Iwu hanh &
nwéc xuat x&r, Cong ty cung cap phai cé giai trinh ly do dé Cuc Quan ly dwoc- Bd Y té xem xét;

- Do co quan ¢6 thdm quy&n & nwdc xuét x&r cap, cé di cac thong tin vé thanh phan, ham lwong,
dang bao ché va th&i han hiéu lwc clia chirng nhan.

d) Glay chung nhan dat tiéu chuan thwc hanh tét san xuét thudc, hodc cac glay chirng nhan dat hé
thong quan ly chat lwong khac (vi du ISO 9001...) va phai do co quan cé thdm quyén & nuwéc xuat xir
cép, c6 xac nhan tén va dia chi nha san xuét.

Diéu 5. Quy dinh vé lap don hang, ngén ngir va hinh thirc ho so

1. Don hang nhap khau, xuat khau thudc, bao bi tiép xuc tryc tiép véi thube dwoc lap thanh 03 ban
theo mau phu hop véi tirng loai thudc theo quy dinh tai Théng tw nay. Sau khi dwoc phé duyét, 02
ban Iwu tai Cuc Quan ly dwoc- Bo Y té, 01 ban glvi doanh nghiép nhap khau, xuat khau thudc. Ban
gri doanh nghiép nhap khau, xuat khau thuéc cé déng dau "Ban glri doanh nghiép" lam tha tuc tai Hai
quan ctra khau. Pon hang nhap khau, xuat khau thudc gay nghién, hwéng tam than, tién chét dung
lam thudc ké ca dang don chét hodc phdi hop da cé s dang ky Iwu hanh con hiéu lwc dwoc 1ap thanh
02 ban.

2. Trwong hop doanh nghiép nhan Uy thac nhap khau, xuat khau thubc, phai ghi ré tén cong ty Gy thac
nhap khau, xuat khau thudc trén don hang.

3. H& so, tai liéu kém theo don hang phai dwoc chuén bj trén khd gidy A4, déng thanh 01 bo chic
chén. Hb so phéi dwoc sép xép theo dung trinh tw clia muc luc, cé phan cach gira cac phan. Cac
phan phan cach phai dwoc danh sb thir tw dé dé tham khao va dwoc déng dau xac nhan cta doanh
nghiép nhap khéu & trang dau tién cia mdi phan trong toan bd hd so va cé trang bia ghi rd: tén don vi
nhap khau, sb don hang, ngay lap don hang, loai don hang.

4. Ngbén ngi¥ st dung trong hd so' nhap khau thuéc:

H& so nhap khau thubc nwoc ngoai phai viét bang tiéng Viét hoac tiéng Anh. Truong hop ho so viét
bang tieng Anh, cac thong tin trong To' hwéng dan st dung thu6e phai viét bang tiéng Viét, trtr cac noi
dung sau duogc phép ghi bang cac ngdn nglr khac cé goc chiv cai La-tinh:

a) Tén biét dworc, tén gbc hodc tén chung québc té cha thubc;

b) Tén chung quéc té ho&c tén khoa hoc cta thanh phan, thanh phan dinh lwong cda thubc trong
trwong hop khdng dich duoc ra tiéng Viét hodc dich dworc ra tiéng Viét nhwng khéng cé nghia;

c) Tén va dia chi doanh nghiép nwéc ngoai san xuét, nhwong quyén san xuét thubc.

5. D6i voi thube thanh phdm chua cb sb dang ky nhap khau theo quy dinh tai Diéu 11 Thong tw nay,
moi thuoc phai 1ap thanh mét don hang riéng, tri tredng hop thude co chung tat ca cac yéu to sau co
thé xin nhap khau trong cling mét hé so:

a) Tén thubdc;
b) Dang bao ché;

¢) Cong thirc cho mot don vi liéu (d6i voi dang thude don liéu) hoac ciing ndng d6 ham lwgng (d6i voi
thudc da lieu);

d) Nha san xuét;
Diéu 6. Mot sé quy dinh khac
1. Thubc nhap khau lwu hanh trén thi trwéng phai dap tng quy dinh tai khoan 1 Diéu 36 Luat Dworc.

2. Thuéc nhap khau phuc vu cho cac dy an, chwong trinh muc tiéu y té quéc gia, thudc vién tro, vién
tro nhan dao; thudc nhap khau cho muc dich thtr 1am sang, lam mau déng ky, phuc vu cong tac
nghién ctru, kiém nghiém, kiém dinh; thuéc nhap khau dé tham gia trwng bay, trién 1am hoi cho phai
duwoc str dung ding muc dich, ding déi twong va khéng dwoc phép Iwu hanh trén thij trwong.



3. Thudc vién tro do cac td chire, ca nhan quy dinh tai khodn 8 Diéu 3 clia Thong tw nay nhap khéu,
sau khi tiép nhan don vi tiép nhan phai thanh 1ap Hoi dong dé kiém ké, danh gia, phan loai thudc va
nhap kho dé quan ly. Chi dwoc phép dwa nhirng thudc dam bao chét lwong, con han dung vao st
dung cho cong tac diéu tri. i véi nhirng thube khong dwoc phep st dung, phai thanh lap Hoi dong
dé tién hanh hay thubc theo quy dinh tai Thong tw s6 09/2010/TT- BYT ngay 28 thang 4 ndm 2010 vé
Quan ly chét lwong, dadm bao khdng gay 6 nhiém méi truong.

Thi trwdng cac don vi tiép nhan thude vién tro' phai hoan toan chiu trach nhiém vé chat lwgng thudc,
st dung thudc hiéu qua, hgp ly va an toan.

4. Thubc vién tro, vién tre nhan dao phai dam béo cac yéu cau sau:

a) Phai dwoc phép lvu hanh & nwéc s tai. D6i voi véc xin, sinh pham y té Ia huyét thanh co chiva
khang thé phai thuéc danh muc vac xin, sinh phdm y té da duwoc Té chire Y té khuyén céo st dung;

b) Phal dap ung ding nhirng yéu cau s dung thuwc té cla don vi nhan vién tro va chinh sach quéc
gia vé thudc cla Viét Nam;

c) Khong thudc danh muc thuéc gay nghién, danh muc nguyén liéu va thuéc thanh phdm cam nhap
khau dé lam thuoc dung cho ngudi (tre trrong hgp nhap khau thuoe phuc vu chwong trinh, dy an
quéc gia da dwoc Chinh pha phé duyét);

d) Phai c6 ngudn gbc rd rang va bao dam cac tiéu chuan vé chat lvgng, an toan, hiéu qua s& dung &
ca nuoc \{ién tro va Viét Nam. Vac xin, sinh phém y té vién tro phai cé phiéu kiém nghiém‘dat tjéu
chuén chét lwgng clia co quan kiém dinh quéc gia nwoc s& tai hodc co quan co thdm quyén di vai 16
hang nhap khau, dong thoi phai dwoc Vién Kiém dinh quéc gia vac xin va sinh pham y té danh gia
chét lwong trwdc khi nhap khau;

d) Phai duoc dong goi trong d6 bao goi thich hop, ¢ ghi rd: tén thude, hoat chat, ham Ivong, dang
bao ché, quy cach dong goi, kem theo hwéng dan str dung thuée va cé danh muc chi tiét di kem theo
trng don vi dong goi

e) Trwong hop dac biét, thuéc vién tro phuc vu cho cac chwong trinh nghién ctru khong dap ng quy
dinh tai diém a, b, ¢, d va d khoan nay, cé thé xem xét cho phép tiép nhan can c trén cac tai liéu
phap ly, k§ thuat lién quan ca chwong trinh nghién ctru.

5. Dwoc liéu st dung dé& san xuét, pha ché va thuéc thang tai cac co s& san xuét thubc, co s& kham

chiva bénh bang déng y phuc vu cho cdng tac phong va chira bénh cho nguwoi phai dat tiéu chuén
chét lwong va dwoc cung cap bdi cac co s& c6 da didu kién kinh doanh thubc.

6. Thubc phéng xa, ngoai viéc thure hién cac quy dinh cla Thoéng tw nay phai tuan theo cac quy dinh
cla Phap luat co lién quan dén viéc ddm bao an toan birc xa.

Chuwong Il

HINH TH(’C QUAN LY NHAP KHAU, XUAT KHAU THUOC VA BAO BI TIEP XUC
TRUC TIEP VOI THUOC

Diéu 7. Nhap khau thubc, bao bi tiép xtc trwc tiép véi thudc

1. Cam nhap khau dé lam thubc dung cho nguoi cac thude thanh phdm va nguyén liéu lam thuée quy
dinh tai Danh muc nguyén liéu va thuéc thanh pham cadm nhap khau dé lam thudc (Phu luc ).

2. Thubc c6 s6 dang ky lwu hanh con hiéu lwg, trir thue gay nghién, huwéng tam than va tién chat
dung lam thuoc, dwgc nhap khau theo nhu cau khong phai dé nghi cap giay phép nhap khau hoac xac
nhan don hang nhap khau.

3. Thubc, bao bi tiép xtc tryc tiép véi thube nhap khau phai co gidy phép nhap khau ctia Cuc Quan ly
dwoc- BO Y té bao gom:

a) Thubc gay nghién, hwéng tam than, tién chét dung lam thude, ké ca dang don chét hoac phéi hop
da c6 sO dang ky lwu hanh con hiéu lwc;

b) Thudc thanh phdm, nguyén liéu lam thubc, véc xin, sinh phdm y té chwa cé sé dang ky;
c) Bao bi tiép xuc tryc tiép véi thube.
Diéu 8. Xuat khau thubc, bao bi tiép xuc trwe tiép véi thude

1. Thudc gay nghién, hwéng tam than, tién chat dung lam thude, ké ca dang don chéat hoac phéi hop
khi xuat khau phai co giay phép xuat khau ctia Cuc Quan ly dwgc - B Y té .

2. Thubc, bao bi tiép xuc truc tiép voi thude, trir cac thude quy dinh tai khoan 1 Diéu nay khi xyét khau
don vi xuat khau lam tha tuc true tiep voi Hai quan ctra khau khdng can cd giay phép xuat khau cua
BO Y té.

Chworng lli



HO SO, THU TUC NHAP KHAU THUOC, BAO BI TIEP XUC TRYC TIEP VO
THUOC, KIEM PINH THUOC NHAP KHAU

Muc 1. NHAP KHAU THUOC CO SO BANG KY LUU HANH CON HIEU LUC
Diéu 9. Thuéc gay nghién, hwéng tam than va tién chat dung lam thuéc
1. Hb so:

a) Bon hang nhap khau (M4u sé 2a, 2b);

b) Bao cdo ton kho thudc gay nghién (hodc thudc hwéng tam than, tién chat dung lam thubc) (Mau sé
3).

2. Thu tuc:

Doanh nghiép gti hé so &én Cuc Quan ly dwoc- BO Y té. Trong thoi han 15 ngay lam viéc ké tir khi
nhén C{u’o’c hd so hop 1é, Cuc Quan ly dwgc- Bo Y té cap gidy phép nhap khau. Truwdng hop khéng
cap giay phép, Cuc Quan ly dwgc- B Y té cé van ban tra 10i doanh nghiép va néu r6 ly do.

Diéu 10. Cac thubc khac, triv cac thuéc quy dinh tai Diéu 9 cua Thong tw nay

Doanh nghiép nhap khau lam tha tuc truc tiép tai Hai quan clra khau va xuét trinh Hai quan ctra khau
danh muc thuéc nhap khau (M3u sé 4) kém theo ban chinh hodc ban sao céng chirng hop & cac tai
liéu sau :

a) Gidy phép lwu hanh san pham hoac Quyét dinh cap sb dang ky lwu hanh; cac van ban cho phép
thay doi, bo sung, dinh chinh khac (néu co);

b) Glay phép hoat ddng vé thudc va nguyén liéu 1am thudc tai Viet Nam dbi véi cong ty nwéc ngoai
cung cap thubdc, trir cac thwong nhan quy dinh tai diém b, ¢ khoan 12 Diéu 3 ctia Théng tw nay.

Muc 2. NHAP KHAU THUOC CHUA CO SO DANG KY LUU HANH

Diéu 11. Thuéc thanh pham c6 chira dwec chét chwa c6 s6 dang ky hoac dwoc chét da c6 sé
dang ky nhwng chwa dap (rng di nhu cau diéu tri, sinh phadm y té dung dé phong bénh, chira
bénh, chan doan

1. DBiéu kién va sb lwong thubc xem xét cap gidy phép nhap khau:

Thuc hién theo quy dinh tai Biéu 7 Quyét dinh s6 151/2007/QD-TTg ngay 12/9/2007 cta Thi twéng
Chinh pht ban hanh Quy dinh vé viéc nhap khau thudc chwa cé s6 dang ky tai Viét Nam.

2. Ho so:
a) Don hang nhap khau (Mau sé 5a, 5b, 5¢, 5d, 5d);

b) Glay chirng nhén san phadm dwoc. Trwdng hop khong cé Glay chirng nhan san pham duwoc, c6 thé
thay thé bang FSC va GMP. Trwong hop cd nhiéu co s& san xuéat tham gla vao qua trinh san xuét
thudc, co s& nhap khau thudc phai ndp gidy chirng nhan GMP cla tat ca cac co s& san xuét co tham
gia trong qua trinh san xuét ra thanh pham;

c) Tiéu chuén va phuong phap kiém tra chat lwong thuéc;

d) Nhan thudc va to huwéng dan s dung cé dong dau ctia doanh nghiép nhap khéau, bao gom: 01 bo
nhan goc kem t& hwdng dan sir dung goc clia thude dang dwoc lwu hanh thye té & nwdc xuat xi (triv
vac xin, sinh pham y t€); 02 bd nhan dy kién Iwu hanh tai Viét Nam kém t& hwédng dan st dung tiéng
Viét;

d) Bao céo tdn kho déi véi thubc gay nghién, huéng tam than va tién chat dung lam thubc (Méu sé 3);

e) Ho so tién 1am sang va 1am sang dbi voi thube chira dugc chat méi, thuée co sw két hop méi clia
cac dwoc chat dé lwu hanh.

3. Thu tuc :

Doanh nghiép gii hé so &én Cuc Quan ly dwgc- BO Y té. Trong thai han 20 ngay lam viéc ké tir khi
nhan dwoc ho so hop 1€, Cuc Quan ly dwgc- BO Y t€ xem xét cap giay phép nhap khau. Trwdng hop
khoéng cap giay phép, Cuc Quan ly dwgcc- Bo Y té cd van ban trd Ioi doanh nghiép va néu rd ly do.

Diéu 12. Thubc hiém, thudc cho nhu cau diéu tri ctia bénh vién trong trwéng hop dic biét

1. Hb so:

a) Pon hang nhap khau (Mau sé 6a);

b) Dw tru thudc hiém, thubc cho nhu cu didu tri clia bénh vién trong trwdng hop déc biét (Mau sé 6b);

c¢) Cac tai liéu quy dinh tai diém b, c, d, d, va e khoan 2 Diéu 11, trlr cac trwdng hop sau:



- Doanh nghiép té chirc chudi nha thubc dat tiéu chuén “Thwe hanh tét nha thudc” GPP can thiét nhap
khau cac thudc thudéc danh muc thudc hiém, thuéc nhap khau cho nhu cau diéu tri ctia bénh vién trong
trwdng hop déc biét dé ban tai cac nha thudc dat GPP trong hé théng: phai cé van ban néu rd ly do
chwa cung cép dwoc hod so, phiéu kiém nghiém géc, va cam két chju trach nhiém vé dam bao chét
lwong thubc nhap khau;

- Doanh nghiép nhap khau nhirng thubc thudc danh muc thuéc hiém, thubc nhap khau cho nhu cau
diéu tri cGia bénh vién trong trudng hop déc biét hodc nhirng thudc cé hoat chét, ndng dd, ham lwong,
dang bao ché chwa c6 sé déng ky lwu hanh tai Viét Nam nhung dwoc ghi trong céc tai liéu chuyén
moén ma khong cung cap dwoc cac hd so quy dinh tai khodn 2 Diéu 11 cia Théng tw nay va phiéu
kiém nghiém gbc cta 16 thubéc nhap khau thi hé so phai kém theo: V&n ban néu rd ly do chwa cung
cép dwoc hd so cta thubc nhap khau, phiéu kiém nghiém gbc cta 16 thudc va cam két vé dam bao
chét lwong thudc nhap khau; Bao cao s dung thubc (nhu cau st dung, tinh an toan, hiéu qua diéu tri
cta thubc).

2.4 Tha tuc:
Doanh nghiép gi hd so dén Cuc Quan ly dwoc- Bo Y té. Trong thoi han 07 ngay lam viéc ké t khi

nhan duoc ho so hop I&, Cuc Quan ly duwgc- Bo Y té xem xét cip gidy phép nhap khau. Trwong hop
khong cap gidy phép, Cuc Quan ly dwoc- B Y té c6 van ban trd I&i doanh nghiép va néu ré ly do.

Diéu 13. Vac xin, sinh pham y té theo nhu cau diéu tri dic biét cua co’ s& diéu tri, co s& tiém
phong va co s& xét nghiém

1. Hb so:
a) Pon hang nhap khau (Mau sé 7a);
b) Dy trii véc xin, sinh phdm y t& clia co s tiém phong, co s& xét nghiém (Méu sé 7b);

d) Ban cam két clia cong ty cung cép vé viéc dam béo chéat Ivong vac xin, sinh pham y té cung cép
cho Viét Nam (Mau so6 7c¢);

d) Céc tai lieu kém theo (néu co) bao gébm: Gidy chirng nhan co s& san xuét dat tiéu chudn GMP hoéc
Gidy chirng nhan co s& san xuét dat tiéu chuan hé thdng quan ly chat lwong (1SO) do co quan ¢
thdm quyén cap (d6i v&i sinh phdm chén doan In Vitro), Gidy phép lwu hanh véc xin, sinh phdm y té,
Gi4y phép Iwu hanh tai mét sb nwéc khac ma vac xin, sinh phdm vy té dé da dwoc dang ky va lwu
hanh. Trong trwdng hop déc biét, cong ty chwa cung cap da cac tai liéu nay hodc vac xin, sinh pham y
té khong dap ung quy dinh tai diém b, c, va diém d khoan 2 Diéu 4 cla Thong tw nay nhung can thiét
cho nhu cdu st dung, Cuc Quan ly dwoc - B Y té xem xét, quyét dinh.

2. Thu tuc:

Doanh nghiép gl hd so dén Cuc Quan ly Dugc - Bo Y té. Trong thoi han 15 ngay lam viéc ké tee khi
nhan dwoc ho so hop 18, Cuc Quan ly Dwoc- BO Y té xem xét cap glay phép nhap khau va yéu cau
guu hd so', mau cho Vién Kiém dinh Quéc gia Véc xin va Sinh pham y té dbi véi vac xin, sinh phdm y
t& nhap khau trong trwdng hop can thiét.

Trwdng hop khdng cép gidy phép Cuc Quéan ly dwoc - B Y té ¢6 van ban tré I&i doanh nghiép va néu
rd ly do.

Diéu 14. Thubc dap rng nhu cau cap bach cho phong, chéng dich bénh, khac phuc hau qua
thién tai, tham hoa

1. H6 so: Bon hang nhap khau (M4u sé 8);
2. Thu tuc:

Doanh nghiép gti hé so &én Cuc Quan ly dwoc- B Y té. Trong thai han 05 ngay lam viéc ké tir khi
nhan dwoc ho so hop 1€, Cuc Quan ly dwgc- BO Y t€ xem xét cap giay phép nhap khau. Trwdng hop
khoéng cap giay phép, Cuc Quan ly dwgc- Bo Y té cd van ban trd |6i doanh nghiép va néu rd ly do.

Diéu 15. Thubc phuc vu cho cac chwong trinh muc tiéu y té quéc gia
1. Hb so:
a) Pon hang nhap khau (Mau sé 9);

b) Van ban clia co' quan co tham quyén vé viéc nhap khau thudc phuc vu chwong trinh muc tiéu y té
quoc gia (trwong hop can thiét Cuc Quan ly dwoc- BO Y té co thé yéu cau cac hé so theo quy dinh tai
diém b, c, d va e khoan 2 Biéu 11 clia Thong tw nay);

4 Khoan nay duoc sira dbi theo quy dinh tai Khoan 2 Biéu 7 cla Thong tw s6 45/2011/TT-BYT, c6
hiéu lwc ké tr ngay 05 thang 02 nam 2012



c) Bdi véi vac xin, sinh phdmy té & huyet thanh cé chira cac khang thé dung dé phong bénh, chira
bénh ngoai cac gidy t& quy dinh tai diém a va b khodn 1 Biéu nay phai c6 thém cac gidy t& sau day:

- Gidy chtrng nhan ctia co quan cé thdm quyén nwéc sé tai cho phép lwu hanh hodc xuat khau vac
Xin, sinh pham y té;

- Gidy chirng nhan co s& san xuét dat tiéu chudn GMP;

- Phiéu kiém nghiém dat tiéu chuan chét lugng véc xin, sinh phdm y té ctia co quan kiém dinh quéc
gia hodc co quan khac cé thAm quyén nwéc sé tai ddi véi 16 hang nhap (cé xac nhan sao y ban chinh
ctia doanh nghiép nhap khau);

- Két qua thir thudc trén 1am sang hoac két qua thir nghiém an toan trén nguoi & thuc dia theo quy
dinh tai diém b khoan 5 Diéu 4 ctia Thong tw nay.

d) Bi vai cac vac xin, sinh pham y t& nhap khau theo két qua tring thau clia dau thau qudc gia hoac
quoc té tai Viét Nam, cac giay to theo quy dinh tai tiét 1, 2 va 3 diem c khoan 1 bieu nay da dwoc
chwong trinh xem xét khi xét ho so thau thi hé so dé nghi nhap khau khéng phai bat budc cé cac giay
to trén.

2. Thu tuc:

a) Thubc ctia chuong trinh muc tiéu y t& quéc gia phai dwoc nhap khau Gy thac qua cac doanh nghiép
c6 chirc nang nhap khau thubc truc tiép. Trén nhan thuéc phai cé dong chi "Thubc chwong trinh
khdéng duwgc ban”.

b) Trong thdi han 15 ngay lam viéc ké tir khi nhan dwoc ho so hop I€, Cuc Quan ly Dwoc- BO Y té
xem xét cap gidy phép nhap khau. Trwong hop khong cép gidy phép, Cuc Quan ly Dugc- Bo Y té c6
van ban tra 1&i doanh nghiép va néu rd ly do.

Diéu 16. Thudc vién tro, vién tror nhan dao

1. H6 so:

a) Cong van dé nghi nhap khAu clia co’ s& nhan vién tro, vién tro nhan dao;
b) Danh muc thudc vién trg, vién tro nhan dao (M&u sé 10);

¢) Van ban cuia co quan cé tham quyén vé viéc cho phép co s& nhan thubc vién tro, vién tro' nhan
dao;

d) Béi véi vac xin, sinh phdmy té la huyet thanh cé chira cac khang thé dung dé phong bénh, chira
bénh ngoai cac glay t& quy dinh tai diém a, b va ¢ khoan 1 Diéu nay phai cé thém cac gidy t& quy dinh
tai tiét 1,2 va 3 diém c khodn 1 Diéu 15 cla Thong tw nay.

2. Thu tuc:

Co sé& nhap khau glri hd so dén S& Y té trén dia ban, trwdng hop thube chira dwoc chat mai, thube
c6 su két hop méi clia cac dwoc chat da lwu hanh, vac xin, sinh phdm y té: co s& nhap khau glvi hd
so dén Cuc Quan ly dwoc- Bo Y té. Trong thoi han 15 ngay lam viéc ké tir khi nhan dwoc don hang,
hd so hop 1&, S& Y té hodc Cuc Quén ly duwoc- Bo Y té xem xét cap gidy phép nhap khiu. Truwong
hop khong cép gidy phép, S& Y té hodc Cuc Quan ly dwoc- BO Y té c6 van ban tra 161 co s& va néu rd
ly do.

Diéu 17. Thubc dung cho muc dich thir Jam sang, lam mau diang ky va phuc vu viéc nghién
ctru, kiém nghiém, kiém dinh, nghién ctru sinh kha dung/twong dwong sinh hoc

Thyc hién theo quy dinh tai khoan 1, 2, 4 Diéu 9 Quyét dinh s6 151/2007/QD-TTg ngay 12/9/2007 cla
Tha twéng Chinh phd Quy dinh vé viéc nhap khau thudc chuwa cé sb dang ky tai Viét Nam.

1. Hb so:
a) Bon hang nhap khau (M4u sé 11a, 11b, 11c);

b) D& cwong nghién ctru thir thudc trén 1am sang da dwoc Bo trwdng Bo Y té phé duyét dbi véi thude
nhap khau dé thtr nghiém Iam sang;
c) Bé cwong nghién ctru sinh kha dung, twong duwong sinh hoc da duwgc phé duyét tai co quan ky

thuat chuyén nganh do Bd Y té Gy quyén dbi véi thubc nhap khau dé nghién ciru sinh kha dung,twong
dwong sinh hoc;

d) Van ban phé duyét cta co quan co thdm quyén cho phép thuwe hién déi voi cac dé tai nghién ctru
€6 phé duyét hoac van ban yéu cau cla co quan c6 thdm quyén vé viéc nhap khau thubc dé kiém
nghiém, kiém dinh;
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d) Truong hop co s& san xuét, nghién ctru, ki€ém nghiém mudn nhap khau thudc dé phuc vu viéc
nghién ctru, kiém nghiém cta chinh co s¢ phai kem theo van ban de nghi va cam ket thuoc nhéap
khau chi str dung dé phuc vu viéc nghién clru, kiém nghiém cla co sé.

Sé lwong xin nhap khau phai pht hop véi quy mé san xuét, nghién cteu, kiém nghiém, kiém dinh.
Trwdng hop sau khi san xuét ther, nguyén liéu nhap khau con dw ma céng ty mubn dwa vao san xuat
thudc da dwoc cap sb dang ky thi phai bao céo vé Cuc Quan ly duoc sb lwong tén, han dung, tinh
trang chat lwong va xin phép duoc sir dung dé san xuat thubc thanh pham.5

e)® Ban sao Gidy chirng nhan dd diéu kién kinh doanh thuéc co dong dau cda doanh nghiép dbi voi
trwdng hop doanh nghiép lan dau tién xin nhap khau thudc 1am mau.

2. Tha tuc:

Co s& nhap khau gt hdé so dén Cuc Quan ly duwoc- Bo Y té. Trong thoi han 15 ngay lam viéc ké tur
khi nhan dwoc don hang, ho so hop 1&, Cuc Quan ly dwoc- B Y té xem xét cp gidy phep nhap khau.
Trwong hop khong cap gidy phép, Cuc Quan ly duwoc - Bo Y té& cd vén ban tra 16i co sé va néu rd ly
do.

Diéu 18. Thuéc dé tham gia trwng bay, trién Iam héi che va cac trwéng hop tam nhap, tai xuét
thuoc khac

Thuwe hién theo quy dinh tai khodn 3 Diéu 9 Quyét dinh s6 151/2007/QD-TTg ngay 12/9/2007 cta Tha
twdng Chinh phi quy dinh vé viéc nhap khau thubc chwa cé sb dang ky tai Viét Nam va quy dinh tai
Diéu 12 Nghi dinh s 12/2006/ND-CP ngay 23/01/2006 ctia Chinh pha quy dinh chi tiét thi hanh Luat
Thwong mai vé& hoat ddng mua ban hang héa quéc té va cac hoat dong dai ly mua, ban, gia céng va
qua canh hang héa véi nwéc ngoai.

Diéu 19. Nguyén liéu 1am thudc, dwoc liéu chwa cé sé dang ky lwu hanh, bao bi tiép xuc trwc
tiép v&i thuéc ’

1. Nguyén liéu lam thuéc dwoc phép nhap khau theo Danh muc nguyén liéu lam thudc dwoc phép
nhap kh&u do Cuc Quéan ly Dugc cong bd (khdng yéu cau phai co gidy phép nhap khéu) theo quy dinh
tai Khoan 2 Biéu nay hodc theo hinh thirc gidy phép nhap khau theo quy dinh tai Khoan 3 biéu nay.

2. Nhap khau theo Danh muc nguyén liéu lam thuéc dwoc phép nhap khau do Cuc Quan ly Dwoc
cong bo (khéng yéu cau phai co giay phép).

a) Danh muc nguyén liéu lam thudc dwoc phép nhap khau (khéng yéu cau phai cé glay phép) do Cuc
Quan ly Dwgc cong bb gom cac dwoc chéat, trir cac nguyén liéu thudc danh muc thuoc gay nghién,
hwéng tam than, tién chat dung lam thudc. Trwdng hop co s& san xuét thay déi ngudn gbc hodc tiéu
chudn chét lwong nguyén liéu, co s& san xuét phai ndp hd so dang ky thay déi theo quy dinh tai Phy
luc Il ban hanh kém theo Thong tw s6 22/2009/TT-BYT ngay 24 thang 11 nam 2009 ctia B6 truéng Bo
Y té quy dinh viéc dang ky thubc va chi dwoc nhap khau sau khi cé van ban cia Cuc Quan ly Duoc
ddng y noi dung thay déi, bd sung ctia Cuc Quan ly Dugc.

b) Trinh tw, th tuc céng bd

- Bo Y té (Cuc Quan ly Duoc) cong b6 Danh muc nguyén liéu lam thude dwoc phép nhap khau (khong
yéu cau phai co giay phép) tai trang thong tin dién tr cia Cuc Quan ly Dugc (www.dav.gov.vn) theo
Mau s 16 ban hanh kém theo Thong tw nay.

- Trong vong 30 ngay ké tir ngay thudc dwgc cép s6 dang ky, Cuc Quan ly Dwoc cong bé Danh muc
nguyén liéu lam thudc dwoc phép nhap khau.

c) Doanh nghiép nhap khau

Co s& san xuét thuéc duoc cép sb dang ky chi dwoc phép nhap khau nguyén liéu theo ding Danh
muc da dugc cong bo.

Doanh nghiép kinh doanh c6 chirc nang nhap khau nguyén liéu lam thuéc dugc phép nhap khau
nguyén liéu thuéc Danh muc nguyén liéu lam thuoc duwgc phép nhap khau (khong yéu cau phai cé
giay phép) do Cuc Quan ly Dwgc cong bo.

d) H6 so va thi tuc nhap khau

5 Poan nay dugc bd sung theo quy dinh tai Khoan 3 biéu 7 ctia Théng tw sé 45/2011/TT-BYT, c6 hiéu
lwc ké tlr ngay 05 thang 2 ndm 2012.

6 Piém nay duoc bd sung theo quy dinh tai Khoan 4 Diéu 7 cta Thong tw s6 45/2011/TT-BYT, c6 hiéu
Iwc ké tir ngay 05 thang 2 nam 2012.

7 Biéu nay duoc sira dbi, bé sung theo quy dinh tai Khoan 2 Biéu 1 cta Thong tw s6 38/2013/TT-BYT,
c6 hiéu lwc ké tr ngay 01 thang 01 nam 2014.
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- Co's6 san xuét co nhu cau nhap khau nguyén liéu dé san xuét thuéc, doanh nghiép nhap khau
nguyén liéu dé kinh doanh lam tha tuc trwe tiép véi Hai quan ctrg khau dé dwoc nhap khau cac
nguyén liéu theo Danh muc da dwgc Cuc Quan ly Dwoc cong bo;

- Co' s6 san xuét thuéc phai xuét trinh Gidy chirng nhan du diéu kién san xuét thuéc hoac Gidy chirng
nhan thwc hanh tét san xuat thudc theo quy dinh tai diém c, diém d khoan 1 Diéu 3 Théng tw nay.

- Doanh nghiép nhap khau nguyén liéu ¢é kinh doanh phai xuét trinh Gidy ching nhan da diéu kién
kinh doanh thuéc (hinh thirc ban budn hoac xuét nhap khau thuoc) va giay chirng nhan GSP voi
pham vi kinh doanh phu hop theo quy dinh tai diém a khoan 1 Diéu 3 Théng tw nay.

- Thoi han nhap khéy nguyén liéu lam thudc theo hinh thirc cong bd cé thdi han nhw hiéu lwc sb déng
ky cla thudc san xuat tir nguyén liéu do;

- Doanh nghiép nwdc ngoai cung cép nguyén liéu lam thudc vao Viét Nam phai co Gidy phép hoat
dong vé thubc va nguyén liéu lam thubc tai Viet Nam con hiéu lwc theo quy dinh tai khoan 12 Biéu 3
Thoéng tw nay.

3. Nhap khau nguyén liéu lam thubc theo hinh thirc gidy phép nhap khau
a) Nguyén liéu 1am thubc dwoc nhap khau theo hinh thirc gidy phép nhap khiu bao gdém:

- Nguyeén liéu lam thubc khong thude dién dwoc phép nhap khau theo hinh thirc cong bé quy dinh tai
khoan 2 Diéu nay;

- Nguyén liéu thudc danh muc thuéc gay nghién, huwéng tam than, tién chat dung lam thuéc;
- Nguyén liéu 14 ta dwoc, v nang thude, bao bi tiép xic truc tiép véi thudc;
- Nguyeén liéu dung cho nghién ctru, kiém nghiém;

b) Doanh nghiép nhap khau nguyén liéu theo hinh thirc gidy phép nhap khau va doanh nghiép nwéc
ngoai cung cap nguyén liéu lam thubc vao Viét Nam dwoc quy dinh tai Diéu 3 Thong tw nay.

c) H6 so d& nghi c&p gidy phép nhap khu
- Bon hang nhap khau theo Mau sb 12a, 12b, 12c, 12d, 12d ban hanh theo Thong tw nay.

- Ban tiéu chuén chét lwong va ban phwong phap kiém nghiém nguyén liéu, dwoc liéu, bao bi t|ép xuc
truc tiép voi thube déi véi cac nguyén liéu, bao bi cé tiéu chuén chét lwong va phuo’ng phap kiém
nghiém cla nha san xuét hodc ban photo chuyén luan tiéu chuén chét lwong ctia dwoc dién triv
trwong hop ap dung tiéu chuan dwoc dién chau Au, Anh, Hoa Ky, Quéc té, Nhat Ban.

- B6i v&i nguyén liéu lam thude la thudc gay nghién, héong tam than, tién chét lam thudc phai gii
kém theo Bao cao ton kho theo Mau so 3 ban hanh theo Théng tw nay.

d) Trinh tw, tha tuc

Doanh nghiép gli hd so dén Cuc Quan ly Duoc - Bo Y té. Trong thoi han 07 ngay lam viéc ké tr khi
nhan dwoc hd so hop 1€, Cuc Quan ly Duoc- BO Y té xem xét cap gidy phép nhap khau.

Déi v&i nguyén liéu Iam’thuoc la thubc gay nghién, hwdng tam than, tién chat lam th}JOC, trong thoi
han 15 ngay Ié’lm viéc ké tr khi nhan dwgc ho so hop 1€, Cuc Quan ly Dwoc- BO Y té xem xét cap giay
phép nhap khau.

Trwong hop khdng cép gidy phép, Cuc Quan ly Dwoc - BO Y té c6 van ban tra Ioi doanh nghiép va
néu ro ly do.

d) Gi4y phép nhap khau nguyén liéu lam thubc chwa c6 sb dang ky cé gia tri téi da 02 nam ké tir ngay

ky.
Diéu 20. Thuéc phéng xa

1. Bi voi thudc phong xa trong triong hop dwgc mién trir khai bao, cap phép: thye hién theo quy
dinh tai Diéu 11 ctia Thong tw nay.

2. B6i voi thube phong xa trong trwdng hop khdng dwge mién triy khai bao, cap phép: thirc hién theo
quy dinh tai Bieu 11 cda Thong tw nay va kém theo Giay phép tién hanh cac cong viéc bire xa do co
quan c6 tham quyén cap cho doanh nghiép trwc tiép kinh doanh thudc phdng xa.

Muc 3. KIEM BINH THUOC NHAP KHAU
Diéu 21. Vac xin, sinh pham y té 1a huyét thanh cé chira cac khang thé
1. Ho so:

a) Phiéu gri mau kiém dinh;
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b) H6 so' tom tat san xuét va kiém dinh ctia 16 vac xin, sinh pham y té nhap khau (ban sao c6 dong
dau xac nhan clia nha san xuat);

c) Gidy phép xuét xwong ctia Co quan c6 thdm quyén nwéc sé tai hoac co quan twong dwong khac
kem theo tirng 16 hang nhap (ban sao cé dong dau xac nhan clia Giam doc doanh nghiép nhap khau);
d) Béng chirng bdo ddm vé day chuyén lanh trong qua trinh van chuyén 16 hang nhap khau.

e) Mau vac xin, sinh pham y té 1a huyét thanh co chira cac khang thé nhap khau dé kiém dinh (s6
lwgng mau theo qui dinh cho tirng loai vac xin, sinh pham y té).

2. Thu tuc:

Doanh nghiép nhap khau gl hd so dén Vién Kiém dinh quéc gia Vac xin va Sinh phdm y té. Trong
thdi han 07 ngay lam viéc ké ti khi nhan di mau va hd so theo qui dinh, Vién Kiém dinh quéc gia Vac

xin va Sinh pham y té tra I6i bang van ban vé chat lwgng vac xin, sinh pham y té va vé an toan trén
dong vat thi nghiém cla vac xin, sinh pham y té gri doanh nghiép.

Chuwong IV
HO SO, THU TUC XUAT KHAU THUOC VA BAO BI TIEP XUC TRUC TIEP VO
THUGC
Diéu 22. Thubc gay nghién, hwéng tam than va tién chat
1. H6 so:
a) Bon hang xuét khdu (M&u sé 13a, 13b );
b)8 Van ban cho phép nhap khau ctia co’ quan c6 thdm quyén ctia nwéc nhap khau (ban chinh, ban
sao hodc ban dich tiéng Viét dap ng quy dinh tai tiét 1, 2 va 3 diém a khoan 11 Diéu 4 ctia Thong tw
nay).

c) Thuéc thanh pham gay nghién dang phéi hop quy dinh tai khodn 2 Diéu 1 cGa Théng tw sb
10/2010/TT-BYT ngay 29/4/2010 hwéng dan cac hoat déng lién quan dén thudc gay nghién; thubc
thanh pham hwéng tam than, tién chat dang phéi hop quy dinh tai khoan 2 Diéu 1 cia Théng tw sb
11/2010/TT-BYT ngay 29/4/2010 hwédng dan cac hoat dong lién quan dén thubc hwéng tam than, tién
chét dung 1am thubc xuat khau dé 1am mau dang ky, hoi cho, trién 1am, nghién ctru khong bat budc
phai c6 ho so theo quy dinh tai diém b khodn 1 Biéu nay nhwng phai cé van ban giai trinh rd ly do va
muc dich xuat khau thuéc ctia doanh nghiép xuét khau;

d)®
2. Thu tuc:

Trong thoi han 15 ngay lam viéc ké tlr khi nhan dwoc don hang, hf‘) so hop 1&, Cuc Quén ly duoc- Bo
Y té xem xét cap gidy phép xuét khau. Trwong hop khong cap gidy phép, Cuc Quan ly dwoc- Bo Y té
c6 van ban tra |&i doanh nghiép va néu rd ly do.

Diéu 23. Cac thuéc khac khéng phai la thuéc gay nghién, hwéng tam than va tién chat dung
lam thubc & dang don chéat hodc phéi hop, bao bi tiép xuc truwc tiép véi thude

Thubc san xuat trong nuéc dugc cap Glay chtrng nhan Iwu hanh ty do (FSC) hoac Glay chung nhan
san pham dwoc phdm (CPP) dé xuét khdu. Sé lwgng FSC, CPP duwoc cip theo yéu cau cla co sé.

1. Hb so:
Don dé& nghi cip FSC hodc CPP (M4u sé 14);

Trwdng hop nuwéc nh@p khéy yéu cau co s& nop FSC hoéc~CPP theo még do nwéc doé quy dinh, Cuc
Quan ly dwoc- B6 Y té co thé xem xét cap FSC dwa trén mau dwoc yéu cau.

2. Thu tuc:

a) Thu tuc cép lai FSC theo quy dinh cda Diéu 13 Quyét dinh s6 10/2010/QD-TTg ngay 10/2/2010 cla
Tha twéng Chinh phi quy dinh gidy chirng nhan lwu hanh tw do dbi véi s&n phadm hang héa xuét khau
va nhap khau.

b) Co s& xuét khdu thubc khdng phai lam thém tha tuc déng ky hd so thwong nhan dé cap FSC.

8 Piém nay duoc stra ddi theo quy dinh tai Khoan 6 Diéu 7 clia Thong tw s6 45/2011/TT-BYT, c6 hiéu
Iwc ké tir ngay 05 thang 02 nam 2012.

9 Piém nay duoc bai bo theo quy dinh tai Khoan 7 Biéu 7 clia Thong tw s6 45/2011/TT-BYT, co hiéu
Iwc ké tir ngay 05 thang 02 nam 2012.
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¢) Trong thoi han 05 ngay lam viéc ké tir khi nhan dwoc ho so hop 1€, Cuc Quan Iy dwoc- BO Y té cap
FSC hoac CPP (Mau s6 15a, 15b).

Chwong V
XU LY VI PHAM

Diéu 24. Xt ly vi pham
1. Trwong hop doanh nghiép xuét khau, nhap khau cé hanh vi gid mao hodc ty y stva chira hé so, tai
liéu, giay to& phap ly cta cac co quan chirc nang cua Viét Nam hoac cla nwdc ngoai; str dung con
dau gia hoac gia mao chir ky hoac dau cta co s¢ nhap khau, co s& san xuat va cac co s& lién quan
trong ho so xuat khau, nhap khau thuoc thi Cuc Quén’ly Duwoc- BO Y té cd cong van canh bao co s&
va dirng tiép nhan, xem xét ho so xuat khau, nhap khau thuéc cla co sé, cu thé nhw sau:
a) Dirng tiép nhan, xem xét hd so xuat khau, nhap khau thudc cia co s& trong thoi han 03 thang dbi
V@i tredng hop vi pham lan dau;
b) Dirng tiép nhan, xem xét hd so' xuat khau, nhap khau thudc ctia co s& 06 thang dén 12 thang doi
V@i tredng hop vi pham 02 1an trong 12 thang;
c) Tay theo mure d6 vi pham, Cuc Quan ly Duoc- BO Y té sé €O cong van gui cong ty san Xuét, cong ty
cung cap thudc va dirng tiép nhan, xem xét ho so dang ky thuoc hoac dirng tiep nhan, xem xét ho so
dang ky hoat dong vé thudc va nguyén liéu lam thudc tai Viét Nam clia cong ty nwéc ngoai.
Ngoai cac hinh thire trén, Cuc Quan ly Dugc- Bo Y té sé cong khai ndi dung vi pham ciia co' sé trén
trang théng tin dién tfP’Cl]a BC)‘Y tQ; thong bao t&i co' quan Thanh tra, co quan Hai quan va cac co
guan chirc nang cé tham quyén dé xem xét, xt& ly theo quy dinh cta phap luat.
2. Co quan, t6 chirc, ca nhan vi pham tly theo mirc d6 sé bi dirng tiép nhan, xem xét h6 so xuét
khau, nhap khau thuéc hodc bi x&r phat hanh chinh hodc truy ctvu trach nhiém hinh sw theo quy dinh
cua phap luat.
Chuwong VI

DIEU KHOAN THI HANH

Diéu 25. Hiéu lwc thi hanh 10 1

10 Théng tw s6 45/2011/TT-BYT ¢6 hiéu lwc ké tir ngay 05 thang 02 ndm 2012 quy dinh nhu sau:
“Diéu 8. Hiéu Iwc thi hanh

Théng tw nay co hiéu luc thi hanh ké tir ngay 05 théng 02 ndm 2012. Céc quy dinh truéc day tréi véi
quy dinh tai Théng tw nay déu bai bé.

Trong qua trinh thuc hién, néu co6 khé khan vurong maéc, dé nghi cac don vi phan énh kip thoi vé Cuc
Quaén ly dwgrce - Bo Y té dé nghién clru stra doi, b6 sung cho phu hop./.

11 Théng tw s6 38/2013/TT-BYT c¢6 hiéu luc ké tir ngay 01 thang 01 ndm 2014 quy dinh nhuw sau:
“Djéu 2. Diéu khoan chuyén tiép

1. H6 so dé nghj cép gidy phép nhap khau thube chura co sé dang ky nép trirde ngay 01 thang 01
nam 2014 thue hién theo quy dinh tai Thong tw so 47/2010/TT-BYT ngay 29 thang 12 nam 2010 cua
B¢ trudng Bé Y té hurdng dan hoat dong xuat khau, nhap khau thudc va bao bi truee tiép voi thudc.

2. Gidy phép nhap khéu nguyén liéu lam thuéc chua c6 s6 dang ky duoc cép truéc ngay Théng tw nay
c6 hiéu lwc dwoc phép thuc hién cho dén hét thoi han ghi trong gidy phép.

Diéu 3. Trach nhiém thi hanh

1. Cuc Quén ly Duoc cong bé trude ngay 31 thang 12 nam 2014 doi voi tat cé cac thube da duoc cap
80 dang ky trwrdc ngay 01 thang 7 nam 2014.

2. Ké tor ngay 01 thang 7 nam 2014, Cuc Quan ly Duoc cong bé nguyén liéu thudéc Danh muc nguyén
liéu lam thuéc duoc phép nhap khéu (khéng yéu céu phai c6 gidy phép) trong vong 30 ngay lam viéc
ké tir ngay thubc duoc cép sb dang ky.

Diéu 4. Hiéu Iuc thi hanh
Théng tw nay cé hiéu luc thi hanh ké tir ngay 01 thang 01 ndm 2014.

Khoan 3 Diéu 4, Biéu 19 Thong tw 47/2010/TT-BYT va Mau sé 1a, Mau sé 12a, 12b, 12c, 12d, Mau
s6 3 ban hanh theo Théng tw 47/2010/TT-BYT hét higu luc thi hanh ké tir ngay Théng tw nay ¢6 higu
Iwre.

14



Thong tw nay co hiéu lwce thi hanh sau 45 ngay ké tr ngay ky. Bai bd Thong tw s6 06/2006/TT- BYT
ngay 16/05/2006 ctia Bo Y té hwong dan xuét khau, nhap khau thudc va my pham Thong tw sb
13/1998/TT-BYT ngay 15/10/1998 ctia Bo Y té hwdng dan viéc t|ep nhan, quan ly va str dung thudc
vién trg clia nwédc ngoai vao Viét Nam; cac quy dinh vé nhap khau vac xin va sinh pham y té tai Théng
tw s6 08/2006/TT-BYT ngay 13/06/2006 clia Bo Y té& hwéng dan nhap khdu vac xin, sinh pham vy té;
héa chéat, ché pham diét con trung, diét khuan dung trong linh vuc gia dung va y té va trang thiét bi y

té.

Trong qua trinh thic hién, néu c6 kho khan, viedng méc dé nghi cac don vi bao cao vé Cuc Quan ly
dwoc - Bo Y té dé xem xét, gidi quyét./.

Noi nhén:

- Van phong Chinh ph: Céng bao, Céng TTDTCP;

- B6 trwdng Nguyén Thij Kim Tién (dé b/c);
- Cbng Théng tin dién t&r Bo Y té;

- Website Cuc Quan ly Dworc;

- Lwu: VT, QLD (03b), PC.

XAC THU'C VAN BAN HOP NHAT

KT. BQ TRUONG
THU TRUONG

Pham Lé Tuén

DANH MUC

NGUYEN LIEU VA THUOC THANH PHAM CAM NHAP KHAU BE LAM THUOC DUNG CHO NGU Ol
(Ban hanh kem theo Théng tw s6 47/2010/TT-BYT ngay 29 thang 12 nam 2010 cta B6 trwéng B Y

té)

TT Tén hoat chat Tén khoa hoc
1 (+) - Lysergide(LSD, LSD-25) Sca,alrgé)o)l(ig;rilggro-N,N-diethyl-6-methy|ergoline—8b—
2 1-Phenyl-2-propanone 1-phenyl-2-propanone;
3 2C-B 4-bromo-2,5dimethoxyphenyl-ethylamine
4 3,4-Methylenedioxyphenyl-2- (2-propanone,1-[3,4(methylenedioxy)phenyl]-);

propanone

5 3-methylfentanyl N-(3-methyl-1-phenethyl-4-piperidyl)propionanilide
6 3-methylthiofentanyl g‘igg;?xﬁg}r’g;{gﬁﬁi—ﬁzsnyl)ethyl]'4'
7 4-methylaminorex (+)-cis-2-amino-4-methyl-5-phenyl-2-oxazoline
8 4-MTA a-methyl-4-methylthiophenethlamine
9 Acetic anhydride acetic oxide
10 Acetone 2-propanone
11| Acetorphine o 14-ondo-athencorpavine
12 Acetyl-alpha-methylfentanyl N-[1 a -methylphenethyl)-4-piperidyl]acetanilide
13 Acetylmethadol 3-acetoxy-6-dimethylamino-4,4-diphenylheptane
14 Alphacetylmethadol a-3-acetoxy-6-dimethylamino-4,4-diphenylheptane
15 Alphameprodine a-3-ethyl-1-methyl-4-phenyl-4-propionoxypiperidine
16 Alphamethadol a-6-dimethylamino-4,4-diphenyl-3-heptanol
17 Alpha-methylfentanyl N-[1-( a-methylphenethyl)-4-piperidyl]propionanilide
18 Alpha-methylthiofentanyl N-[1-[1-methyl-2-(2-thienyl)ethyl]-4-

Trong qua trinh thuc hién, néu co kho khan, viong méc, dé nghj céc t6 chirc, ca nhan phén anh kip
thoi vé B6 Y té (Cuc Quan ly Dwgc) dé duwoc huwdng dan hoéc stra doi, bo sung cho phu hop./.”
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piperidyl]propionanilide

19 Alphaprodine a-1,3-dimethyl-4-phenyl-4-propionoxypiperidine

20 Amfetamine (Amphetamine) (+)-a-methylphenethylamine

21 Amineptine 7-[(1Q,11-d|hydr075H-<_j|benzo[a,d]cyclohepten-S-
yl)amino]heptanoic acid

22 Ampletamine

23 Analgin (metamizol; Dipyrone)

on Anileridine 4-Piperidinecarboxylic acid, 1--[2-(4-
aminophenyl)ethyl]-4-phenyl-, ethyl ester

25 Anthranilic acid 2-aminobenzoic acid;

26 Aprotinin
1-[(4-fluorophenyl)methyl]-N-[1-[2-(4-

27 Astemizole methoxyphenyl)ethyl]-4-piperidyl]-benzoimidazol-2-
amine

28 Benzaldehyde Benzoic Aldehyde; Benzenecarbonal

29 Benzethidine 1-(_2-benzyloxyethyl)-4-phenylp|per|d|ne-4-carbpxyllc
acid ethyl esterBenzylmorphine 3-benzylmorphine

30 Benzyl Cyanide 2-Phenylacetonenitrile

31 Betacetylmethadol (-3-acetoxy-6-dimethylamino-4,4-diphenylheptane

32 Beta-hydroxy-3-methylfentanyl N-[1-(B--hydroxyphenethyl)-3-methyl-4-
piperidyl]propionanilide

33 Beta-hydroxyfentanyl N-[1-( B-hydroxyphenethyl)-4-piperidyl]propionanilide

34 Betameprodine B-3-ethyl-1-methyl-4-phenyl-4-propionoxypiperidine

35 Betamethadol B-6-dimethylamino-4,4-diphenyl-3-heptanol

36 Betaprodine B-1,3-dimethyl-4-phenyl-4-propionoxypiperidine

37 Brolamfetamine (DOB) (+)-4-bromo-2,5-dimethoxy-a-methylphenethylamine

38 Cannabis and Cannabis resin Cay can sa va cac san pham chiét xuét tir cdy can sa

39 Cathinone (-)-(S)-2-aminopropiophenone
acide (6E)-(3R,5S)-7-[4-(4-fluorophényl)-5-

40 Cerivastatine (méthoxymeéthyl)-2,6-bis(1-méthyléthyl)-3-pyridyl]-3,5-
dihydroxyhept-6-énoique

41 Chlormezanone

42 Clonitazene 2_—(p—chIor_ob_enzyl)-1-diethylaminoethyl-5—
nitrobenzimidazole

43 Coca leaf la cay Coca

44 Codoxime dihydrocodeinone-6-carboxymethyloxime

45 CYCLOBARBITAL 5-(1-cyclohexen-1-yl)-5-ethylbarbituric acid

46 Desomorphine dihydrodeoxymorphine

47 Desomorphine dihydrodeoxymorphine

48 DET 3-[2-(diethylamino)ethyl]indole

Dexamfetamine (+)-a-methyphenethylamine
49 i
(Dexamphetamine)

50 Dexfenfluramine

51 Dextropropoxyphen a- (+)- 4- dimethylamino- 1,2- diphenyl- 3- methyl- 2 -
butanol propionate

52 Diampromide N-[2-(methylphenethylamino)propyl]propionanilide
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53 Diethylamine N-Ethylethanamine

54 Diethylthiambutene 3-diethylamino-1,1-di(2*-thienyl)-1-butene

s | Diydroctorphine endio-chanotatayatootpaine

56 Dihydromorphine

57 Dimenoxadol 2-dimethylaminoethyl-1-ethoxy-1,1-diphenylacetate

58 Dimepheptanol 6-dimethylamino-4,4-diphenyl-3-heptanol

59 Dimethylthiambutene 3-dimethylamino-1,1-di(2'-thienyl)-1-butene

60 Dioxaphetyl butyrate Ethyl-4-morpholino-2,2-diphenylbutyrate

61 DMA (+)-2,5-dimethoxy-a-methylphenethylamine

62 DMHP 3T(1,2dimethylheptyl)-7,8,9,10-tetrahydro-6,6,9-
trimethyl-6H-dibenzo[b,d]pyran-1-01

63 DMT 3-[2(dimethylamino)ethyl]lindole

64 DOET (+)-4-ethyl-2,5-dimethoxy-a-phenethylamine

s | oronaino e e o ey 583ty

66 Ecgonine gi ge;rg?r: Zgg gﬁz"i;ﬁ]tieves which are convertible to

67 Erythromycine dng muéi Estolate

68 Ethyl ether 1,1'-oxybis[ethane]

69 Ethylene Diacetate 1,1-Ethanediol Diacetate

70 Ethylmethylthiambutene 3-ethylmethylamino-1,1-di(2-thienyl)-1-butene

71 Eticyclidine (PCE) N-ethyl-1-phenylcyclohexylamine

R p—

73 Etorphine ig:ﬁgg:%;vﬂ;((al—hydroxy—l—methylbutyl)—6,14—endo—

| Eoerdine carboyle acid eyl oser T

75 Etryptamine 3-(2-aminobutyl)indole

76 Fenetylline 7-[2-[(a-methylphenethyl)amino]ethyl]-theophylline

77 Fenfluramine

78 Formamide Methanamide; Carbamaldehyde

| Furtidne o e pherperine &

80 Gatifloxacin

81 GHB y-hydroxybutyric acid

82 Glafenine

83 Heroin Diacetylmorphine

84 Hydrocodone Dihydrocodeinone

85 Hydromorphinol 14-hydroxydihydromorphine

86 Hydroxypethidine ;1;2—g}clr(:l;logt)ehrenyI-1-methylpiperidine-4-carboxylic

87 Isomethadone 6-dimethylamino-5-methyl-4,4-diphenyl-3-hexanone

88 Isosafrole (1,3-benzodioxole,5-(1-propenyl)-)
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89 Ketobemidone 4-m-hydroxyphenyl-1-methyl-4-propionylpiperidine
90 Levamfetaming (-)-(R)-a-methylphenethylamin
(Levamphetamine)
91 Levamisole 'Eﬁii)z-glf,5,6-Tetrahydro-6-phenylimidazo [2,1-b]
92 Levomethamphetamine (-)-N,a-dimethylphenethylamine
93 Levomethorphan* (-)-3-methoxy-N-methylmorphinan
94 | Levomoramide pyrldmouyimotoine
95 Levophenacylmorphan (-)-3-hydroxy-N-phenacylmorphinan
96 Lysergic acid ((8R)-9,10-didehydro-6-methylergoline-8-carboxylic;
97 MDE, N-ethyl MDA Erin);t\lr;)?lglr)(elz-dai;gs;gzgiéhylamine
98 MDMA éih)élgléctxr-]()j/ili:ri'zzgls,4-(methylene-dioxy)
99 Mecloqualone 3-(o-chlorophenyl)-2-methyl-4(3H)-quinazolinone
100 Mescaline 3,4,5-trimethoxyphenethylamine
101 Mescathinone 2-(methylamino)-1-phenylpropan-1-one
102 Metamfetamine_ (+)-(S)-N, a-dimethylphenethylamine
(Metamphetamine)
103 Metamfetamine racemate (+)-N,a-dimethylphenethylamine
104 Metazocine 2'-hydroxy-2,5,9-trimethyl-6,7-benzomorphan
105 Methadone intermediate 4-cyano-2-dimethylamino-4,4-diphenylbutane
106 Methaqualone 2-methyl-3-o-tolyl-4(3H)-quinazolinone
107 Methyl ethyl ketone 2-butanone
108 Methylamine Monomethylamine; Aminomethane
109 Methyldesorphine 6-methyl-.6-deoxymorphine
110 Methyldihydromorphine 6-methyldihydromorphine
111 Metopon 5-methyldihydromorphinone
112 MMDA ?&IZ?;Sﬁeﬁ)gggsﬁﬁéiéwlamine
113 Moramide intermediate zél;r(;ethyl—&morpholino—l,1—diphenylpr0pane carboxylic
114 Morpheridine ;;:(ii—gﬁ;;l)gzltigroethyl)-4-phenylpiperidine—4—carboxylic
115 MPPP 1-methyl-4-phenyl-4-piperidinol propionate (ester)
116 N-Acetylanthranilic acid benzoic acid, 2-(acetylamino)-
e & etenedos)
Nimesulide (trr thuéc thanh pham
118 dang dung ngoai da, nguyén liéu
dé san xuat thudc dung ngoai da)
119 Nitroethane
120 N-Methylpseudoephedrine
121 Noracymethadol (x.)-a-3-acetoxy-6-methylamino-4,4-diphenylheptane
122 Norlevorphanol (-)-3-hydroxymorphinan
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123 Normethadone 6-dimethylamino-4,4-diphenyl-3-hexanone

124 Normorphine Demethylmorphine

125 Norpipanone 4,4-diphenyl-6-piperidino-3-hexanone

126 Para-fluorofentanyl 4'-fluoro-N-(1-phenethyl-4-piperidyl)propionanilide

127 Parahexyl gi-gsgg[?t;%]g&?:s_tilg)l/dro-6,6,9-trimethyl-6H-

128 PEMOLINE 2-amino-5-phenyl-2-oxazolin-4-one

129 PEPAP 1-phenethyl-4-phenyl-4-piperidinol acetate (ester)

130 Pethidine intermediate A 4-cyano-1-methyl-4-phenylpiperidine

131 Pethidine intermediate B 4-phenylpiperidine-4-carboxylic acid ethyl ester

132 Pethidine intermediate C 1-methyl-4-phenylpiperidine-4-carboxylic acid

133 Phenacetine N-(4-Ethoxyphenyl) acetamide; p-acetophenetidide

134 Phenadoxone 6-morpholino-4,4-diphenyl-3-heptanone

135 Phenampromide N-(1-methyl-2-piperidinoethyl)propionanilide

136 Phencyclidine (PCP) 1-(1-phenylcyclohexyl)piperidine

137 Phenmetrazine 3-methyl-2-phenylmorpholine

138 Phenolphtalein 3,3-bis (4-hydroxyphenyl)-1-(3H)-isobenzofuranone

139 Phenomorphan 3-hydroxy-N-phenethylmorphinan

ey e ) & ahenyperane:&

141 Phenylacetic acid benzeneacetic acid

142 Phenylpropfanolamin Benzenemethanol, « - (1- aminoethyl)- (+)-
(Norephedrin)

e e oPron Iperdne &

144 Piperidine Piperidine

145 Piperonal 1,3-benzodioxole-5-carboxaldehyde;

146 Piperonyl Methyl Cetone

147 PIPRADROL 1,1-diphenyl-1-(2-piperidyl)methanol

149 | Piivamide piperdino)piperiding.4.camonyic acid amide

149 PMA p-methoxy-a-methylphenethylamine

150 Pratolol

151 Proheptazine 1,3-dimethyl-4-phenyl-4-propionoxyazacycloheptane

152 Properidine ils-(;g?(t)fss/lll-i-s[igfnylpiperidine-4-carboxylic acid

153 Psilocine, psilotsin 3-[2-(dimethylamino)ethyl]indole-4-01

154 Psilocybine ih[gé(ski]r;tithylamino)ethyl]indole-4-yl dihydrogen

155 Pyramidon (Aminophenazone) gh(zgméthylamino-z,3-diméthyl-l-phényl-3-pyrazo|in-5-

156 Racemethorphan (x)-3-methoxy-N-methylmorphinan

157 | Racemoramide pyoidmpbuymorahaine.

158 Racemorphan ()-3-hydroxy-N-methylmorphinan
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1-(2-methoxy carbonylethyl)-4-

159 Remifentanil (phenylpropionylamino)piperidine-4-carboxylic acid
methyl ester

160 Rolicyclidine (PHP, PCPY) 1-(1-phenylcyclohexyl)pyrrolidine
(1,3-benzodioxole,5-(2-propenyl)-); HS code: 2932.94

161 Safrole CAS number: 94-59-7

. [3s-(3 a, 3aq, 5aB, 9bB]-3a,5,5a,9b - Tetrahydro - 3 5a,

162 Santonin 9 - trimethylnaphtho [1,2-b] furan-2, 8 (3H,4H)- dione

163 Secobarbital 5-ally-5-(1-methylbutyl)barbituric acid

Sibutramine (x)-dimethyl-1-[1-(4- chlorophenyl) cyclobutyl]-N,N,3-

164 . )
trimethylbutan- 1-amine

165 STP, DOM 2,5-dimethoxy-a,4-dimethylphenethylamine

166 Sulphuric acid 1 sulfuric acid

167 Tenamfetamine (MDA) a-methyl-3,4-(methylenedioxy) phenethylamine

168 Tenocyclidine (TCP) 1-[1-(2-thienyl)cyclohexyl]piperidine

169 Terfenadine
7,8,9,10-tetrahydro-6,6,9-trimethyl-3-pentyl-6H-
dibenzo[b,d] pyran-1-o01,;

(9R,10aR)-8,9,10, 10a-tetrahydro-6,6,9-trimethyl-3-

pentyl-6H-dibenzo[b,d]pyran-1-01;

(6aR,9R, 10aR)-6a,9,10, 10a-tetrahydro-6,6,9-trimethyl-
. 3-pentyl-6H-dibenzol[b,d]pyran-1-01;

170 Tetrahydrocannabinol .
(6aR,10aR)-6a,7,10,10a-tetrahydro-6,6,9-trimethyl-3-
pentyl-6H-dibenzo[b,d]pyran-1-01;
6q,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-6H-
dibenzo[b,d]pyran-1-01;
(6aR,10aR)-6q,7,8,9,10,10a-hexahydro-6,6,dimethyl-
9-methylene-3-pentyl-6H-dibenzo[b,d]pyran-1-01

171 Thebaine 6,7,8,14—Tetr<_':1dehydro—4,5—ep_oxy-3,6-dimethoxy-17-
methylmorphinan; paramorphine

172 Thiofentanyl N-[1-[2-(2-thienyl)ethyl]-4-piperidyl]propionanilide

173 Tilidine (x)-ethyl-trans-2-(dimethylamino)-1-phenyl-3-
cyclohexene-1-carboxylate

174 TMA (+)-3,4,5-trimethoxy-a-methylphenethylamine

175 Toluene benzene, methyl-

176 Trimeperidine 1,2,5-trimethyl-4-phenyl-4-propionoxypiperidine

177 Ziperol a_—(a—me_thoxybenzy)-4-(B—methoxyphenethyl)—l-
piperazineethanol

178 Zomepirac 5-(4-Chlorobenzoyl)-1, 4-dimethyl-H-pyrrole-2-acetic

acid

* Danh muc sé& bao gom ca cac hoat chat thuéc Danh muc cac chat ma tdy va tién chat do Chinh phu
ban hanh nhuwng khong thudc danh muc thuoc gay nghién, danh muc thuoc hwdng tam than va danh
muc tién chat dung lam thudc do Bé Y té quy dinh.

FILE DUQ'C PiINH KEM THEO VAN BAN
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