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PHAN VAN BAN KHAC

VAN BAN HQP NHAT

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

THONG TU
Hudéng din hoat dong xuit khau, nhap khau thuéc
va bao bi tiép xuc truc tiép véi thuoc

Thong tu s6 47/2010/TT-BYT ngay 29 thang 12 nam 2010 ciia Bo Y t&é Hudng
dan hoat dong xuat khau, nhap khau thudc va bao bi tiép xuc truc tiép vdi thude co
hiéu luc ké tir ngay 13 thang 02 nam 2011, duoc sira d6i, bo sung bai:

Thong tu s6 45/2011/TT-BYT ngay 21 thang 12 nam 2011 ctia BO Y té stra
d6i, bo sung mot s6 didu cua Quyét dinh sé 1570/2000/QD-BYT ngay 22/5/2000
ctia BO truong Bo Y té vé viéc trién khai ap dung nguyén tac “Thyc hanh tot phong
kiém nghiém thuoc” Quyet dinh s6 2701/2001/QD-BYT ngay 29/6/2001 cia Bo
truong Bo Y té vé Vlec trién khai 4p dung nguyén tic “Thuc hanh tbt bao ‘quan
thudc”; Thong tu sd 06/2004/TT-BYT ngay 28/5/2004 hudng dan san xuit gia
cong thude; Quyét dinh s6 3886/2004/QD-BYT ngay 03/11/2004 ctia BO Y té vé
viéc trién khai 4p dung nguyén tac, tiéu chuan “Thuc hanh tot san xuat thubc” theo
khuyén cdo ctua T6 chic Y té& thé gidi; Thong tu sé 13/2009/TT-BYT ngay
01/9/2009 cua B Y té huéng dan hoat dong thong tin quang cao thudc; Thong tu
sO 22/2009/TT BYT ngay 24/11/2009 ciia B Y té quy dinh vé ding ky thudc;
Thong tu s6 47/2010/TT-BYT ngay 29/12/2010 huéng dan hoat dong xuat khau,
nhap khau thube va bao bi tiép xuc truc tiép voi thude (sau ddy goi tat 1a Thong tu
50 45/2011/TT-BYT), ¢6 hiéu lyc ké tir ngay 05 thang 02 nam 2012.

Can ctr Luat Dugc sb 34/2005/QH11 ngay 14 thang 6 nam 2005;

Can cir Luat Phong, chong ma ty s6 23/2000/QH10 ngay 09 thang 12 nam 2000
va Luat sira ddi, bo sung mot s6 diéu ctia Luat Phong, chong ma tiy s6 16/2008/QH12
ngay 03 thang 6 nam 2008;

Can ctir Nghi dinh s6 188/2007/NB-‘CP ngay 27 théng 12 ndm 2007 cﬁa’ Chinh
phu quy dinh churc nang, nhi¢m vu, quyén han va co cau to chiic cia By Y té;

Can cir Nghi d,inh sO 79/2006/1,\18-‘CP ngay 09 thang 8 ndm 2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Dugc;

Cin ctr Nghi dinh sé 58/2003/ND-CP ngay 29 thang 5 nam 2003 quy dinh vé

kiém soat nhap khau, xuat khau, van chuyén qua canh lanh thd Viét Nam chat ma
tay, tién chat, thubc gdy nghién, thuéc huéng tam than;
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Can ctir Nghi dinh s6 12/2006/ND-CP ngay 23 thang 01 nam 2006 cua Chinh phu
quy dinh chi tiét thi hanh Luat Thuong mai v€ hoat dong mua ban hang hoa quoc té
va cac hoat dong dai ly mua, ban, gia cong va quéa canh hang hda voi nude ngoai;

Can cir Quyét dinh s6 151/2007/QD-TTg ngay 12 thang 9 ndm 2007 ctia Thu tuéng
Chinh phua ban hanh quy dinh vé vi¢c nhap khau thudc chua c6 s6 dang ky tai
Viét Nam;

B) Y té hudng dan hoat dong xuat khau, nhap khau thude va bao bi tiép xiic
tryc tiép v6i thue nhu sau:'

N Chuong I
NHUNG QUY PINH CHUNG

Diéu 1. Pham vi diéu chinh

1. Thong tu nay hudng dan hoat dong xuét khau, nhap khau thubc va bao bi
tlep xuc tryc tlep v6i thude.

2. Thudc xuit khau, nhap khau theo du’c‘mg phi mau dich dé chira bénh cho béan
than va cho gia dinh khong thugc pham vi diéu chinh cia Thong tu nay.

Piéu 2. Giai thich tir ngir

Trong Théng tu ndy, cac tir ngir dudi day dugc hiéu nhu sau:

1. Nuéde xudt xir 13 nudc san Xudt dang bao ché cudi cing va/hodc Xuat xuong
16 hoac nudc noi sdn pham dugc van chuyén dén nudc nhap khau.

, 2. Co 5o san xu@'t 1 co s& thuc hién it nhat mot cong doan san xut va/hodc

xuat xudng thanh pham.

3. Bao bi thuong phdm cua thuéc 1a bao bi chira dung thudc va luu thong cling
v6i1 thuoc. Bao bi thuong pham ctia thudéc gom hai loai:

- Bao bi truc tiép 1a bao bi chira dung tiép xtc truc tiép voi thudc;

- Baq bi ngoai la bao bi dung dé bao g61 mot hodc mot s6 don vi thude c6 bao
bi truc tiép.

4. Chat phéng xa 13 chat phat ra btc xa do qua trinh phan ra hat nhan, chuyén
murc nér~1g lugng hat nhan, c6 hoat d§0 phéng xa riéng hoac tong hoat do 16n hon
muc mien tru.

Thong tu s6 45/201 I/TT-BYT ¢6 can ctr nhu sau:

"Can cwr Luat Duoc so 34/2005-QH-11 ngay 14 thang 6 nam 2005,

Can cw Nghi dinh SO 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy dinh
chikc nang, nhiém vy, guyen han va 16 chire b6 mdy B Y te

B$ Y té huéng dan vigc trién khai dp dung nguyen tac tiéu chuan “T hwc hanh tot
phong kiém nghi¢m thuoc”, “Thuc hanh (ot bao quan thuée”, “Thwc hanh 10t san xudt
thuéc”, hu"ong dan san xuat gia cong thuéc, thong tin quang cao thuoc hwong dan hoat
dong xuat khau, nhap khau thuéc va bao bi tiép xiic truec tiép véi thude, quy dinh vé ding

ky thudc nhw sau:”
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5. Duge chdt phéng xa 1a duoc chét co chita chat phong xa dung cho viée chan
doan va diéu tr1 bénh.

6. Thuéc phéng xa 1a thude c¢6 chira mot hodc nhiéu duoc chat phong xa dung
dé chan doan hay diéu tri bénh.

7. Mirc mién trir khai bdo, cdp phép 13 muc hoat d6 phong xa ma tir mirc d6 trd
xudng chat phong xa dugc coi 1a khong nguy hai cho con ngudi, moéi truong.

Picu 3. Piéu kién va pham vi ciia t6 chirc, ca nhin tham gia xuat khau,
nhap khau thuoc, bao bi tiep xuc truwe tiép vai thuoc

1. Béi véi thuong nhan 13 doanh nghiép Viét Nam:

a) Doanh nghiép c6 Gidy chting nhan du diéu kién kinh doanh thuéc va c6 kho
thudc dat tiéu chuan “Thyuc hanh tot bao quan thudc” (GSP) dugc nhédp khau truc
ti€p va nhan uy thac nhap khau thudc thanh pham, nguyén li¢u lam thudce, vac xin,
sinh pham y t€, thudc tur dugc li€u, thuéc dong y, thudec phong xa duogc mién trir
khai bao, cap phép phu hgp véi pham vi kinh doanh ghi trong Gidy chiing nhén du
diéu kién kinh doanh thuoc va giay ching nhan GSP;

b) Doanh nghiép kinh doanh trang thiét bi y té va Doanh nghiép c6 Gidy chtng
nhan du dicu ki¢n kinh doanh thudc duoc nhap khau truc ti€p va nhan uy thac nhap
khau sinh pham chan doan In Vitro;

¢) Doanh nghiép c6 Gidy chtng nhan du diéu kién kinh doanh thudc va co gidy
chimg nhan dat ti€u chuan “Thuc hanh tot san xuat thuéc” (GMP) dugc nhap khau
nguyén li¢u dé san xuat thuodc ctua chinh doanh nghiép va ban cho cic doanh
nghi¢p san xuat thudc khac;

d) Doanh nghiép san xuat c6 Gidy chimg nhan du diéu kién kinh doanh thudc
tor dugc liéu dugc nhap khau duogc liéu dé phuc vu nhu cau san xuat cia chinh
doanh nghi¢p va ban cho céac co s& san xuat thudc khac, cac co s¢ kham chira b¢nh
dong y;

@) Doanh nghiép c6 Gidy chimg nhan du diéu kién kinh doanh thudc va c6 Gidy
phép tién hanh cac cong viéc buc xa do co quan c6 tham quyén cap con hiéu luc
duoc nhap khau truc tiép thuéc phong xa khong duge mién trir khai bao, cap phép.

2. Pbi v6i thuong nhan 1a doanh nghiép c6 von dau tu truc tiép nude ngoai tai
Viét Nam c6 Gidy chimg nhan du di€u kién kinh doanh thuoc (pham vi san xuat thudc)
dugc nhap khau nguyén li€u dé phuc vu san xuat thuoc cua chinh doanh nghiép.
Céac hoat dong xuat khau, nhdp khau thuéc khong phuc vu san xuat thuée cua
doanh nghi¢p s€ dugc Bo Y t€ hudng dan tai van ban khac.

3. Thuong nhan Viét Nam c6 Gidy chimg nhan du diéu kién kinh doanh thudc
dugc xuat khau, uy thac xuat khau, nhan uy thac xuat khau thuoc, trir thudc gay
nghién, thudc hudng tam than, tién chat dung lam thuoc va thuoéc phong xa.
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4. Thwong nhan duoc phép uy thac nhip khau thudc theo ding pham vi hoat
dong quy dinh tai Gidy chirmg nhan du diéu kién kinh doanh thudc, trir thudc giy
nghién, thudc hudng tim than, tién chat dung lam thudc va thude phong xa.

5. Céc t6 chirc, ca nhan khong phai 1a thuong nhan trén co sé hop dong duge
ky két theo quy dinh cta phap luat, dugc ty thac xuat khau, uy thac nhip khau
thudc phuc vu nhu cau st dung cua chinh to chirc, ci nhan do, trir thudc giy
nghién, thudc hudng tim than, tién chat dung lam thudc va thude phong xa.

6. Vin phong dai dién cua cac thuong nhan nudc ngoai c6 Gidy phép hoat
dong vé thudc va nguyén li¢u lam thudc tai Viét Nam, céc thuong nhan Viét Nam
c6 Gidy chung nhan du diéu kién kinh doanh thubc duoc phép nhap khau thude
phuc vu cong tac ding ky luu hanh (bao gdm ca cac thude dé kiém nghiém, kiém
dinh theo yéu cau cua viéc dang ky thudc).

7. Cac co s& cd chirc niang nghién ctru, kiém nghiém, co sd san xuit thudc
duoc phép nhap khau thube phuc vu cong tac nghién cuu, kiém nghiém.

8. Céac co s& kham bénh, chira bénh ciia cac tinh, thanh phd, y té nganh va cac
t6 chirc cuia Viét Nam (goi tat 1a bén Viét Nam) dugce phép nhan thude vién tro tir
cac to chire tir thién, t6 chl'rc phi Chinh pht, ca nhan nguoi nudc ngoai, nguoi Viét
Nam ¢ nuéc ngoai (g01 tat 1a bén nudc ngoai) gl ting, vién tro va chiu trach
nhiém vé str dung thudc hiéu qué an toan, hop 1y, dang muc dich vién tro.

9. T6 chirc, ca nhan ¢6 thude thir 1Am sang dugc nhap khau thudc dé phuc vu
viéc thur lam sang theo d€ cuong nghién ctru thir thudc trén 1am sang da dugc BO 'Y
te phé duyét.

10. T6 chirc, ¢4 nhan c6 dé cuong nghién ctu sinh kha dung, twong du’(mg sinh
hoc da duoc phe duyet tai co quan k¥ thudt chuyén nganh do Bd Y té y quyén dugc
nhép khau thubc dé phuc vu viéc nghién ctru sinh kha dung, trong duong sinh hoc.

11. Thuong nhan duoc phép nhap khau, xuat khau bao bi tiép xtc truc tiép
vo1 thuoc.

12. Béi vé6i thuong nhan nude ngoai cung cp thude vao Viét Nam:

a) Thuong nhan nudc ngoai cung cép thude, duoc liéu, thude tir duoc liéu,
thudc dong y vao Viét Nam phai la doanh nghiép cé Giay phép hoat dong vé thuoc
va nguyén li¢u 1am thudc tai Viét Nam,;

b) Thuong nhan nudc ngoai cung cap ta duge, bao bi tiép xuc truc tiép voi
thudc va cac t6 chtrc, ca nhan quy dinh tai khodn 5, 6, 7, 8 va 9 Diéu nay khong bat
budc phai 1a cac doanh nghiép c6 Gidy phép hoat dong vé thudc va nguyén li¢u
lam thuoc tai Viét Nam;

¢) Trudng hop céc thude can cho nhu cau phong, diéu tri bénh va nguyén liéu
can cho nhu cau san xuat thuoc trong nudc nhung cac doanh nghiép cé Gidy phép
hoat dong vé€ thudc va nguyén li¢u lam thude tai Viét Nam khong cung cap hoac
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cung cip khong du nhu cdu, Cuc Quan 1y duoc - Bd Y té xem xét, quyét dinh cho
phép nhap khau tir cdc doanh nghiép cung cap thudc c6 uy tin trén thé gidi.

Piéu 4. Quy dinh chung vé nhip khau, xuit khau thudc

1. Chat lugng thude, bao bi tiép xuc truc tiép voi thude nhap khau

Thu’orng nhan san xuat, nhap khau, Xuat khau, cung cap, ty thac, nhan uy thac
nhap khau xuat khau thudc, bao bi tlep xuc truc tiép véi thude phai chiu trach
nhiém vé chat lugng, an toan cua thude nhap khau theo quy dinh cua Luat Dugc,
Luat Thuong mai va cac quy dinh khéac vé quan ly chat lugng thudc hién hanh.

2. Han dung caa thudc nhap khau:

a) Thudc thanh pham nhap khau vao Viét Nam c6 han dung trén 24 thang thi
han dung con lai ti thiéu phai 1a 18 thang ké tir ngay dén cang Viét Nam. Déi véi
thudc c6 han ding bang hodc dudi 24 thang thi han ding phai con t6i thiéu 1a 12
thang ké tir ngay dén cang Viét Nam,;

b) Vic xin, sinh phdm y té chua c6 s6 dang ky, khi nhap khau vao Viét Nam
phai c6 han dung con lai it nhat 1a 2/3 han dung ké tir ngay dén cang Viét Nam;

c) Vic xin, sinh phém y té ¢6 sb dang ky luu hanh con hiéu lyc tai Viét Nam,
khi nhép khau vao Viét Nam phai c6 han dung con lai it nhat 1a 1/2 han dung ké tur
ngay dén cang Vi¢t Nam;

d) Sinh pham chan doan bénh In Vitro c6 han dung bang hodc duéi 12 thang
nhdp khau vao Viét Nam han dung phai con lai it nhat 03 thang ké tir ngay dén
cang Viét Nam;

d) Nguyén li€u lam thude nhap khau vao Viét Nam, trir duoc liéu, phai c6 han
dung con lai trén 36 thang ké tir ngay dén cang Viét Nam, doi voi1 nguyén li€u co
han dung bang hodc dudi 36 thang thi ngay hang vé dén cang Viét Nam khong
duoc qua 06 thang ké tir ngay san xuét;

e) Thudc vién tro, vién trog nhan dao, thudc hiém, thudc cho nhu cau diéu tri
cua bénh vién c6 han dung 16n hon hoac bﬁng 24 thang, han dung con lai ciia thude
phai con tbi thiéu 12 thang ké tir ngay dén cang Viét Nam. Truong hop thube c6
han dung dudi 24 thang thi han dung con lai ké tir ngay dén cang Viét Nam t6i
thiéu phai bang 1/3 han dung cua thudc;

g) Céc thudc, nguyén lidu 1am thude khong dap tmg cac quy dinh vé han dung
ctia thudc tai cac diém a, b, ¢, d, d khoan nay nhung dam bao chét lugng va can
thiét nhap khau dé phuc vu nhu cau diéu tri, nhu cau san xuit thubc trong nudc,
Cuc Quan ly dugc - BO Y té xem xét, quyét dinh va chiu trach nhiém cho phép
nhap khau.

? Piém nay dugc sira déiqtheo quy dinh tai Khoan 1 Diéu 7 cua Thong tu sd
45/2011/TT-BYT, c6 hi¢u lyc ké tir ngay 05 thang 02 nam 2012.
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3. Yéu cau d6i véi phiéu kiém nghiém:

Khi [am thu tuc thong quan, doanh nghi¢p nhap khau thudc, bao bi tiép xuc
truc tiép v6i thude phai xuat trinh Hai quan ctra khau ban chinh phiéu kiém nghiém
clia co s& san xudt chimg nhdn dat tiéu chuan chat luong cho timg 16 thudc nhap
khau ctia nha san xuat trir dugc ligu va cac thude quy dinh tai Dicu 12, 13, 14, 15, 17
va 18 cua Thong tu nay.

Hai quan ctra khau luu ban sao phiéu kiém nghiém c6 dong ddu xac nhan cua
doanh nghiép nhap khau.

4. Quyén so hitu tri tué vé thude, bao bi tiép xtc truc tiép vé6i thude:

Thu’ong nhan san xuat, nhap khau, Xuat khau, cung cap, ty thac, nhan uy thac
nhap khau Xuat khau thudc, bao bi tlep xuc truc tlep v6i thude phal chiu trach
nhiém vé quyén sé hitu tri tué cia thudc, bao bi tiép xtc truc tiép voi thube do
chinh co s& san xuét, nhap khau, xuat khau, cung cap, Gy thac nhap khau, xuat khau.

5. Kiém dinh, thir thudc trén 1am sang dbi v6i véc xin, sinh pham y té 1a huyét
thanh c6 chira cic khang thé nhap khéu:

a) Péi v6i vac xin, sinh pham y té 13 huyét thanh c6 chita cac khang thé dung
dé phong bénh va chita bénh c6 sd dang ky hodc chua c6 sé ding ky luu hanh tai
Viét Nam nhap khau sau khi thong quan dugc dua vé kho cta doanh nghiép bao
quan theo quy dinh va chi dugc phép dua ra st dung khi c6 van ban cta Vién
Kiém dinh qudc gia Vic xin va Sinh pham y té xac nhan 16 vic xin, huyét thanh co
chtra cac khang thé dung dé phong bénh va chita bénh nhap khau dat tiéu chuan
chét luong va an toan trén dong vat thi nghiém;

b) Ddi véi vic xin, sinh pham y té 1a huyét thanh c¢6 chta cac khang thé dung
dé phong bénh va chita bénh chua c6 sé dang ky nhap khau dung cho cac chuong
trinh, du 4n qubc gia phai thuc hién thir thudc trén 1am sang theo quy dinh tai
Quyét dinh s6 01/2007/QD-BYT ngay 11/01/2007 ctia B truong B Y té quy dinh
vé thir thudc trén 1am sang.

Riéng ddi v6i vic xin, sinh pham y té 1a huyét thanh c6 chta cac khang thé
dung dé phong bénh va chita bénh chua c6 sé dang ky luu hanh nhung da duoc To
chuc y té thé gioi (WHO) tién kiém dinh va di dugc luu hanh rong i trén thé gidi
do cac t6 chirc qudc té da thudng xuyén hop tac véi Viét Nam trong linh vyc y té
nhu WHO, UNICEF... vién tr¢ cho Viét Nam, tuy tung truong hop cu thé, Cuc
Quan 1y duoc - Bo Y té yéu cau bang chimg thuc hién ddy chuyén lanh va co két
qua dat yéu cau vé thir nghiém an toan trén ngudi ¢ thuc dia méi dugc phép dua
vao su dung;

¢) Béi vé6i vic xin, sinh phim y té 12 huyét thanh c6 chira khang thé dung dé
phong bénh va chita bénh dugc nhap khéu theo quy dinh tai biéu 13, 14, 15 va 16
Thong tu nay, truong hop can thiét, Cuc Quan Iy dugc - BO Y té sé yéu cau thu
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nghiém an toan trén nguoi & thuc dia va sau khi c6 két qua dat yéu cau vé thu
nghi¢m an toan trén nguodi & thuc dia moi dugc phép dua vao str dung.

6. Nhan thudc nhap khau:

Nhién thudc nhap khiu phai thuc hién theo dung quy dinh tai Nghi dinh sb
89/2006/ND-CP ngay 30/9/2006 ctia Chinh phu vé nhan hang hoa, cac quy dinh tai
Thong tu s6 04/2008/TT-BYT ngay 12/5/2008 cua Bo truong BO Y t€ vé hudng
dan ghi nhan thuoc trir nhan cua cac thuoc quy dinh tai Diéu 12, 13, 14, 15, 16, 17
va 18 cuia Thong tu nay.

7. Ké khai, ké khai lai gia thubc:

Viéc ké khai, ke khai lai gia thuéc nhap khau thyc hién theo quy dinh tai
Thong tu lién tich s6 11/2007/TTLT-BYT-BTC-BCT ngay 31/8/2007 cua Bo Y té -
Bo Tai chinh - Bo Cong Thuong huéng dan thuc hién quan 1y nha nuédc vé gia
thudc dung cho nguoi.

8. Bao cao:

a) Trong vong 10 ngiy ké tir khi vic xin, sinh pham y té 1a huyét thanh co
chtra cac khang thé dugc nhap khau vé kho, doanh nghi€p nhap khau giri bao cdo
nhap khau doi vai tung 16 hang nhap vé Cuc Quém Iy dugc - BO Y t€ va Vién Kiém
dinh Qudc gia Vac xin va sinh pham y t€ (Mdu so 1a);

b) Doanh nghiép nhap khau phai bao cdo vé Cuc Quan 1y dugc - Bo Y té tinh
hinh xuat, nhap khau thudc dinh ky hang thang bang file dién tor té1 hop thu
qlkdd@dav.gov.vn trudc ngay 10 thang sau; bao cao 06 thang bang van ban trude
ngay 10 thang 7 va bao cdo ca nam trude ngay 10 thang 01 cua ndm sau. (Mau so 1b1
den bl3);

¢) Doanh nghiép nhap khau thudc dé tham gia trung by, trién 1dm hoi cho va
cac truong hop tam nhép, tai xuat khac: trong thoi han 10 ngay sau khi két thic
hoat dong trung bay, trién 1am hoi chg hodc hét han tam nhap phai tai xuat va phai
co Yén ban bdo cao Cuc Quan ly dugc - BO Y té vé s lugng va tinh hinh tai xuat
(Mau so Ic).

9. L¢ phi:

Doanh nghiép nhap khau thubc phai nop 1é phi theo quy dinh tai Quyét dinh s6
44/2005/Qb-BTC ngay 12/7/2005 cia Bo truong Bo Tai chinh quy dinh ché do
thu, np, quan ly va su dung phi tham dinh kinh doanh thuong mai c6 diéu kién
thudc linh vyc y té, phi tham dinh tiéu chuan va diéu kién hanh nghé y duoc, 18 phi
cap gidy phép xuat, nhap khau va cip chu’ng chi hanh nghe y, duoc; Quyet dinh 50
59/2008/QD-BTC ngay 21/7/2008 vé viéc stra d6i, bd sung Quyét dinh sb
44/2005/QDb-BTC ngay 12/7/2005 cia Bo truong Bo Tai chinh quy dinh ché do
thu, ndp, quan 1y va st dung phi tham dinh kinh doanh thuong mai cé di€u ki¢n
thudc linh vuc y t€, phi tham dinh ti€u chuan va di€u kién hanh nghé y duoc, 1€ phi
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cap gidy phép xuat, nhap khau va cip ching chi hanh nghé y, dugc va cac van ban
phap luat khac c6 lién quan.

10. Thoi han hiéu luc cta gidy phép nhap khau, xuat khau thude:

Gidy phép nhap khau, xuat khau thude cé gia tri 01 nam ké tir ngay ky.

11. HO so phap Iy trong hd so nhap khau thude:

a) Gidy chu’ng nhan san phim dugc phim (CPP), giéy chu’ng nhan luu hanh tu
do (FSC) gidy chimg nhan dat tiéu chuan thyc hanh t6t san xuit thubc (GMP) hoic
cac glay chimg nhan dat tiéu chuan twong duong d6i VO‘l sinh pham chan doan In Vitro
c¢6 thé ndp ban chinh hodc ban sao hodc ban dich tiéng Viét tir tiéng nudc ngoai
nhung phai dép tng cac quy dinh cu thé doi véi tirg loai gidy chiing nhan quy dinh
tai diém b, diém c hoac di€m d khoan nay va cac quy dinh chung nhu sau:

- Truong hop ndp ban chinh: Ban chinh phai c6 day du chir ky truc tlep, ho
tén, chu’c danh ghi 16 ngdy cip va dau xac nhan cia co quan c6 thim quyén nudc
sO tai cAp gidy chimg nhan; phai duoc hop phap hoa lanh su tai co quan dai dién
ngoai giao Vit Nam theo quy dinh cta phap luat vé hop phap hoa lanh sy, tru
truong hop cac gidy to phap 1y do co quan co tham quyén cta nude da ky két Hiép
dinh tuong trg tu phap voi Viét Nam cap;

- Trudng hop ndp ban sao: Ban sao do co quan c6 tham quyén cua Viét Nam
chung thuc hop 1€ theo quy dinh cta phép luat Viét Nam vé chiing thyc ban sao tur
ban chinh;

- Trudng hop ndp ban dich tiéng Viét tir tiéng nudc ngoai: ban dich tiéng Viét
phai c6 cong chung theo quy dinh (cong ching ¢ day dugc hi€u la phai dugc co
quan cong chung dia phuong hodc co quan dai di¢n ngoai giao, co quan lanh su
hodc co quan khac dugc ity quyén cua nudc ngoai chig nhan chir ky cia nguoi
dich theo quy dinh cta phép luét) va phai ndp kem theo ban chinh hodc ban sao
gidy ching nhan theo quy dinh néu trén;

- Thoi han hiéu lyc cua cac gidy ching nhan: thoi han hiéu luc phai dugc ghi
cu thé trén cac gidy ching nhan va phai con hiéu luc tai thoi diém tham dinh;
khong chap nhan cong van gia han gidy chirng nhan nay. Trudong hop gidy ching
nhan nay khong ghi ro thoi han hi¢u luc, chi chap nhan cac giay ching nhan dugc
cap trong thoi gian 24 thang ké tir ngay cap.

b) Gidy chimg nhan san pham dugc ngoai viéc dap tng cac quy dinh tai diém a
khoan nay con phai dap ung cac quy dinh sau:

- Phai ¢6 xac nhan thubc dugc phép luu hanh & nudc xuat x@, truong hop
thudc khong luu hanh ¢ nudc xuat xir, Cong ty cung cap phai c¢6 giai trinh Iy do dé
Cuc Quan ly dugc - BO Y té xem xét;

- Trudng hop thube duoc san xuit qua nhiéu cong doan & cac nude khac nhau,
khong thé xac dinh dugc nude xuat xir duy nhat, co sé nhap khau thuoc phai ngp CPP
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ctia nudc san xuit ra dang bao ché cudi cung hodc CPP ciia nudc xuit xudng 16.
Truong hop khong c6 CPP cua cd hai nude xuat xur néu trén, Cuc Quan ly duogc -
Bo Y té s¢€ xem xét chap nhan CPP cua nudc noi san pham dugc van chuyén dén
nudce nhdp khau;

- Trudng hop khong co6 CPP cua cac nudc xuit xt néu trén, chi chip nhan CPP
cua thuoc d6 do co quan c6 tham quyén cua mot trong cac nudc Anh, Phép, Drc,
MY, Nhat Ban, Uc, Canada hodc cua co quan tham dinh, danh gi4 cac sdn pham y
té ciia Chau Au - EMEA cp;

- Do co quan quan 1y dugc c6 thdm quyén (theo danh sdch cia WHO trén
website http://www.who.int) clia nudc xuat X ban hanh; cap theo mau cia WHO
ap dung doi véi He thong chirng nhan chat luong cia cac san pham dugc luu hanh
trong thuong mai quoc te.

¢) Gidy chimg nhan luu hanh ty do ngoai viéc dap g cac quy dinh tai diém a
khoan nay con phai dap img cac quy dinh sau:

- Phai ¢6 xac nhan thubc dugc phép luu hanh ¢ nudc xuat x@, truong hop
thudc khong luu hanh ¢ nudc xuat xtr, Cong ty cung cap phai co6 giai trinh 1y do dé
Cuc Quan ly dugc - BO Y té xem xét;

- Do co quan c6 tham quyén & nudc xudt xir cap, co du cac thong tin vé thanh
phan, ham lugng, dang bao ché va thoi han hiéu luc cua chiing nhan.

d) Gidy chtng nhan dat tiéu chuan thuc hanh t6t san xuat thudc, hodc cac gidy
chuing nhin dat h¢ thong quan ly chat lugng khac (vi du ISO 9001...) va phai do co
quan c6 tham quyén ¢ nudc xuat xur cap, c6 xac nhan tén va dia chi nha san xuat.

Piéu 5. Quy dinh vé 1ap don hang, ngén ngir va hinh thirc hd so

1. Pon hang nhap khau, xuét khau thudc, bao bi tiép xuc truc tiép voi thude
duge 1ap thanh 03 ban theo mau phu hop véi timg loai thudc theo quy dinh tai Thong
tu nay. Sau khi dugc phé duy¢t, 02 ban luu tai Cuc Quan ly dugc - BO Y t€, 01 ban
gui doanh nghié€p nhap khau, xuat khau thuoc. Ban gui doanh nghiép nhdp khau,
xuat khau thuoc c6 dong dau "Ban gui doanh nghi¢p" 1am thu tyc tai Hai quan ctura
khau. Pon hang nhap khau, xuat khau thudc gay nghién, hudng tadm than, tién chat
dung lam thuoc ké ca dang don chat hoac phoi hop da cé s6 dang ky luu hanh con
hiéu luc duogc lap thanh 02 ban.

2. Trudng hop doanh nghiép nhan uy thac nhap khau, xuat khau thudc, phai
ghi 13 tén cong ty uy thac nhéap khau, xuat khau thuoc trén don hang.

3. Ho so, tai liéu kém theo don hang phai duoc chuan bi trén khd gidy A4,
dong thanh 01 bd chac chan. HO so phai dugc sap x€p theo ding trinh ty cia muc
luc, c6 phan cach gitra cac phan. Cac phan phan cach phai dugc danh so thu ty dé
dé tham khdo va duoc dong dau xac nhan ctiia doanh nghiép nhap khau & trang dau
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ti,én ctia mdi phan trong toan bd hd so va ¢o trang bia ghi rd: tén don vi nhap khau,
s0 don hang, ngay 1ap don hang, loai don hang.

4. Ngon ngir sir dung trong hd so nhap khau thude:

Hb so nhap khau thudc nudc ngoai phai viét bang tiéng Viét hoic tiéng Anh.
Trudng hop ho SO viét bang tiéng Anh, cac thong tin trong To huong dan sir dung

thudc phai V1et bang tiéng Viét, trir cac ndi dung sau duoc phép ghi bang cac ngén
ngir khac c6 gde chir cai La-tinh:

a) Tén bi¢t dugc, tén géc hoac tén chung quéc té cta thudce;

b) Tén ch}mg qudc té hodc tén khoa hoc cua thér}h phan, thanh phan dinh
lu’(grng cua thudc trong truong hop khong dich dugce ra tiéng Viét hoac dich duoc ra
tieng Viét nhung khong c6 nghia;

¢) Tén va dia chi doanh nghiép nudc ngoai san xuat, nhuong quyén san xuat thudc.

5. Pbi véi thude thanh phém chua c6 sd ding ky nhap khau theo quy dinh tai

Piéu 11 Théng tu nay, moi thuoc phai l1ap thanh mdt don hang riéng, tru truong
hop thudc co chung tit ca cic yéu td sau c6 thé xin nhap khau trong cing mét hd so:

a) Tén thudc;

b) Dang bao ché;

¢) Cong thirc cho mot don vi lidu (d6i v6i dang thude don liéu) hodc cing
nong do ham lugng (461 voi thudce da licu);

d) Nha san xuét.

Diéu 6. Mt s6 quy dinh khac

1. Thudc nhap khau luu hanh trén thi truong phai dap tmg quy dinh tai khoan 1
biéu 36 Luat Duoc.

2. Thude nhap khau phuc vu cho cac du an, chuong trinh muc tiéu y té quéc
gia, thudc vién trg, vién tro nhan dao; thuoc nhép khau cho muc dich thir lam sang,
lam mau dang ky, phuc vu cong tdc nghién ctru, kiém nghi€ém, ki€ém dinh; thuoc
nhap khau dé tham gia trung bay, trién 1am hoi chg phai dugc st dung ding muc
dich, dung doi tuong va khong dugc phép luu hanh trén thi truong.

3. Thudc vién trg do cac to chiic, ca nhan quy dinh tai khoan 8 DPiéu 3 cua
Thong tu nay nhap khau, sau khi ti€ép nhan don vi ti€p nhan phai thanh 1ap Hoi
dong dé kiém ké, danh gia, phan loai thuoc va nhap kho dé quan ly. Chi duoc phép
dua nhiing thuéc ddm bao chat lugng, con han dung vao st dung cho cong tac
di€u tr1. P61 vo1 nhitng thuoc khong duoc phép str dung, phai thanh 1ap Hoi dong
dé tién hanh huy thuoc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28
thang 4 nam 2010 vé Quan 1y chat luong, ddm bao khong gay 6 nhiém moi truong.

Thu truéng cac don vi tiép nhan thude vién trg phai hoan toan chiu trach
nhiém vé chat luong thudc, sir dung thudc hiéu qua, hop ly va an toan.
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4. Thudc vién tro, vién trg nhan dao phai dam bao céc yéu cau sau:

a) Phai dugc phép luu hanh & nudc so tai. P6i v6i vac xin, sinh pham y té 1a
huyét thanh c6 chtra khang thé phéi thudc danh muyc vac xin, sinh pham y té da
dugc To chic Y té€ khuyén cao st dung;

b) Phai dap img dung nhitng yéu cau st dung thuc té ctia don vi nhan vién tro
va chinh sach qudc gia vé thudc cia Viét Nam;

¢) Khong thu¢c danh muc thudc gy nghién, danh muc nguyén li¢u va thude
thanh pham cAm nhdp khau dé lam thudc dung cho nguoi (tru truong hop nhép
khau thudc phuc vu chu’orng trinh, du an qudc gia d3 dugc Chinh phu phé duyét);

d) Phai c6 ngudn gbc rd rang va bao dam cac tiéu chuan vé chat lugng, an
toan, hi€u qua str dung ¢ ca nudc vién tro va Viét Nam. Vic xin, sinh pham y té
vién trg phal c¢6 phiéu kiém nghiém dat tiéu chuan chat luong cua co quan kiém
dinh qudc gia nude so tai hodc co quan co tham quyen d6i véi 16 hang nhap khau,
dong thoi phai duge Vién Kiém dinh qudc gia vic xin va sinh pham y té danh gia
chat lugng trudc khi nhap khau;

d) Phai dugc dong goi trong d6 bao goi thich hop, co ghi 1d: tén thude, hoat
chat, ham lugng, dang bao ché, quy cach dong goi, kém theo huéng dan st dung
thudc va c6 danh muc chi tiét di kém theo ting don vi déng goi;

e) Truong hop dac biét, thudc vién trg phuc vu cho cac chuong trinh nghién
ctru khong dép tmg quy dinh tai diém a, b, ¢, d va d khoan nay, c6 thé xem xét cho
phép tiép nhén cin c trén cac tai liéu phap 1y, k¥ thuat lién quan cta chuong trinh
nghién curu.

5. Duoc liéu str dung dé san xuat, pha ché va thudc thang tai cac co s& san xuat
thudc, co s& kham chira bénh bang dong y phuc vu cho cong tac phong va chira
bénh cho nguoi phai dat tiéu chuan chat luong va duge cung cp boi cac co sd co
du diéu kién kinh doanh thudc.

6. Thudc phong xa, ngoai viéc thuc hién cac quy dinh cua Thong tu nay phai
tuan theo cac quy dinh ctia Phép luat c6 lién quan dén viéc dam bao an toan bic xa.

. ) . ) Chuong I[ ) ) )
HINH THUC QU‘AN LY NHAP KHAU, XUA"I: KHAUV THUOC
VA BAO BI TIEP XUC TRUC TIEP VOI THUOC

Piéu 7. Nhap khéu thude, bao bi tiép xic truc tiép véi thude

1. CAm nhap kh?lu dé 1am thudc dung cho ngudi cac thude thanh pham va
nguyén li¢u lam thude quy dinh tai Danh muc nguyén li¢u va thudc thanh pham
cam nhap khau dé lam thudc (Phu luc).

2. Thude ¢6 s0 dang ky luu hanh con higu lyc, trir thudc gay nghién, huéng
tdm than va tién chat dung lam thuée, duge nhap khau theo nhu cau khong phai dé
nghi cap gidy phép nhap khau hoac xac nhan don hang nhap khau.
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3. Thubc, bao bi tiép xuc truc tiép voi thuée nhap khau phai co gidy phép nhap
khau cua Cuc Quan ly dugc - B Y t€ bao gom:

a) Thudc gdy nghién, huéng tdm than, tién chat dung lam thudc, ké ca dang
don chat hodc phdéi hop da c¢6 s6 dang ky luu hanh con hi¢u luc;

b) Thudc thanh phdm, nguyén liéu 1am thudc, vic xin, sinh pham y té chua c6
s0 dang ky;

¢) Bao bi tiép xtc truc tiép véi thude.

Picu 8. Xuit khau thudc, bao bi tiép xic truc tiép véi thude

1. Thudc gy nghién, huéng tdm than, tién chat dung lam thudc, ké ca dang
don chat hoac phdi hop khi xuat khau phai cé giay phép xuat khau ctia Cuc Quan
Iy duoc-Bo Y té.

2. Thudc, bao bi tiép xuc truc tiép véi thude, trir cac thude quy dinh tai khoan 1
bicu nay khi xuat khau don vi xuat khau lam thu tuc truc ti€p voi Hai quan cua
khau khong can c6 gidy phép xuat khau cua Bo Y té.

) ) Chu’O’ng 111 ) )
HO SO, THU TUC NHéP KH{&U THUOC, BAO BI TIEP XUC TRUC TIEP
VOI THUOC, KIEM PINH THUOC NHAP KHAU

Muc I
NHAP KHAU THUOC CO SO PANG KY LUU HANH CON HIEU LUC

Piéu 9. Thudc giy nghién, hwéng tim than va tién chéat diung lam thude

1. Ho so:

a) Pon hang nhap khau (Mdu sé 2a, 2b);

b) Béo céo ton kho thudc gay nghién (hoic thubc hudng tim than, tién chat
dung lam thudc) (Mdu sé 3).

2. Thu tyc:

Doanh nghiép guri hd so dén Cuc Quan 1y duoc - Bo Y té. Trong thoi han 15
ngay lam vi¢c ké tir khi nhan dugc ho so hop 1€, Cuc Quan ly dugc - BO Y t€ cap
gidy phép nhap khau. Truong hop khong cap giay phép, Cuc Quan 1y dugc - BO Y
té ¢o van ban tra 161 doanh nghi¢p va néu ro 1y do.

Piéu 10. Cac thude khic, trir cac thude quy dinh tai Diéu 9 ciia Thong tw nay

Doanh nghiép nhap khau 1am thu tuc tryc tiép tal Hai quan ctra khiu va xuét
trinh Hai quan ctra khau danh muyc thuoc nhap khau (Mdu so 4) kém theo ban
chinh hoac ban sao cong ching hop 1€ cac tai li¢u sau :

a) Gidy phép luu hanh san pham hoic Quyét dinh cap sd dang ky luu hanh; cac
van ban cho phép thay doi, bé sung, dinh chinh khac (néu co);
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b) Gidy phép hoat dong Ve thudc va nguyén liéu 1am thudc tai Viét Nam d6i
v6i cong ty nudc ngoai cung cap thude, trir cac thuong nhan quy dinh tai diém b, ¢
khoan 12 Diéu 3 ctia Thong tu ndy.

Muc II
NHAP KHAU THUOC CHUA CO SO PANG KY LUU HANH

Piéu 11. Thuoc thanh pham c6 chira dwgce chét chua cé so dang ky hoiac
duogc chat di co sb dang ky nhung chua dap ung du nhu ciu diéu tri, sinh
phim y té dung dé phong bénh, chira bénh, chian doan

1. Biéu kién va s6 lugng thudc xem xét cap gidy phép nhap khau:

Thyc hién theo quy dinh tai Piéu 7 Quyét dinh s6 151/2007/QD-TTg ngay
12/9/2007 cta Thu tuong Chinh phu ban hanh Quy dinh vé viéc nhéap khau thude
chua c6 so dang ky tai Viét Nam.

2. Ho so:

a) Don hang nhap khau (Mdu sé 5a, 5b, 5¢, 5d, 5d);

b) Glay chtiing nhén san pham dugc. Truong hop khong co Gidy ching nhan
san pham dugc, co thé thay thé bang FSC va GMP. Truong hop co nhiéu co so san
xuét tham gia vao qua trinh san xuét thudc, co' s nhap khau thudc phai nop glay
ching nhan GMP cua tat ca cac co s& san xuat c6 tham gia trong qua trinh san xuat
ra thanh pham;

¢) Tiéu chuan va phuong phép kiém tra chat lugng thudc;

d) Nhan thudc va to hudng dan st dung co dong dau cua doanh nghiép nhap
khau, bao gom: 01 bo nhén goc kém to huong dan sir dung goc cta thudc dang
dulo’c lwu hanh thuce t€ & nude xuit x( (trur \Qac Xin, sinh pham y te) 02 bo nhan du
kién luu hanh tai Viét Nam kém to hudng dan st dung tiéng Viét;

d) Bao cao téq kho d6i voi thude gdy nghién, hudng tAm than va tién chit dung
lam thude (Mdu so 3);

e) Hd so tién 1am sang va lam sang d6i voi thude chira duoc chat méi, thude co
su két hgp mdi cua cac dugc chat da luu hanh.

3. Thu tuc:

Doanh nghiép gui hé so dén Cuc Quan 1y duoc - Bo Y té. Trong thoi han 20
ngay lam viéc ké tir khi nhan dwoc hd so hop 1¢, Cuc Quan ly dugc - Bo Y té xem
xeét cap gidy phép nhap khau. Truong hop khong cap gidy phép, Cuc Quan 1y duoc -
B0 Y té ¢6 vin ban tra 10i doanh nghiép va néu rd 1y do.

Piéu 12. Thudc hiém, thudc cho nhu cau diéu tri ciia bénh vién trong truong
hop dac biét

1. Ho so:

a) Pon hang nhap khau (Mdu sé 6a);
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b) Du tru thude hiém, thudc cho nhu cau diéu tri cia bénh vién trong trudong
hop dic biét (Mdu s6 6b);

¢) Céc tai liéu quy dinh tai diém b, ¢, d, d, va e khoan 2 Piéu 11, trir cac trudng
hop sau:

- Doanh nghi¢p td chitc chudi nha thude dat tiéu chuan “Thuc hanh tdt nha
thuéc” GPP can thiét nhap khéu cac thudc thudc danh muc thude hiém, thudc nhap
khau cho nhu cau diéu tri ctia bénh vién trong truong hop dic biét dé ban tai cac
nha thubc dat GPP trong hé thong phai c6 van ban néu rd ly do chu’a cung cap
duoc hd so, phiéu kiém nghiém gdc, va cam két chiu trach nhiém vé dam bao chat
lwong thude nhap khau;

- Doanh nghiép nhap khau nhirng thudc thudc danh muc thudc hiém, thube
nhap khau cho nhu cau di€u tri ciia bénh vién trong truong hop dac bi¢t hoac
nhitng thudc c6 hoat chat, nong d§, ham lugng, dang bao ché chua c6 s6 dang ky
luvu hanh tai Viét Nam nhung dugc ghi trong cac tai liéu chuyén mén ma khong
cung cap duoc cac hd so quy dinh tai khoan 2 Diéu 11 cia Thong tu nay va phiéu
kiém nghiém gbc cua 16 thuoéc nhap khau thi hé so phai kém theo: Van ban néu rd
1y do chua cung cap dugc ho so cia thudc nhap khau, phiéu kiém nghiém goc cua
16 thudc va cam két vé dam bao chat lugng thuoéc nhap khau; Béo cao st dung
thudc (nhu cau str dung, tinh an toan, hi¢u qua di€u tri cua thudc).

2.> Doanh nghiép gui ho so dén Cuc Quan 1y dugc - Bo Y té. Trong thoi
han 07 ngay lam viéc ké tir khi nhan dugc ho so hop 1€, Cuc Quan 1y dugc - BO 'Y
té xem x¢&t cap gidy phép nhap khau. Truong hop khong cap gidy phép, Cuc Quan
Iy dugc - BO Y t€ c6 van ban tra 161 doanh nghiép va néu rd 1y do.

Piéu 13. Vic xin, sinh phidm y té theo nhu ciu diéu trj diic biét cia co sé
di€u tri, co sé tiém phong va co sé xét nghiém

1. Ho so:

a) Pon hang nhap khau (Mdu sé 7a);

b) Du tri véc xin, sinh pham y té ctia co sé tiém phong, co s& xét nghiém
(Mdu so 7b);

d) Ban cam két cua cong ty cung cip vé viéc dam bao chat luong véc xin, sinh
pham y té cung cap cho Viét Nam (Mdu so 7c¢);

d) Cac tai liéu kém theo (néu c6) bao gom: Gidy chimg nhan co s¢ san xuat dat
tieu chuan GMP hoac Gidy chung nhan co s¢ san xuat dat ti€u chudn hé thong
quan ly chat luong (ISO) do co quan c6 tham quyén cap (doi vaoi sinh pham chan
doén In Vitro), Gidy phép luu hanh vac xin, sinh pham y t€, Gidy phép luu hanh tai

> Piém nay dugc sira déiqtheo quy dinh tai Khoan 2 Diéu 7 cua Thong tu sd
45/2011/TT-BYT, c6 hi¢u lyc ké tir ngay 05 thang 02 nam 2012.
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mot s& nudc khac ma vic xin, sinh pham y té d6 di duoc dang ky va luu hanh.
Trong tru’O’ng h0‘p dac biét, cong ty chua cung cép du cac tai liéu nay hodc véc xin,
sinh pham y té khong dap u’ng quy dinh tai dlem b, ¢, va diém d khoan 2 Diéu 4
cua Thong tu nay nhung can thiét cho nhu cau sir dung, Cuc Quan 1y dugc - B Y
té xem xét, quyét dinh.

2. Thu tuc:

Doanh nghiép gui hd so dén Cuc Quan 1y dugc - Bo Y té. Trong thoi han 15
ngay lam viéc ké tur khi nhan dugc ho so hop 1€, Cuc Quan 1y dugc - BO Y t€ xem
x¢€t cap giay phép nhap khau va yéu cau gui ho so, mau cho Vién Kiém dinh Quoc
gia Vac xin va Sinh pham y t€ d61 vdi vac xin, sinh pham y t€ nhdp khau trong
truong hop can thiét.

Truong hop khong cap gidy phép Cuc Quan 1y dugc - Bo Y té co van ban tra
161 doanh nghi¢p va néu ro 1y do.

Piéu 14. Thudc dap vng nhu ciu cip bach cho phong, chdng dich bénh,
khac phuc hau qua thién tai, tham hoa

1. H6 so: Pon hang nhap khau (Mdu sé 8).

2. Thu tuc:

Doanh nghiép giri hd so dén Cuc Quan 1y duoc- Bo Y té. Trong thoi han 05
ngay lam viéc ké tir khi nhan dugc ho so hop 1¢, Cuc Quan ly dugc - B Y t€ xem
xét cap gidy phép nhap khau. Truong hop khong cap giay phép, Cuc Quan 1y duogc -
B3 Y té c6 van ban tra 161 doanh nghiép va néu ro ly do.

Piéu 15. Thudc phuc vu cho cic chwong trinh muc tiéu y té quéc gia

1. Ho so:

a) Don hang nhap khau (Mdu sé 9);

b) Vian ban cua co quan c6 thdm quyén vé viéc nhap khau thudc phuc vu
chuong trinh muc ti€u y té quoc gia (truong hop can thiét Cuc Quan ly dugc - B
Y t€ co thé yéu cau cac ho so theo quy dinh tai diém b, c, d va e khoan 2 biéu 11
cua Thong tu nay);

¢) Déi voi véc xin, sinh phdm y té 13 huyét thanh c6 chira cac khang thé dung
dé phong bénh, chita bénh ngoai cac gidy to quy dinh tai diém a va b khoan 1 Diéu
nay phai c6 thém céc gidy to sau day:

- Gidy chimg nhan cua co quan c6 tham quyén nude so tai cho phép luu hanh
hodc xuat khau vac xin, sinh pham y té;

- Gidy chimg nhan co s¢ san xuat dat tiéu chuan GMP;

- Phiéu kiém ngh1em dat tiéu chudn chat Iu’O’ng véc xm sinh pham y té cta co

quan kiém dinh qudc gia hodc co quan khac c6 thAm quyén nudc so tai d6i véi 16
hang nhap (c6 xac nhan sao y ban chinh ctia doanh nghiép nhap khau);
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- Két qua thir thude trén 1am sang hodc két qua thir nghiém an toan trén ngudi
¢ thuc dia theo quy dinh tai diém b khoan 5 Di€u 4 cua Thong tu nay.

d) Pbi véi cac vac xin, sinh pham y té nhap khau theo két qua tring thau cta
dau thau quoc gia hodc qudc té tai Viét Nam, cac gidy to theo quy dinh tai tiét 1, 2
va 3 diém c khodn 1 Diéu nay da dugc chuong trinh xem xét khi xét ho so thau thi
h6 so dé nghi nhap khau khong phai bat bude co6 cac gidy to trén.

2. Thu tuc:

a) Thudc ctia chuong trinh muc tiéu y té qudc gia phai dugce nhap khau ty thac
qua cac doanh nghi€p c6 chirc nang nhap khau thuoc tryc tiép. Trén nhan thuoc
phai c6 dong chitr "Thudc chuong trinh khong duoc ban”.

b) Trong thoi han 15 ngay lam viéc ké tr khi nhan dugc ho so hop 1¢, Cuc Quan
Iy duoc - BO Y té xem xét cap glay phép nhap khau. Truong hop khéng cap gidy
phép, Cuc Quan 1y dugc - Bo Y té c6 vin ban tra 161 doanh nghiép va néu rd 1y do.

Piéu 16. Thudc vién trg, vién trog' nhan dao

1. Ho so:

a) Cong van dé nghi nhéap khau cua co sé nhan vién trg, vién trg nhan dao;

b) Danh muc thudc vién trg, vién tro nhan dao (Mcfu 56 1 0);

¢) Vin ban cta co quan c6 thAm quyén vé viéc cho phép co s nhan thude vién
trg, vién tro nhan dao;

d) DBéi voi vac xin, sinh pham y té 1a huyét thanh c6 chira cac khang thé dung
dé phong bénh, chira bénh ngoai cic giay to quy dinh tai diém a, b va ¢ khoan 1
Dicu nay phai c6 thém cac gidy to quy dinh tai tiét 1, 2 va 3 diém c khoan 1 Diéu 15
cua Thong tu nay.

2. Thu tuc:

Co s& nhdp khau gtri hd so dén SO Y té trén dia ban, trudng hop thudc chua
duogc chat mdéi, thudc co sy két hop madi cua cac duge chat da luu hanh, vac xin,
sinh pham y té: co s& nhap khau guri ho so dén Cuc Quan 1y dugc - BO Y t€. Trong
thot han 15 ngay lam viéc ké tur khi nhan dugc don hang, h6 so hop 1€, S¢ Y té
hodac Cuc Quan 1y dugc - BO Y t€ xem xét cap gidy phép nhap khau. Trudong hop
khong cap giay phép, S6 Y té hoac Cuc Quan ly dugc - B Y t€ c6 van ban tra 101
co s& va néu ro 1y do.

Picu 17. Thudc dung cho muc dich thir 1dm sang, lam miu ding ky va
phuc vu viéc nghién ctru, kiém nghiém, kiém dinh, nghién ciru sinh kha dung/
twong duwong sinh hgc

Thuec hién theo quy dinh tai khoan 1, 2, 4 Diéu 9 Quyét dinh s 151/2007/QD-TTg
ngay 12/9/2007 cua Thu tuéng Chinh phu Quy dinh vé viéc nhép khau thudc chua
c6 s dang ky tai Viét Nam.
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1. Ho so:

a) Pon hang nhap khau (Mdu sé 11a, 11b, 11¢);

b) bé cuong nghién ctru thur thuqéc trén 1am sang da dugc Bo truong BO Y té
phé duyét doi véi thuoc nhap khau dé thir nghiém lam sang;

¢) Pé cuong nghién ciru sinh kha dung, tuong duong sinh hoc da dugc phé
duy¢t tai co quan ky thuat chuyén nganh do B Y t€ uy quyén doi voi thude nhap
khau dé€ nghién ctru sinh kha dung, tuong duong sinh hoc;

d) Van ban phé duyét cua co quan co tham quyén cho phép thuc hién d6i véi
cac de tai nghién ciru ¢6 phé duyét hodc van ban yéu ciu cla co quan cO thim
quyen vé viéc nhap khau thudc dé kiém nghi¢m, kiém dinh;

d) Truong hop co so san Xuét,qnghién ctru, kiém nghiém mudn nhap khau
thudc ‘dé phuc vu viéc pghiép cuu, kiérr} nghiém cua chir}h co s phai kém theo van
bép dé nghi va cam két thuéc nhap khau chi str dung dé phuc vu viéc nghién cuu,
kiém nghiém cua co sé.

S6 lugng xin nhép khau phai phu hop véi quy mé san xuét, nghién ctru, kiém
nghiém, kiém dinh. Truong hop sau khi san xuat thur, nguyén liéu nhap khau con
du ma cong ty mudn dua vao san Xuat thudc da duoc cap sb ding ky thi phai bao
c40 vé Cuc Quan ly duoc so luong tén, han dung, tinh trang chat luong va xin
phép duoc st dung dé san xuét thude thanh pham.*

e)’ Ban sao ’Giéy chtng nhan du diéu kién kinh doanh thudc ¢o d()ngvdéu cua
doanh nghi¢p do61 voi truong hop doanh nghi€p lan dau tién xin nhap khau thude
lam mau.

2. Thu tuc:

Co 5o nhap khau giri ho so dén Cuc Quan 1y dugc - BY Y té. Trong thoi han 15
ngay lam viéc ke tu khi nhén dugc don hang, hé so hop 1¢, Cuc Quan ly duoc - Bo
Y té xem xét cip glay phép nhap khau. Truong hop khong cap gidy phép, Cuc
Quan 1y dugc - B Y té ¢6 vin ban tra 101 co sé va néu 13 1y do.

Piéu 18. Thudc d’é tham gia trung bay, trién 1am héi che va cic truong
hop tam nhap, tai xuat thuoc khac

Thyc hién theo quy dinh tai khoan 3 Piéu 9 Quyét dinh s6 151/2007/QD-TTg
ngay 12/9/2007 ctia Thu tudng Chinh phu quy dinh vé viéc nhap khau thudc chua

* Poan "SH lugng xin nhép khau phai phu hop vé1 quy md san Xuét, nghién ctru,
kiém nghiém, klem dinh. Truong hop sau khi san xuat thw, nguyén li¢u nhap khau con du
ma cong ty mudn dua vao san xudt thude da duogc cip sb dang ky thi phai bao cao vé Cuc
Quan ly duoc $6 luong tdn, han dung, tinh trang chét lugng va xin phép dugc sir dung dé
san xuat thudc thanh pham" duoc bo sung theo quy dinh tai Khoan 3 Diéu 7 ctia Thong
tur s6 45/2011/TT-BYT, c6 hiéu luc ké tir ngay 05 thang 02 nim 2012.

> Piém nay dugc bd sung theo quy dinh tai Khoan 4 Piéu 7 cua Thong tu sb
45/2011/TT-BYT, c6 hiéu luc ké tir ngay 05 thang 02 nim 2012.
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¢ s ding ky tai Viét Nam va quy dinh tai Diéu 12 Nghi dinh s6 12/2006/ND-CP
ngay 23/01/2006 cua Chinh phu quy dinh chi tiét thi hanh Luat Thuong mai vé
hoat dong mua ban hang hoa quodc t€ va cac hoat dong dai ly mua, ban, gia cong va
qué canh hang héa véi nude ngoai.

Picu 19. Nguyén liéu 1am thudc, dwoc liéu chwa c6 s6 ding Ky lwu hanh,
bao bi tieép xic tryuc tiep véi thuoc

1. Ho so:

a) Don hang nhap khau (Mdu sé 12a, 12b, 12¢, 12d);

b) Ban tiéu chuan chat luong va ban phuong phap kiém nghiém nguyén liéu,
dugc liéu, bao bi tiép xtic truc tiép vai thude d6i véi cac nguyén liéu, bao bi c6 tiéu
chuan chat luong va phuong phap kiém nghiém cua nha san xuét hodc ban photo
chuyén ludn tiéu chuan chat luong cua duge dién néu nguyén liéu khong ap dung
tiéu chuan chat luong ciia dugc dién Chau Au, Anh, Hoa Ky, Qudc té, Nhat Ban;

¢) Pbi véi nguyén liéu lam thude 13 thude giy nghién, huéng tam than, tién
chat lam thudc phai giri kém theo Bdo cao ton kho (Mdu so 3).

2. Thu tuc:

Doanh nghiép gti hd so dén Cuc Quan 1y dugc - Bo Y té. Trong thdi han 07
ngay lam viéc ké tir khi nhan dugc ho so hop 1¢, Cuc Quan ly dugc - B Y t€ xem
x¢ét cap gidy phép nhap khau.

Pbi v6i nguyén lidu 1am thudc 1a thue gy nghién, huéng tam than, tién chat
lam thuoc, trong thoi han 15 ngay lam vi¢c k€ tur khi nhan dugc ho so hop 1€, Cuc
Quan 1y dugc - Bo Y t€ xem x¢&t cap giay phép nhéap khau.

Truong hop khéng cip gidy phép, Cuc Quan 1y dugc - Bo Y té ¢o vin ban tra
161 doanh nghi¢p va néu ro 1y do.

Piéu 20. Thudc phéng xa

1. Péi véi thude phong xa trong trudng hop duoc mién trir khai bao, cip phép:
thuc hién theo quy dinh tai Pi€u 11 ctia Thong tu nay.

2. PBéi v6i thude phong xa trong truong hop khong duoc mién trir khai béo,
cap phép: thyc hién theo quy dinh tai Diéu 11 coa Thong tu nay va kem theo Gidy

phép tién hanh cac cong viéc birc xa do co quan ¢o tham quyén cip cho doanh
nghiép truc tiép kinh doanh thudc phong xa.

g Muyc III g
KIEM DINH THUOC NHAP KHAU

Piéu 21. Vic xin, sinh pham y té 13 huyét thanh c6 chira cic khang thé
1. Ho so:
a) Phiéu giri mau kiém dinh;



46 CONG BAO/S6 671 + 672/Ngay 22-10-2013

b) Ho so tom tit san xuat va kiém dinh cua 16 véc xin, sinh pham y té nhap
khau (ban sao c6 dong dau xac nhan ctia nha san xuat);

¢) Gidy phép xuat xuéng cua Co quan c6 thim quyén nudc sé tai hodc co quan
tuong duong khéac kém theo tirng 16 hang nhap (ban sao c6 dong dau xac nhan cua
Giadm doc doanh nghi¢p nhép khau);

d) Bang chtng bao dam vé diy chuyén lanh trong qué trinh van chuyén 16
hang nhap khau.

e) Mau vic xin, sinh pham y té 1a huyét thanh c6 chita cac khang thé nhap khau
dé ki€m dinh (s6 luong mau theo quy dinh cho tirng loai vac xin, sinh pham y t¢é).

2. Thu tuc:

Doanh nghiép nhap khau gui hd so dén Vién Kiém dinh quéc gia Vic xin va
Sinh pham y té. Trong thoi han 07 ngay lam viéc ké tur khi nhan di mau va ho so
theo quy dinh, Vién Kiém dinh qudc gia Vac xin va Sinh pham y té tra 161 bang
van ban vé€ chat lugng vac xin, sinh phdm y t€ va vé an toan trén dong vat thi
nghi¢m ctia vac xin, sinh pham y té giri doanh nghi¢p.

) Chu’0’ng v ) )
HO SO, THU TUC XUAT KHAU THUOC
VA BAO BI TIEP XUC TRUC TIEP VOI THUOC

Piéu 22. Thudc giy nghién, huwéng tAm thin va tién chat

1. Ho so:

a) Pon hang xuat khau (Mdu sé 13a, 13b);

b)® Vin ban cho phép nhap khau cta co quan cé thAm quyén ctia nude nhap khau
(ban chinh, ban sao hodc ban dich tiéng Vi¢t dap ung quy dinh tai tiét 1, 2 va 3
diém a khoan 11 Diéu 4 ciia Thong tu s6 47/2010/TT-BYT);

¢) Thudc thanh pham gy nghién dang phdi hop quy dinh tai khoan 2 Diéu 1
ctia Thong tu so 10/2010/TT-BYT ngay 29/4/2010 huéng dan cac hoat dong lién
quan dén thudc gay nghién; thuoc thanh pham huong tam than, tién chat dang phoi
hop quy dinh tai khoan 2 Piéu 1 cua Thong tu s6 11/2010/TT-BYT ngay
29/4/2010 huéng dan cac hoat dong lién quan dén thudc hudng tAm than, tién chat
dung lam thudc xuat khau dé 1am mau ding ky, hoi cho, trién 1dm, nghién ctu
khong bat budc phai c6 ho so theo quy dinh tai di€ém b khoan 1 Pi€u nay nhung
phai ¢ van ban giai trinh 0 1y do va muc dich xuat khau thuoc cia doanh nghiép
xuat khau;

¢ Piém nay dugc sira déiqtheo quy dinh tai Khoan 6 Diéu 7 cua Thong tu sd
45/2011/TT-BYT, c6 hi¢u lyc ké tir ngay 05 thang 02 nam 2012.
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d)’ (Puoc bii bo).
2. Thu tuc:

Trong thoi han 15 ngay lam viéc ke tir khi nhan duoc don hang, hé so hop 18, Cyc
Quan 1y dugc - BO Y té xem xét cap gidy phép xuét khau. Truong hop khong cap gidy
phép, Cuc Quan 1y dugc - Bo Y té c6 vin ban tra 161 doanh nghiép va néu rd 1y do.

Piéu 23. Cac thudc khiac khong phai la thudc giy nghién, hwéng tim than
va tién chat dung lam thuoc ¢ dang don chat hodc phoi hgp, bao bi tiép xuc
true tiép voi thuoc

Thudc san xuat trong nude duoc cap Giéy ching nhén Iuvu hanh ty do (FSC)
hoic Gidy ching nhén san pham dugc pham (CPP) dé xuét khau. S6 luong FSC,
CPP duoc cip theo yéu ciu cia co so.

1. Ho so:
Pon dé nghi cap FSC hodc CPP (Mdu s6 14);
Truong hop nuéc nhap khau yéu cau co s6 nop FSC hoac CPP theo mau do

nudc d6 quy dinh, Cuc Quan ly duge - BO Y té c6 thé xem xét cip FSC dua trén
mau dugc yéu cau.

2. Thu tuc:

a) Thi tuc cap lai FSC theo quy dinh cta Piéu 13 Quyét dinh s6 10/2010/
Qb-TTg ngay 10/02/2010 cua Thu tuéng Chinh phu quy dinh gidy chtng nhan luu
hanh tu do ddi v6i san pham hang hoa xuét khau va nhap khau;

b) Co so xuat khau thudc khong phai 1am thém thu tuc dang ky ho so thuong
nhan dé cap FSC;

¢) Trong thoi han,OS, ngay lam vi¢c ké tu khl nhan duoc hd so hop 1€, Cuc
Quan 1y dugc - Bo Y té cap FSC hodac CPP (Mdu so 15a, 15b).

_ Chwong V
XU LY VI PHAM

Diéu 24. Xir Iy vi pham

1. Truong hop doanh nghlep xuat khau, nhap khau c6 hanh vi gia mao hoic tu
¥ stra chita ho so, tai liéu, gidy to phap ly cua cac co quan chirc nang cia Vi¢t Nam
hodc cua nudce ngoai; sir dung con du gia hodc gia mao chit ky hodc déu cta co so
nhap khau, co s& san xudt va cc co s0 lién quan trong hd so xuat khau, nhap khau
thudc thi Cuc Quan 1y dugce - Bo Y té ¢6 cong van canh bao co sé va ding tiép
nhan, xem xét ho so xuat khau, nhap khau thuoc cua co so, cu thé nhu sau:

a) Dung tiép nhan, xem xét hd so xuat khau, nhap khau thudc cia co s trong
thot han 03 thang d61 véi truong hop vi pham lan dau;

7 Piém nay bi bai bo theo quy dinh tai Khoan 7 Diéu 7 ctia Thong tu s6 45/2011/TT-BYT,
c6 hi¢u lyc ké tir ngay 05 thang 02 nam 2012.
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b) Ding tiép nhan, xem xét hd so xudt khau, nhap khiu thude cua co sd 06
thang dén 12 thang ddi v6i truong hop vi pham 02 lan trong 12 thang;

¢) Tuy theo mirc d§ vi pham Cuc Quan ly dugc - BO Y té s& c6 cOng van gui
cOng ty san Xuat, cOng ty cung cap thuoc va dimg tiép nhan, xem xét ho so dang ky
thude hoac dumng tiép nhan, xem xét hd so dang ky hoat dong vé thudc va nguyén
liéu lam thudc tai Viét Nam ctia cong ty nude ngoai.

Ngoai cac hinh thirc trén, Cuc Quan 1y dugc - Bo Y té s& cong khai ndi dung vi
pham cua co sé trén trang thong tin dién tir cuia Bo Y té; théng bao t6i co quan
Thanh tra, co quan Hai quan va cac co quan churc nang co tham quyén dé xem xét,
xtr ly theo quy dinh cta phap luat.

2. Co quan, to chirc, ci nhan vi pham tiy theo mitc do s& bi dimg tiép nhan,
xem xét hd so xuit khau, nhap khau thube hodc bi xur phat hanh chinh hodc truy
ctru trach nhi¢m hinh sy theo quy dinh cua phap luat.

) Chuwong VI
PIEU KHOAN THI HANH?®

Piéu 25. Hiéu luc thi hanh

Thong tu nay c6 hi¢u lyc thi hanh sau 45 ngay, ké tur ngay ky. Bai bo Thong tu
s6 06/2006/TT-BYT ngay 16/5/2006 cua BO Y té hu’orng dan xuat khau, nhap khau
thudc va . my pham Thong tu s6 13/1998/TT-BYT ngay 15/10/1998 cua By Y té
huéng dan viéc tiép nhan, quan Iy va st dung thudc vién tro cua nuge ngoai vao
Viét Nam; cac quy dinh vé nhap khau vic xin va sinh pham y té tai Thong tu s6
08/2006/TT-BYT ngay 13/6/2006 cua Bo Y té huéng dan nhap khau vic xin, sinh
pham y té; héa chét, ché pham di€t con trung, diét khuan dung trong linh vuc gia
dung va y té va trang thiét bi y té.

Trong qua trinh thyc hién, neu 6 kho khan, Vu’(mg mac dé nghi cac don vi bao
c40 vé Cuc Quan 1y dugc - Bo Y té dé xem xét, giai quyét./.

BO Y TE XAC THUC VAN BAN HQP NHAT

S6: 07/TTHN-BYT
Ha Noi, ngay 04 thang 10 nam 2013
KT. BQ TRUONG
THU TRUONG

Lé Quang Cwong

® Pidu 8 cua Théng tu s6 45/2011/TT-BYT c6 hiéu luc ké tir ngay 05 thang 02 nam 2012
c6 quy dinh nhu sau:

“Diéu 8. Hiéu lyc thi hanh

Thong tw nay c6 hiéu lwc thi hanh ké tir ngay 05 thang 02 nam 2012. Cac quy dinh
truoc day trai voi quy dinh tqi T, hong tw nay déu bai bo.

T rong qua trinh thyc hién, néu co kho khan vu’(mg mdc, dé nghi cac don vi phan anh
kip thoi vé Cuc Qudn Iy dwoc - BG Y té dé nghién ciku sira doi, bé sung cho phit hop./.”
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Phu luc
DANH MUC

NGUYEN LIEU VA THUOC THANH PHAM CAM NHAP KHAU
PE LAM THUOC DUNG CHO NGUOI
(Ban hanh kém theo Théng tir $6......2010/TT-BYT ngay.... thang.... ndm....

ciia B6 Y té)

TT Tén hoat chit Tén khoa hoc
i (+) - Lysergide(LSD, 9,10-didehydro-N, N-diethyl-6-methylergoline-
________ Lsb-25) ~  |8b-carboxamide |
2 | I-Phenyl-2-propanone | I-phenyl-2-propanone; |
 3126B | 4-bromo-2 5dimethoxyphenyl-ethylamine |
4 giégr;;llll}:)lre:;edloxyphenyl— (2-propanone, 1-[3,4(methylenedioxy)phenyl]-)

5 | 3-methylfentanyl N-(3 —.meth)./l'—l -phenethyl-4-piperidyl)
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, propionanilide |
6 | 3-methylthiofentanyl N-/3 -.meth)./l'-l -[2-(2-thienyl)ethyl]-4-piperidyl]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, propionanilide
7 | 4-methylaminorex | (1)-cis-2-amino-4-methyl-5-phenyl-2-oxazoline |
8 |4MTA | o-methyl-4-methylthiophenethlamine |
| 9 | Aceticanhydride | acetic oxide
10 | Acetone | Z2propanone

) 3-O-acetyltetrahydro-7o-(1-hydroxy-1-

11 Acetorphmemethylbztyfyl)-@Iz-endo-ef(henﬁoﬁpzwne ,,,,,,,,,,,,,,
| 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-I-methyl-4-phenyl-4-propionoxypiperidine |
| 16 | Alphamethadol | a-6-dimethylamino-4,4-diphenyl-3-heptanol |

17 | Alpha-methylfentanyl N-[1 -( oc-m.e'thylphenethyl)—4-piperidyl]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, propionanilide |

18 | Alpha-methylthiofentanyl | 'L [/ {-methvl-2-(2-thienyl)ethyl]-4-piperidyl]
________________________________________________ propionanilide |
19 | Alphaprodine | a-1,3-dimethyl-4-phenyl-4-propionoxypiperidine |

20 | Amfetamine (Amphetamine) | (+)-a-methylphenethylamine
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TT Tén hoat chat Tén khoa hoc
) ) 7-1(10,11-dihydro-5SH-dibenzo/a,d]cyclohepten-5-yl
2 _’_A_‘_r_r_l_l_r_l_él_)_t_l_r_l_?_______________________qz?{_ij'?e]ﬁ?z?_fqy@?i@__Cf_c_lid__________[_____]_? _______ ? ________ y )
|22 | Ampletamine ]
Analgin (metamizol;

23 )

________ Dipyroney .
. 4-Piperidinecarboxylic acid, 1--]2-(4-aminophenyl

24 _’_A_‘_I_l_l_l_ef_l???________________________e_fﬁyztf:m?ﬂ;v_lz?_f_/?x!__e_s!_er___{___(____________{9______y__)___

| 25 | Anthranilicacid | 2-aminobenzoicacid |

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

27 ASteleOleeté&lf-4—pgerl’§y)ﬂ-beynjzoin{id{wgl-2-am;2fy)

| 28 | Benzaldehyde | Benzoic Aldehyde; Benzenecarbonal |
.. 1-(2-benzyloxyethyl)-4-phenylpiperidine-4-carboxylic

29 BenzethldmeacidefhyzyesxfyerBzszylZOFPyhfni3-benwlm0rpfgie

30 | Benzyl Cyanide | 2-Phenylacetonenitrile

31 | Betacetylmethadol | p-3-acetoxy-6-dimethylamino-4,4-diphenylheptane |

Beta-hydroxy-3- N-[1-(p--hydroxyphenethyl)-3-methyl-4-

32 methylfentanyl | piperidyljpropionanilide |

33 | Beta-hydroxyfentanyl N-[1 -( ,b’-h)./cf’roxyphenethyl)-4-piperidyl]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, propionanilide ]
| 34 | Betameprodine | p-3-ethyl-1-methyl-4-phenyl-4-propionoxypiperidine |
|35 | Betamethadol | p-6-dimethylamino-4,4-diphenyl-3-heptanol |
| 36 | Betaprodine | p-1,3-dimethyl-4-phenyl-4-propionoxypiperidine |
37 | Brolamfetamine (DOB) | (3)-4-bromo-2,5-dimethoxy-o-methylphenethylamine |

18 Capnabis and Cannabis Cf‘iy can sa va cdc san phdam chiét xudt tir cay
________ resm  Jeansa
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—chlmfob'enzyl)-]-diethylaminoethyl—5—
... |wmmobenzimidazole

43 | Coca leaf ld cay Coca
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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 |

49 g:}?g;ﬁ:g;ine) (+)-a-methyphenethylamine
50 | Dexfenfluramine |
51 | Dextropropoxyphen - (+)- 4- dimethy.lamino- 1,2- diphenyl- 3- methyl-
T |2-bwanolpropionate
| 52 | Diampromide | N-[2-(methylphenethylamino)propyl]propionanilide |
53 | Diethylamine | N-Ethylethanamine |
| 54 | Diethylthiambutene | 3-diethylamino-1,1-di(2 -thienyl)-1-butene |
) . 7. 8-dihydro-7 a-[1-(R)-hydroxy-1-methylbutyl]-
55 _]_?_1_1_1_7 ﬁf?.e_t_?f?_l_l_l col 6. z_1_?‘_-__e_';!_o_:_e_?hq_ﬂ_o{?ﬁé(ffq)ﬁy_gl_’i?_qft;qv_?ﬂ_e__f._._.l%_ ]
56 | Dihydromorphine |
| 57 | Dimenoxadol | 2-dimethylaminoethyl-1-ethoxy-1,I-diphenylacetate
58 | Dimepheptanol | O-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 (3)-2,5-dimethoxy-o-methylphenethylamine |
3-(1,2dimethylheptyl)-7,8,9, 10-tetrahydro-6,6,9-
62 DMHPfri;iefh;vl-f?H%din@yZ;[b,d]pymn-l-oly ,,,,,,,,,,,,,,,,
63/ DMT | 3-[2(dimethylamino)ethyl]lindole |
64 |DOET | ()-4-ethyl-2,5-dimethoxy-o-phenethylamine |
i 60R,100R)-60,7,8, 10a-tetrahydro-6,6,9-

65 _]_?f(_)_l_lf?l_l_l_(_)_l_________________________f(_filj'??_e__fﬁy_l_-éz?fﬂ?_y_l_-_éﬁt@iéfﬁze?bz_f?]z?wz?:_f:f)_! _____
66 | Ecgonine its esters.and derivati?/es which are convertible
... |toecgonineandcocaine

Erythromycine dang
67 Z.
________ muoi Estolate ]
68 | Ethylether | 1,1-oxybis[ethane/ ]
| 69 | Ethylene Diacetate | 1,1-Ethanediol Diacetate |
70 | Ethylmethylthiambutene | 3-ethylmethylamino-1,1-di(2 -thienyl)-1-butene
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| 71 | Eticyclidine (PCE) | N-ethyl-1-phenylcyclohexylamine |
77 | Etonitazene 1 —.dzethquml'n0ethyl—Z-p—ethoxybenzyl—5 -
. |mntrobenzimidazole |
73 | Etorphine tetrahydro-7 oc—. (1 -h.ydroxy-] -methylbutyl)-6, 14-
. |endo-ethenooripavine |
.. 1-[2-(2-hydroxyethoxy)ethyl]-4-
74| Btoxenidine ) phenylpiperidine-4-carboxylic acid ethyl ester |
|75 |Etryptamine | 3-(2-aminobutyl)indole |
| 76 | Fenetylline | 7-[2-[(o-methylphenethyl)amino] ethyl]-theophylline |
77 | Fenfluramine | ]
| 78 | Formamide | Methanamide; Carbamaldehyde
79 | Furethidine 1 —(2—tetiiahyflr'c)fuly‘uryloxyet}‘zyl)—{ -
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, phenylpiperidine-4-carboxylic acid ethyl ester |
80 | Gatifloxacin | ]
81 \GHB | y-hydroxybutyricacid |
82 | Glafenine ]
83 |Heroin | Diacetylmorphine |
84 | Hydrocodone | Dihydrocodeinone
85 | Hydromorphinol | 14-hydroxydihydromorphine |
. 4-m-hydroxyphenyl-1-methylpiperidine-4-
86 | Hydroxypethidine | povytic acid ethyl ester |
87 | Isomethadone |« 6-dimethylamino-5-methyl-4,4-diphenyl-3-hexanone |
88 |Isosafrole | (1,3-benzodioxole,5-(I-propenyl)-) |
| 89 | Ketobemidone | 4-m-hydroxyphenyl-1-methyl-4-propionylpiperidine |
Levamfetamine i
%9 | (Levamphetamine) | (-(R-o-methylphenethylamin
91 | Levamisole ( 6L.S’)—2, 3,5,6-Tetrahydro-6-phenylimidazo [2,1-b]
o |thiazole ]
| 92 | Levomethamphetamine | (-)-N,a-dimethylphenethylamine |
| 93 | Levomethorphan® | (-)-3-methoxy-N-methylmorphinan |
94 | Levomoramide (—)-4—[2—methyl—.4-0x0—3,3—dlphenyl—4—(] -pyrrolidinyl)
| bwyllmorpholine |
| 95 | Levophenacylmorphan | (-)-3-hydroxy-N-phenacylmorphinan |
96 | Lysergic acid ((83)-9, 10-didehydro-6-methylergoline-§-

carboxylic
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MDE, N-ethyl MDA

Metamfetamine
(Metamphetamine)

Nimesulide (trtr thude thanh
pham dang ding ngoai da,
nguyén lidu dé san xuat
thudc dung ngoai da)

(+)-N-ethyl-a-methyl-3,4-(methylenedioxy)
Phenethylamine ]

(+)-N,a-dimethyl-3,4-(methylene-dioxy)
phenethylamine

S-methoxy-a-methyl-3,4-(methylenedioxy)
phenethylamine

2-methyl-3-morpholino-1, 1-diphenylpropane
carboxylic acid

1-(2-morpholinoethyl)-4-phenylpiperidine-4-
carboxylic acid ethyl ester

(+)-N-[o-methyl-3,4-(methylenedioxy)
phenethyl] hydroxylamine

N-Methylpseudoephedrine
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121 | Noracymethadol | (+)-a-3-acetoxy-6-methylamino-4,4-diphenylheptane |
122 | Norlevorphanol | ()-3-hydroxymorphinan |
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-(I-phenethyl-4-piperidyl)propionanilide |
127 | Parahexyl 2 ;Zzz)z/i—[ 7b c‘; ]9p] )i)r—;it_r]a_i;)}dro—d 6,9-trimethyl-6 H-
128| PEMOLINE | 2-amino-5-phenyl-2-oxazolin-4-one |
129 PEPAP | [-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 | I-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) | [-(I-phenylcyclohexyl)piperidine |
137 Phenmetrazine | 3-methyl-2-phenylmorpholine |
138 | Phenolphtalein | 3,3-bis (4-hydroxyphenyl)-1-(3H)-isobenzofuranone |
139 | Phenomorphan | 3-hydroxy-N-phenethylmorphinan |
140 | Phenoperidine | 119hfn%;(glydfn?h4eg%§y& _Z_c_?_c? ethyl ester
141 | Phenylacetic acid | benzeneacetic acid
142 (P;i]lz?z;)ll;(zl}zgolamm Benzenemethanol, o - (1- aminoethyl)- (+)-
e e Ppeidne
144 | Piperidine | Piperidine
145 | Piperonal | 1,3-benzodioxole-5-carboxaldehyde; |
146 | Piperonyl Methyl Cetone | |
147| PIPRADROL | 1, I-diphenyl-1-(2-piperidyl)methanol |
148 | Piritramide 1-(3-cyano-3,3-diphenylpropyl)-4-(1-piperidino)

piperidine-4-carboxylic acid amide
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149)PMA ] p-methoxy-o-methylphenethylamine |
150 Pratolol
151 | Proheptazine |- 1,3-dimethyl-4-phenyl-4-propionoxyazacycloheptane
152 | Properidine ] -methyl-4-phenylpiperidine-4-carboxylic acid
.. [|isopropylester |
153 | Psilocine, psilotsin | 3-/2-(dimethylamino)ethyljindole-4-0l |
154 Psilocybine 3-[2-(dimethylamino)ethyl]indole-4-yl dihydrogen
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, phosphate |
155 Pyramidon 4—dimétfzylamin0—2, 3-diméthyl-1-phényl-3-
________ (Aminophenazone) | pyrazolin-5-one
156 | Racemethorphan | (£)-3-methoxy-N-methylmorphinan |
+)-4-/2- -4- - -di -4-(]-
157 Rcomonanide | ool
158 | Racemorphan |1 (B)-3-hydroxy-N-methylmorphinan |
1-(2-methoxy carbonylethyl)-4-
159 | Remifentanil (phenylpropionylamino)piperidine-4-carboxylic
e |acidmethylester
160 | Rolicyclidine (PHP, PCPY) | I-(1-phenylcyclohexyl)pyrrolidine |
1,3-benzodioxole,5-(2-propenyl)-); HS code:
1o fsatle e Casmmber o0
[35-(3 a, 3aa, 5ap, 9bpS]-3a,5,5a,9b - Tetrahydro - 3
162 | Santonin Sa, 9 - trimethylnaphtho [1,2-b] furan-2, §
_________________________________________________ (3H4H)- dione ]
163 | Secobarbital | S-ally-5-(I-methylbutyl)barbituric acid |
) ) +)-dimethvl-1-[1-(4-chlorophenyl) cyclobutyl]-
04| Sibutramine J(VjVﬁ-fﬁmyefhﬂiu;n-l-amfney)y ,,,,,,,,, y]_
165|STP,DOM | 2,5-dimethoxy-o,4-dimethylphenethylamine |
166 | Sulphuricacid1 | sulfuricacid |
167 | Tenamfetamine (MDA) | a-methyl-3,4-(methylenedioxy) phenethylamine |
168 | Tenocyclidine (TCP) | I-[1-(2-thienyl)cyclohexyljpiperidine |
169 | Terfenadine | |
170 | Tetrahydrocannabinol 7,8,9, 10-tetrahydro-6,6,9-trimethyl-3-pentyl-

6H-dibenzo[b,d] pyran-1-o0l;
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Zomepirac

(9R, 10aR) -8,9,10, 1 0a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-o1;
(60R,9R, 100R)-60,9,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-o1;
(60R,100R)-60,7,10,100-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-o01;
60,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d][pyran-1-o0l;
(60R,10aR)-60,7,8,9,10,10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6 H-dibenzo
[bdjpyran-Iol ]
6,7,8,14-Tetradehydro-4,5-epoxy-3,6-
dimethoxy-17-methylmorphinan,; paramorphine

N-[1-[2-(2-thienyDethyl]-4-
piperidyl]propionanilide

(£)-ethyl-trans-2-(dimethylamino)-I-phenyl-3-
cyclohexene-1-carboxylate

1,25-trimethyl-4-phenyl-4- |
propionoxypiperidine

a-(o-methoxybenzy)-4-(p-methoxyphenethyl)-1 -
piperazineethanol

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

* Danh muc s€ bao gém ca cac hoat chit thudc Danh muc cac chit ma tuy va
tién chit do Chinh phu ban hanh nhung khéng thudc danh muc thude gay nghién,
danh myc thube huong tam than va danh muc tién chat dung lam thudc do BO Y té
quy dinh.
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Mau so 7¢

COMMITMENT

BAN CAM KET
To ensure the quality of vaccine and medical biological products
Ddm bdo chit lwong vic xin, sinh phim y té

To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, Viet Nam
Kinh givi: Cuc Qudn Iy Dwoc - BY Y té
1384, Giang Vo, Ha N¢i, Viét Nam

Company’name:
Ten Cong ty:

Address:

bia chi:

Telephone number: Fax: Telex:
Dién thoai: S6 fax Telex

Manufacturer's name;
Tén nha san xudt:
Address:
bia chi:
We ensure that the following vaccines and medical biological products distributed
by our company:
Chiing téi xin bdo dam cdc vdc xin, sinh pham y té sau do chiing téi cung cap:

Name of vaccine, biologicals,
No Packaging form
(Tén vac xin, sinh pham va quy cach dong goéi)

Was produced by
(San xuat béi)

Produced according to GMP criteria and met with all requirements setting for the quality of
vaccines and biological products of local authorities. These products were also sold freely in:
Pugc san xudt theo tiéu chuan GMP, dong thoi dat cdc yéu cau vé chat lwong vdc xin, sinh
phdm y té ciia co quan c6 tham quyén nudc s6 tai. San pham trén dirgc phép luu hanh tai:
We commit ourself to comform to the law and regulation in the field of vaccine and
biological products and accept the inspection and examination of Vietnam authorities.
We will bear a responsibilities for the quality of the above vaccines and biological products.
Chiing t6i xin chdp hanh cdc ludt 1é va quy dinh trong linh viec vdc xin, sinh pham y té
cuia nuwoc Cong hoa xa hoi chu nghia Viét Nam va chiu sw thanh tra kiém tra ciia co quan
c6 tham quyén ciia Viét Nam.
Chiing t6i xin hoan toan chiu trach nhiém trude phdp ludt vé tiéu chuan chdt hrong ciia
vdc xin, sinh pham y té trén.
...... , ngay..... thang...... nam....
Distributor Manufacturer
(Gidm ddc céong ty cung cdp) (Gidm doc co sé san xudt)

Sign (ky) Sign (ky)
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Mau s6 14

TEN DOANH NGHIEP  CONG HOA XA HQI CHU NGHIA VIET NAM
SO, Doc lap - Tw do - Hanh phic

..... , ngay..... thang...... nam...
Kinh giri: Cuc Quién 1y dwoc - B§ Y té

Doanh nghi€p:..........coooviiiiiii
Dia chi:
Dién thoai: Fax:
Kinh dé nghi Cuc Quan 1y dugc - B§ Y té xem xét cAp Gidy chirng nhin luwu
hanh tw do (FSC)/Gidy chitng nhéin sin phim dwoc pham (CPP) cho cac san
phflm thudc sau:

Tén Ho}at ch‘a t, thanh Q,uy Tiéu chuan | Han | S6 diing
T thue | Pham hamlwgng | cach 1 00y one | dimg | Ky
(nong do) dong goi ng g y
GIAM POC DOANH NGHIEP

(Ky tén, déng dau)
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MaAu so 15a

CONG HOA XA HQI CHU NGHIA  THE SOCIALIST REPUBLIC OF

VIET NAM VIETNAM
B0 Y té Viét Nam Ministry of Health
Cuc quan ly dugc Drug Administration of Vietnam

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

CUC QUAN LY DUQC - BO Y TE CHUNG NHAN:
Drug Administration of Vietnam certifies:

Nha may san xuat dwgc pham:
The pharmaceutical manufactuer:
Dia chi:
Address:
Puworc sian xuit va lwu hanh trén lanh thé Viét Nam san pham dwoc sau:
Has been authorized to legally manufacture and trade in whole territory of
Vietnam the folloing pharmaceutical product:
Name of product:

TEN THUOC
Active ingredient (s):
HOAT CHAT CHINH
PONG GOI Packaging:
Specification:
TIEU CHUAN CHAT LUQNG:
Shelf-life:
HAN DUNG:
Registration number:
SO DANG KY:

Which was approved in the decision:
BAN HANH KEM THEO QUYET
PINH SO:
This certificate is valid until:
GIAY PHEP CO GIA TRI PEN NGAY:

Name of authorized person



VAN PHONG CHINH PHU XUAT BAN

Dia chi:
Dién thoai:
Fax:
Email:
Website:
In tai:

SH 1, Hoang Hoa Tham, Ba Dinh, Ha N6i
080.44946 — 080.44417

080.44517

congbao@chinhphu.vn
http://congbao.chinhphu.vn

Xi nghiép Ban d6 1 - B6 Qubc phong

Gia: 10.000 dong



