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VAN BAN HQP NHAT

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

THONG TU
Huéng din hoat dong xuat khau, nhép khau thudc
va bao bi tiép xic truc tiép véi thude

Thong tu s6 47/2010/TT-BYT ngay 29 thang 12 nam 2010 cta Bo truong Bo
Y té hudng dan hoat dong xuat khau, nhap khau thudc va bao bi tiép xuc truc tiép
v6i thude dugce sira doi, bd sung boi cac thong tu sau:

1. Thong tu s6 45/2011/TT-BYT ngay 21 thang 12 niam 2011 cia Bo trudng
Bo Y té stra doi, bd sung mot sb diéu cua Quyét dinh s 1570/2000/QD-BYT ngay
22/5/2000 cua Bo truong Bo Y té vé viée trién khai ap dung nguyén tic “Thuc
hanh t6t phong kiém nghiém thudc”; Quyét dinh sé 2701/2001/QD-BYT ngay
29/6/2001 cta Bo truong Bo Y té vé viée trién khai ap dung nguyén tic “Thuc
hanh tt bao quan thudc”; Thong tu s6 06/2004/TT-BYT ngay 28/5/2004 hudng
dan san xuat gia cong thudc; Quyét dinh 3886/2004/QD-BYT ngay 13/11/2004 cua
B Y té vé viéc trién khai ap dung nguyén tic, tiéu chuan “Thuc hanh tt san xuat
thudc” theo khuyén céo ciia T6 chirc Y té thé gidi; Thong tu s6 13/2009/TT-BYT
ngay 01/9/2009 ctia B6 Y té hudng din hoat dong thong tin quang céo thudc;
Thong tu sb 22/2009/TT-BYT ngay 24/11/2009 cua Bo Y té quy dinh vé dang ky
thudc; Thong tu s6 47/2010/TT-BYT ngdy 29/12/2010 hudng dan hoat dong xuit
khau, nhap khau thudc va bao bi tiép xuc truc tiép voi thude (Sau diy goi tat 1a
Thong tu s6 45/2011/TT-BYT), ¢6 hiéu luc ké tir ngay 05 thang 02 nim 2012.

2. Thong tu s6 38/2013/TT-BYT ngay 15 thang 11 nim 2013 cua Bo trudng
B0 Y té Stra doi, bd sung mot s6 diéu cua Thong tu s6 47/2010/TT-BYT ngay 29
thang 12 nam 2010 cua Bo truéng B6 Y té huéng dan hoat dong xudt khau, nhap
khau thudc va bao bi tiép xtc truc tiép voi thude (Sau day goi tat 1a Thong tu sd
38/2013/TT-BYT), c6 hiéu luc ké tir ngay 01 thang 01 nam 2014.

Can cir Ludt Duoc so 34/2005/0H11 ngay 14 thang 6 nam 2005;

Can cit Ludt Phong, chong ma tiy s6 23/2000/QHI10 ngay 09 thang 12 nam 2000
va Ludt sika doi, b6 sung mét sé diéu ciia Ludt Phong, chong ma tity s6 16/2008/QH12
ngay 03 thang 6 nam 2008,

Can cir Nghi dinh s6 188/2007/ND- CP ngay 27 thang 12 nam 2007 cua Chinh
phii quy dinh chire ning, nhiém vy, quyén han va co cdu t6 chirc ciia B Y té;
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Can cir Nghi dinh 6 79/2006/ND-CP ngay 09 thang 8 nam 2006 cua Chinh phi
quy dinh chi tiét thi hanh mot so diéu cua Ludt Duoc;
Can cir Nghi dinh s6 58/2003/ND-CP ngay 29 thang 5 nam 2003 quy dinh vé

kiém soat nhdp khau, xudt khau, vin chuyén qud canh lanh thé Viét Nam chdt ma
tiy, tién chat, thuoc gay nghién, thudc hwdng tam than;

Can cir Nghi dinh s6 12/2006/ND-CP ngay 23 thang 01 nam 2006 cua Chinh phu
quy dinh chi tiét thi hanh Ludt Thuwong mai vé hoat ddng mua ban hang héa quoc té
va cdac hoat dong dai ly mua, ban, gia cong va qua canh hang hoa voi nudc ngoai;

Can cir Quyét dinh sé 151/2007/0P-TTg ngay 12 thang 9 nam 2007 cia Thii
twéng Chinh phii ban hanh quy dinh vé viéc nhdp khau thuoc chia cé sé ding ky
tai Viet Nam;

Bé truong Bo Y té ban hanh Théng tw hwéng dan hoat dong xudt khau, nhdp
khau thuéc va bao bi tiép xiic truc tiép voi thude nhw sau.”

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
tiép xtic truc tiép vai thude.

2. Thudc xuit khau, nhap khau theo duong 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. Nude xudt xir 1a nudc san xuat dang bao ché cudi cuing va/hodc xuat xuong
16 hodc nudc noi san pham dugc van chuyén dén nudc nhap khau.

! Thf)ng tu s6 45/2011/TT-BYT c6 can ¢t ban hanh sau:
“Can cwr Luat Duoc Sd 34/2005-QH11 ngay 14 thang 6 nam 2005,

Can cir Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy dinh chirc nang,
nhiém vu, quyen han va 16 chike b mday B6 Y té”

Thong tu s6 38/2013/TT-BYT ¢6 can cir ban hanh sau:

“Can cir Ludt Dwoc s6 34/2005-QH11 ngay 14 théang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31 thang 8 nam 2012 cia Chinh phii quy dinh
chiec nang, nhiém vu, quyén han va co céu té chire ciia B Y té;

Can cwr Quyét dinh so 42/2013/0D-TTg ngay 15 thang 7 nam 2013 cua Thu tuong Chinh
phu Quy dinh vé quan ly thuoc ding cho nguoi theo dirong xudt khau, nhdp khdu phi mdu dich
va sita doi, bo sung mot sé diéu ciia Quy dinh vé viéc nhdp khau thube chwa cé sé dang ky tai
Viét Nam ban hanh kém theo Quyét dinh so6 151/2007/0D-TTg ngay 12 thang 9 nam 2007 ciia
Thu twong Chinh phu;

Theo dé nghi ciia Cuc truéng Cuc Quan 1y Duwoc,”
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2. Co s6 san xudt 1a co s& thuc hién it nhat mot cong doan san xut va/hodc
xuat xudng thanh pham.

3. Bao bi thwong pham ciia thudc 1a bao bi chira dung thube va luu thong cing
vai thude. Bao bi thuong pham cua thudc géom hai loai:

- Bao bi tryc tiép 1a bao bi chtra dung tiép xtic truc tiép véi thudc;

- Bao bi ngoai 1a bao bi dung dé bao g61 mot hodc mot s6 don vi thude ¢6 bao
bi truc tiép.

4. Chat phéng xa 1a chat phat ra birc xa do qua trinh phan ra hat nhan, chuyén
muc nang lugng hat nhan, c6 hoat do phong xa riéng hodc tong hoat do 16n hon
murc mién trur.

5. Duge chdt phéng xa 1a duoc chét co chira chat phong xa dung cho viée chan
doan va diéu tri bénh.

6. Thuéc phéng xa 1a thude c¢6 chira mot hodc nhiéu dugc 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.

Piéu 3. Piéu kién va pham vi ciia té chic, ca nhin tham gia xuat khiu,
nhap khau thuoc, bao bi tiep xic true tiép véi 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 ti€éu chuan “Thyuc hanh tot bao quan thuoc” (GSP) dugce nhap khau truc
ti€p va nhan uy thac nhap khau thudc thanh pham, nguyén li¢u lam thudce, vac xin,
sinh pham y te, thudc tur dugce liéu, thude dong y, thudc phong xa duoc mien trir
khai bao, cap phép phu hop voi pham vi kinh doanh ghi trong Gidy chtng nhén du
diéu kién kinh doanh thudc va gidy chimg nhin GSP;

b) Doanh nghiép kinh doanh trang thiét bi y té va Doanh nghiép c6 Gidy chung
nhan du diéu ki¢n kinh doanh thuéc dugc nhap khau tryc ti€p va nhan uy thac nhap
khau sinh pham chan doan In Vitro;

¢) Doanh nghiép c6 Gidy chimg nhan du diéu kién kinh doanh thudc va c6 gidy
chimg nhan dat ti€u chuan “Thuc hanh tot san xuat thuéc” (GMP) duoc nhap khau
nguyén li¢u dé san xuat thudc 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 nghiép va ban cho céc co s san xuat thuoc khac, cac co s¢ kham chira b¢nh
dong y;

d) Doanh nghiép c6 Gidy chimg nhan du diéu kién kinh doanh thubc va co
Giay phép tién hanh cac cong viéc blic xa do co quan c6 tham quyén cap con
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hi¢u luc dugc nhap khau truc tiép thudc phong xa khong duogc mién trr khai
béo, 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 diéu kién kinh doanh thubc (pham vi san xuat
thuéc) duoc nhap khau nguyén liéu dé phuc vu san xuét thudc cua chinh doanh
nghi¢p. Cac hoat dong xuét khau, nhap khau thube khong phuc vu san xuét thudc
cua doanh nghiép s€ duoc Bo Y té huéng dan tai vin ban khéc.

3. Thuong nhan Viét Nam c6 Gidy chimg nhan du diéu kién kinh doanh thudc
duoc xuat khau, uy thac xudt khau, nhan uy thac xuat khau thudc, trir thube giy
nghién, thudc hudng tdm than, tién chat dung lam thudc va thubc phong xa.

4. Thuwong nhan duoc phép uy thac nhip khau thudc theo ding pham vi hoat
dong quy dinh tai Gidy chtrng nhan du diéu kién kinh doanh thude, trir thudc gy
nghién, thudc hudng tim than, tién chat dung lam thudc va thude phong xa.

5. Céc t6 chirc, ca nhan khong phai 1 thuong nhan trén co sé hop dong dugc
ky két theo quy dinh cia phap luat, duoc Uy thac xuat khau, iy thac nhap 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 ding lam thudc va thudc 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 Vi¢t Nam
c6 Gidy chimg nhan du diéu kién kinh doanh thudc duge phép nhap khau thuoc
phuc vu cong tac dang ky luu hanh (bao gom cé cac thudc 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 s& san xuit thudc
dugc phép nhap khau thudc phuc vu cong tac nghién ctru, ki€ém nghiém.

8. Céac co s& kham bénh, chira bénh ciia cac tinh, thanh phd, y té nganh va cac
to chirc cua Viét Nam (goi tat 1a bén Viét Nam) duoc phép nhéan thude vién trg tir
cac to chtrc tur thién, to chirc phi Chinh phu, cd nhan ngudi nudc ngoai, ngudi Viét
Nam ¢ nudc ngoai (goi tat 1a bén nudc ngoai) gui tang, vién trg va chiu trach
nhiém vé st dung thudc hiéu qua an toan, hop ly, dang muc dich vién tro.

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

10. T6 chirc, ca nhan c6 dé cuong nghién ctru sinh kha dung, twong duwong sinh
hoc da dugc phé duyét tai co quan ky thuat chuyén nganh do Bo Y t€ uy quyén
dugc nhdp khau thuéc dé phuc vu viéc nghién ctru sinh kha dung, twuong duong
sinh hoc.

11. Thuong nhan dugc phép nhap khau, xuat khau bao bi tiép xuc truc tiép
vo1 thuoc.
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12. Bdi 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 1a doanh nghiép cé Giay phép hoat dong vé thuoc
va nguyén li€u lam thudc tai Viét Nam;

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

¢) Trudng hop céac 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
cung cap khong du nhu cau, Cuc Quan ly Duoc - B Y t€ xem xét, quyét dinh cho
phép nhap khau tir cac doanh nghi€p cung cap thuoc co uy tin trén thé gidi.

Picu 4. Quy dinh chung vé nhap khiu, xuit khau thudc

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

Thuong nhan san XUAt, nhap khau, xuit khau, cung cép, uy thac, nhan uy thac
nhap khau, xuat khau thudc, bao bi ti€p xuc truc ti€p voi thude phai chiu trach
nhiém vé chat luong, an toan ctia thudc nhép khau theo quy dinh cua Luét Dugc,
Luat Thuong mai va cac quy dinh khac vé quan 1y 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 toi thiéu phai l1a 18 thang ké tir ngay dén cang Viét Nam. D61 véi
thudc c¢6 han dung bang hodc dudi 24 thang thi han dung phai con t61 thiéu la 12
thang ké tir ngay dén cang Viét Nam;

b) Vic xin, sinh pham y té chua c6 sé ding 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;

¢) Viéc xin, sinh pham y té c6 s6 dang ky luu hanh con hiéu luc 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 Viét Nam;

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

d) Nguyén liéu 1am thudc nhap khau vao Viét Nam, trir dugc liéu, phai ¢ han
dung con lai trén 36 thang ké tir ngay dén cang Vi€t Nam, doi véi nguyén li€u co
han dung bang hodc dudi 36 thang thi ngay hang vé dén cang Vi¢t Nam khong
dugc qua 06 thang ké tir ngay san xuat;



CONG BAO/S6 743 + 744/Ngay 09-8-2014 15

e)2 Thudc vién tro, vién tro nhan dao, thudc hiém, thudc cho nhu cau diéu tri
ctia bénh vién c6 han dung 16n hon hoac bang 24 thang, han dung con lai cua thuoc
phai con t61 thiéu 12 thang ké tor ngay dén cang Viét Nam. Truong hop thuodc cod
han dung dudi 24 thang thi han dung con lai ké tir ngay dén cang Vi¢t Nam t61
thiéu phai bang 1/3 han dung cua thuoc;”

g) Céc thudc, nguyén lidu 1am thudc khong dap tmg cac quy dinh vé han dung
cua thudc tai cac di€m a, b, c, d, d khoan nay nhung dam bao chat lugng va can
thiét nhap khau dé phuc vu nhu cau di€u tri, nhu cau san xuat thuoc trong nudc,
Cuc Quan 1y dugc - BO Y té€ xem xét, quy€t dinh va chiu trach nhi€ém cho phép
nhép khau.

3.> Yéu cau d6i véi phiéu kiém nghiém:

Khi 1am thi tuc thong quan, doanh nghiép nhap khau thudc, bao bi tiép xtc
truc ti€p voi thude phai xuat trinh Hai quan ctra khau ban chinh phiéu kiém nghiém
cua co s¢ san xuat ching nhan dat ti€u chuan chat lugng cho ting 16 thuoéc nhép
khau ctia nha san xuat trir dugc li€u va cac thuoc quy dinh tai biéu 12, 13, 14, 15,
17 va 18 cua Thong tu nay.

Truong hop tir 02 co s¢ trd 1én tham gia san xuét thudc thi chdp nhan ban
chinh phi€u ki€m nghiém cua co s& san xuat hodc phiéu kiém nghiém cua co s¢
dong gbi cudi cung hodc cua co so chiu trach nhiém xuat xudng.

Hai quan cira khdu luu ban sao phiéu kiém nghiém c6 déng ddu x4c nhan cua
doanh nghi¢p nhap khau.

4. Quyén so hiru tri tué vé thude, bao bi tiép xtc truc tiép voi thude:

Thuong nhan san XUét, nhap khéu, xuét khau, cung cép, uy thac, nhan uy thac
nhdp khau, xuat khau thuoc, bao bi ti€p xuc truc tiép voi thudc phai chiu trach
nhiém vé quyén s& hiru tri tué¢ cia thude, bao bi ti€p xtc truc ti€p vai thudce do chinh
co sO san xuat, nhap khau, xuat khau, cung cap, uy thac nhap khau, xuat khau.

5. Kiém dinh, thir thudc trén 1am sang dbi v6i véc xin, sinh pham y té 1a huyét
thanh co6 chtra cac khang thé nhap khau:

a) Dbi voi vic xin, sinh phdm y té 13 huyét thanh c6 chira cac khang thé dung
dé phong bénh va chita bénh c6 s6 dang ky hodc chua c6 s6 dang ky luu hanh tai
Vi¢t Nam nhép khau sau khi thong quan dugc dua vé kho cua doanh nghiép bao
quan theo qui dinh va chi dugc phép dua ra st dung khi ¢6 van ban cia Vién Kiém
dinh quoc gia Vac xin va Sinh pham y t€ xac nhan 16 vac xin, huyét thanh c6 chtra

2 Piém nay duoc sira doi, bo sung theo quy dinh tai Khoan 1 Diéu 7 ciia Thong tu s 45/2011/
TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 niam 2012.

3 Khoan nay duoc stra doi theo quy dinh tai Khoan 1 Didu 1 Thong tu sé 38/2013/TT-BYT, ¢6
hiéu luc ké tir ngay 01 thang 01 nim 2014.
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cac khang thé dung dé phong bénh va chita bénh nhap khau dat tiéu chuan chét
lugng va an toan trén dong vat thi nghiém;

b) Dbi véi 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 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 dbi voi vac xin, sinh pham y té 14 huyét thanh c6 chira cac khang thé
dung dé phong bénh va chira bénh chua co s6 dang ky luu hanh nhung da dugc To
chtic y te thé gi6i (WHO) tién kiém dinh va da duoc luu hanh rong rai trén thé glm
do cac t6 chirc qudc té da thuong xuyén hop tac véi Viét Nam trong linh vyc y té
nhu WHO, UNICEF... vién tr¢g cho Viét Nam, tuy tung truong hop cu thé, Cuc
Quan 1y Dugc - BO Y té yéu cau bang chimg thyc hién day chuyén lanh va co két
qua dat yéu cau vé thir nghiém an toan trén ngudi ¢ thuc dia méi duoc 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 Piéu 13, 14, 15 va 16
Thong tu nay, truong hop can thiét, Cuc Quan Iy Dugc - B0 Y té sé yéu cau thu
nghiém an toan trén ngudi ¢ thuc dia va sau khi co két qua dat yéu cau vé thu
nghi¢m an toan trén nguoi & thuc dia moi dugc phép dua vao str dung.

6. Nhan thudc nhap khau:

Nhan thuc nhip khau phai thyc hién theo dung quy dinh tai Nghi dinh so
89/2006/ND-CP ngay 30/9/2006 cua Chinh phu vé nhan hang hoa, cac quy dinh tai
Thong tu sb 04/2008/TT-BYT ngay 12/5/2008 cia Bo tru’O’ng Bo Y té vé hudng
dan ghi nhan thude trir nhin cia céc thude quy dinh tai biéu 12, 13, 14, 15, 16, 17
va 18 ctia Thong tu nay.

7. Ké khai, ké khai lai gia thubc:

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

8. Bao cao:

a) Trong vong 10 ngay ké tir khi véic xin, sinh phim y té 1a huyét thanh co
chtra cac khang thé duoc nhap khau vé kho, doanh nghiép nhép khau gui bdo céo
nhép khau doi voi tung 16 hang nhép vé Cuc Quan ly duge - B Y té va Vién Kiém
dinh Qudc gia Vac xin va sinh pham y t€ (Mdu so6 la);

b) Doanh nghiép nhap khau phai bao cao vé Cuc Quan Iy dugc - BO Y té tinh
hinh xuat, nhap khau thuéc dinh ky hang thang bang file dién tir t61 hdp thu
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qlkdd@dav.gov.vn trude ngay 10 thang sau; bao cao 06 thang bang vin ban trude
ngay 10 thang 7 va bao cio ca nam trudc ngay 10 thang 01 cua nim sau. (Mdu s6
Ibl dén b13);

¢) Doanh nghiép nhap khau thudc dé tham gia trung bay, trién 1dm hoi cho va
cac truong hop tam nhép, tai xuat khac: trong thoi han 10 ngay sau khi két thuc
hoat dong trung bay, trién 13m hoi cho hodc hét han tam nhap phai tai xuét va phai
cO van ban bdo cdo Cuc Quan 1y duoc - BO Y té vé sb luong va tinh hinh tai XUt
(Mau s6 Ic)

9. L¢ phi:

Doanh nghiép nhap khau thubc phai nop 1é phi theo quy dinh tai Quyét dinh sb
44/2005/QD-BTC ngay 12/7/2005 ctia B trudng Bo Tai chinh quy dinh ché do
thu, ndp, quan 1y va st dung phi tham dinh kinh doanh thuong mai c6 diéu kién
thudc linh vuc y té, phi thim dinh tiéu chuan va diéu kién hanh nghé y duoc, 1é phi
cap gidy phép xuat, nhap khau va cip chtng chi hanh nghé y, dugc; Quyét dinh sb
59/2008/QD-BTC ngay 21/7/2008 vé viéc stra d6i, bd sung Quyét dinh sb
44/2005/QD-BTC ngay 12/7/2005 ctia Bo trudng Bo Tai chinh quy dinh ché do
thu, ndp, quan ly va st dung phi tham dinh kinh doanh thwong mai c6 diéu kién
thudc linh vic y te phi thim dinh tiéu chuan va diéu kién hanh nghé y duoc, 18 phi
cap gidy phép xuat, nhap khau va cap chung 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, xuét khau thude co gid tri 01 nam ké tir ngay ky.

11. HO so phap 1y trong hd so nhap khau thude:

a) Gidy chimg nhan san pham dugc phém (CPP), giéy chimg nhén luu hanh tu
do (FSC), gidy chimg nhén dat tiéu chuan thuc hanh tot san xuat thudc (GMP)
hodc cac giay ching nhan dat tiéu chuan tuong duong ddi véi sinh pham chan
doan In Vitro ¢ thé ndp ban chinh hoidc ban sao hodc ban dich tiéng Vlet tir tiéng
nudc ngoai nhung phai dap tmg cac quy dinh cu thé dbi voi timg loai gidy chimg
nhéan quy dinh tai diém b, diém c hoac diém d khoan nay va céc quy dinh chung
nhu sau:

- Truong hop ndp ban chinh: Ban chinh phai co day du chir ky truc tlep, ho
tén, chirc danh, ghi r6 ngay cap va ddu x4c nhan cta co quan c6 thAm quyén nudc
sO tai cAp gidy chimg nhan; phai duoc hop phap héa lanh su tai co quan dai dién
ngoai giao Vi¢t Nam theo quy dinh cua phap luat vé hop phap hoa lanh su, tru
truong hop cac gidy to phap ly do co quan ¢6 tham quyén cua nudc da ky két Hi¢p
dinh tuong trg tu phap véi Viét Nam cap;

- Truong hop ndp ban sao: Ban sao do co quan c6 thAm quyén cta Viét Nam
chung thuc hop 1€ theo quy dinh cta phép luat Viét Nam vé chiing thuc ban sao tir
ban chinh;
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- Trudng hop ndp ban dich tiéng Viét tir tiéng nudc ngoai: ban dich tiéng Viét
phai c6 cong ching theo quy dinh (cong ching & day dugc hi€u la phai dugc co
quan cong chung dia phuong hoac co quan dai dién ngoai giao, co quan lanh su
hoac co quan khac dugc tty quyén cua nudc ngoai ching nhan chir ky cia nguoi
dich theo quy dinh cta phép luét) va phai ndp kem theo ban chinh hodc ban sao
gidy chung nhén theo quy dinh néu trén;

- Tho1 han hiéu luc cua cac giéy chimg nhan: tho1 han hiéu luc phai dugc ghi
cu thé trén cac gidy ching nhan va phdai con hiéu luc tai thoi diém tham dinh;
khong chap nhan cong van gia han gidy chirng nhan nay. Truong hop gidy ching
nhan nay khong ghi 1o thoi han hiéu luc, chi chap nhéan cac gidy chung nhan dugc
cap trong thoi gian 24 thang ké tir ngay cap.

b) Gidy chtng nhan san pham dugc ngoai viée dap tmg cac quy dinh tai diém a
khoan nay con phai dap ung cac quy dinh sau:

- Phai c¢6 xac nhan thudc dugc phép luu hanh ¢ nudc xuat x@, truong hop
thudc khong luu hanh ¢ nudc xuat xtir, Cong ty cung cap phai c6 giai trinh 1y do dé
Cuc Quan ly dugc - BO Y té xem xét;

- Trudng hop thube duoc san xuit qua nhidu cong doan & cac nude khac nhau,
khong thé xac dinh dugc nudc xuat xr duy nhat, co s¢ nhap khau thuoc phai ndp
CPP cuia nude san xuat ra dang bao ché cudi cung hoac CPP cua nudc xuat xudng
16. Truong hop khong c6 CPP cua cd hai nude xuat xir néu trén, Cuc Quan ly duoc -
Bo Y t€ s€ xem xét chap nhan CPP cua nudc noi san pham dugc van chuyén dén
nudc nhap khau;

- Trudng hop khong co6 CPP cuia 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, Prc,
My, Nhat Ban, Uc, Canada hoic ctia co quan tham dinh, danh gia cac san pham y
té cua Chau Au - EMEA cap;

- Do co quan quan 1y dugc c6 thdm quyén (theo danh sdch cia WHO trén
website http://www.who.int) ciia nudc xuat xt ban hanh; cap theo mau cia WHO
ap dung doi véi Hé thong ching nhéan chat lugng cta cac san pham dugc luu hanh
trong thuong mai quoc te.

¢) Gidy chimg nhan lwu hanh ty do ngoai viéc dap tmg cac quy dinh tai diém a
khoan nay con phai dap ing cac quy dinh sau:

- Phai c¢6 xac nhan thudc dugc phép luu hanh ¢ nuée xuat x@, truong hop
thudc khong luu hanh ¢ nudc xuat xtr, Cong ty cung cap phai c6 giai trinh 1y do dé
Cuc Quan ly dugc - BO Y té xem xét;

- Do co quan c6 thim 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.
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d) Giéy ching nhan dat ti€u chuan thuc hanh tbt san xuit thudc, hodc cac
gidy chung nhéan dat hé thong quan 1y chat lugng khéc (vi du ISO 9001...) va
phai do co quan c6 tham quyén & nudc xuat x cap, c6 xac nhan tén va dia chi
nha san xuat.

Picu 5. Quy dinh vé 14p don hang, ngdn ngir va hinh thirc ho so

1. Pon hang nhap khau, xuét khau thudc, bao bi tiép xuc truc tiép voi thude
dugc 1ap thanh 03 ban theo mau phu hop véi tung loai thude theo quy dinh tai
Thong tu nay. Sau khi dugc phé duyét, 02 ban luu tai Cuc Quan ly dugc - BO Y t€,
01 ban gui doanh nghiép nhap khau, xuat khau thudc. Ban giri doanh nghiép nhép
khau, xuat khau thudc c6 dong dau "Ban gui doanh nghi¢p" lam thua tuc tai Hai
quan ctra khau. Pon hang nhap khau, xuat khau thuoc gay nghién, hudéng tdm than,
tién chat dung lam thuoc ké ca dang don chat hoac phoi hop da c6 s6 dang ky luu
hanh con hiéu lyc dugc 1ap thanh 02 ban.

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

3. Ho so, tai liéu kém theo don hang phai duoc chuan bi trén kho 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 tu dé
de tham khéao va dugc dong dau xac nhan cia doanh nghiép nhap khau ¢ trang dau
ti€én cia moi phan trong toan bg ho so va co6 trang bia ghi ro: tén don vi nhap khau,
s0 don hang, ngay 1ap don hang, loai don hang.

4. Ngon ngit str dung trong hd so nhap khau thude:

Ho so nhap khau thudc nudc ngoai phai viét bang tiéng Viét hodc tiéng Anh.
Truong hop ho so viét bang tiéng Anh, cac thong tin trong To hudng dan st dung
thudc phai viét bang tiéng Viét, trir cac nd1 dung sau duoc phép ghi bang cac ngdn
ngtt khéac c6 goc chir céi La-tinh:

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

b) Tén chung qudc té hodc tén khoa hoc cia thanh phan, thanh phan dinh
lugng cua thudc trong truong hop khong dich dugc ra tiéng Viét hoac dich dugc ra
tiéng Viét nhung khong c6 nghia;

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

5. P6i véi thube thanh phém chua c6 s6 dang ky nhap khau theo quy dinh
tai Piéu 11 Thong tu nay, moi thude phai 1ap thanh mot don hang riéng, trur

truong hop thudc c6 chung tit ca cac yéu td sau co thé xin nhap khau trong cing
mdt hd so:

a) Tén thudc;
b) Dang bao ché;
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¢) Cong thirc cho mot don vi lidu (d6i v6i dang thudc don liéu) hodc cung
nong do ham lugng (461 voi thudce da licu);

d) Nha san xuit;

Picu 6. Mot s6 quy dinh khac

1. Thudc nhap khau luu hanh trén thi truong phai dap Gmg 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 trg nhan dao; thudc nhap khau cho muc dich thir 1am sang,
lam mau dang ky, phuc vu cong tdc nghién ctru, ki€ém nghiém, kiém dinh; thuoc
nhap khau dé€ tham gia trung bay, trién 1am hdi cho phai dugc sir dung dung muc
dich, dung do61 tugng va khong dugc phép Iuu hanh trén thi trudong.

3. Thude vién trg do cac td chirc, ca nhan quy dinh tai khoan 8 Piéu 3 cua Thong
tu nay nhap khau, sau khi tiép nhan don vi ti€p nhan phai thanh 1ap Hoi dong dé
kiém ké, danh gia, phan loai thudc va nhap kho dé quan ly. Chi dugc phép dua
nhitng thuéc ddm bao chat luong, con han dung vao st dung cho cong tac diéu tri.
D61 véi nhitng thudc khong duoc phép st dung, phai thanh 1ap Hoi dong dé tién
hanh huy thudc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28 thang 4
nam 2010 vé Quan 1y chat luong, dam bao khong gay 6 nhi€ém moi truong.

Thu trudng cac don vi tiép nhan thubc vién trg phai hoan toan chiu trach
nhiém vé chat luong thudc, sir dung thudc hiéu qua, hop ly va an toan.

4. Thudc vién tro, vién trg nhan dao phai dam bao céc yéu cau sau:

a) Phai duoc phép luu hanh & nudc sé tai. Pi voi véc xin, sinh pham y té 1a
huyét thanh c6 chira khang thé phai thuoc danh muc vac xin, sinh pham y té da
duoc T6 chic Y t€ khuyén cao st dung;

b) Phai dap ung dung nhiing yéu cau st dung thuc té ctia don vi nhan vién tro
va chinh sach qudc gia vé thude ctia Viét Nam;

c) Khong thuoc danh muyc thudc gay nghién, danh muc nguyén liéu va thude
thanh pham cAm nhdp khau dé lam thudc ‘dung cho nguodi (trtr truong hop nhap
khau thudc phuc vu chu’ong trinh, du an qudc gia da dugc Chinh phu phé duyét);

d) Phai c6 ngudn gbc rd rang va bao dam cac tiéu chuan vé chat 1u’0’ng, an
toan, hiéu qua su dung ¢ ca nudc vién trg va Viét Nam. Vic xin, sinh pham y té
vién tro phai co phiéu kiém nghiém dat tiéu chuan chat lugng cua co quan kiém
dinh qudc gia nude so tai hodc co quan cd thim quyén d6i v6i 16 hang nhap khau,
ddng thoi phai duge Vién Kiém dinh qudc gia vic xin va sinh pham y té danh gia
chét luong trudce khi nhap khau;

d) Phai dugc dong goi trong d6 bao goi thich hop, co ghi 1d: tén thude, hoat
chét, ham luong, dang bao ché, quy cach dong goi, kém theo huéng dan st dung
thude va c6 danh muc chi tiét di kém theo timg don vi déng goi;
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e) Truong hop dac biét, thude vién trg phuc vu cho cac chuong trinh nghién
ctru khong dép ung quy dinh tai diém a, b, ¢, d va d khoan nay, c6 thé xem xét cho
phép tiép nhéan cdn c trén cac tai liéu phap 1y, k¥ thuat lién quan cta chuong trinh
nghién cuu.

5. Duoc li¢u str dung dé san xuét, pha ché va thude thang tai cac co s¢ san Xuét
thudc, co so 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
dt diéu kién kinh doanh thudc.

6. Thudc phéng xa, ngoai viéc thuc hién cac quy dinh cia Thong tu nay
phai tudn theo cac quy dinh ctia Phap luat c¢6 lién quan dén viéc dam bao an toan
buc xa.

Chuong II ) ) _
HINH THUC QUAN LY NHAP KHAU, XUAT KHAU THUOC
VA BAO Bi TIEP XUC TRUC TIEP VOI THUOC

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

1. CAm nhap khau dé lam thudc dung cho nguoi cac thude thanh pham va
nguyén li€u lam thudc quy dinh tai Danh muc nguyén li¢u va thuoc thanh pham
cam nhap khau dé lam thudc (Phu luc).

2. Thube c6 sb dang ky luu hanh con hiéu luc, trir thudc gy nghién, hudng
tam than va tién chat dung lam thudc, dugc nhap khau theo nhu cau khong phai dé
nghi cap giay phép nhéap khau hoac xéc nhan don hang nhap khau.

3. Thudc, bao bi tiép xuc truc tiép voi thuée nhap khau phai co gidy phép nhap
khau cua Cuc Quan ly dugc - B0 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 chwa c6
s0 dang ky;

¢) Bao bi tiép xuc truc tiép véi thude.

Piéu 8. Xuét khdu 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 phdi1 hop khi xuat khau phai cé giay phép xuat khau ctia Cuc Quan
Iy dugc - BO Y te€.

2. Thude, bao bi tiép xtic truc tiép voi thude, trir cac thude quy dinh tai khoan 1
bicu nay khi xuat khau don vi xuat khau lam thu tuc truc tiép vé1 Hai quan ctira
khau khong can c6 gidy phép xuat khau cua Bo Y té.
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) Chuong III )
HO SO, THU TYC NHAP KHAU THUOC, BAO BI TIEP XUC
TRUC TIEP VOI THUOC, KIEM PINH THUOC NHAP KHAU

Muc 1
NHAP KHAU THUOC CO SO PANG KY LUU HANH CON HIEU LUC

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

1. Ho so:

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

b) Béo cé}o ton lfho ]:huéc gay nghién (hodc thudc hudng tim than, tién chat
dung lam thudc) (Mdu so 3).

2. Thu tuc:

Doanh nghiéip gui ho so dén Cuc‘ Quan 1y duoc - Bo Y té. Trong thoi ha,n 1,5
ng;iy lam viéc ké t}‘l’ khi nhan duogc ho so horp 1§, Cuc Quan 1y duoc - BO Y t€ cap
g,iéy phép nhdp khau. Truong hop khong cap gidy phép, Cuc Quan ly dugc - BO Y
teé cO van ban tra 161 doanh nghiép va néu ro ly do.

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

Doanh nghiép nhépq khau 1am thu tuc truc tiép té;li Hai quan ctra khau va xuét
trinh Hai quan ctra khau danh muc thuoc nhap khau (Mdu so 4) kem theo ban
chinh hoac ban sao cong ching hop 1€ cac tai li¢u sau:

a) Gidy phép luu hénqh sép pham hodc Quyét dinh caflp s6 dang ky luu hanh; cac
van ban cho phép thay doi, boé sung, dinh chinh khac (néu co);

b) Gidy phép hoat dong ve thudc va nguyén lidu lam thude tai Viét Nam doi
Vo1 cong ty I}u’(')’C ngoai cung cap thudc, trir cdc thuong nhan quy dinh tai diém b, c
khoan 12 Diéu 3 cua Thong tu nay.

Muc 2
NHAP KHAU THUOC CHUA CO SO PANG KY LUU HANH

Piéu 11. Thudc thanh phim cé chira duge chit chwa cé s6 ding ky hoiic dwgc
chét da c6 sé ding ky nhung chwa dap wng di nhu ciu diéu tri, sinh phim y
té dung dé phong bénh, chira bénh, chin doan

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

Thuc hién theo quy dinh tai Piéu 7 Quyét dinh s6 151/2007/QD-TTg ngay
12/9/2007 ctia Thu tuéng Chinh phti ban hanh Quy dinh vé viéc nhap khau thude
chua c6 sb ding ky tai Viét Nam.
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2. Ho so:

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

b) Gidy ching nhan san pham dugc. Truong hop khong c¢6 Gidy chimg nhan
san pham dugc, co6 thé thay thé bang FSC va GMP. Truong hop cé nhi€u co s san
xuat tham gia vao qua trinh san xuat thuoc, co s& nhap khau thuéc phai nop giay
ching nhdn GMP cua tat ca cac co s¢ san xuat co tham gia trong qué trinh san xuat
ra thanh pham,;

¢) Tiéu chuén va phuong phép kiém tra chit lugng thudc;

d) Nhian thudc va to hudng dan sir dung c6 dong dau cua doanh nghiép nhap
khau, bao gom: 01 by nhan géc kem t& hudng dan sir dung goc cua thudc dang
dugc luu hanh thyc t€ & nudc xuat xr (tror vac xin, sinh pham y t€); 02 bo nhan du
kién luu hanh tai Viét Nam kém to hudng dan sir dung tiéng Viét;

d) Bao cdo ton kho ddi v6i thude gy nghién, hudng tdm than va tién chat dung
lam thuoc (Mdu so 3);

e) Ho so tién 1am sang va 1am sang d6i vai thube chira duoc chat méi, thude co
su két hop méi cua cac dugc chat do luu hanh.

3. Thu tuc:

Doanh nghiép giri ho so dén Cuc Quan 1y dugc - Bo Y té. Trong thdi han 20 ngay
lam viéc ké tur khi nhan dugc ho so hop 1€, Cuc Quan 1y dugc - B§ Y t€ xem xét
cap giay phép nhap khau. Truong hop khong cap gidy phép, Cuc Quan ly duoc -
B3 Y té c6 van ban tra 161 doanh nghiép va néu ro ly do.

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

1. Ho so:

a) Pon hang nhap khau (Mdu sé 6a);

b) Du tru thudc hiém, thudc cho nhu cau diéu tri cia bénh vién trong truong
hop dac bi¢t (Mau so 6b);

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

- Doanh nghiép to chtc chudi nha thudc dat tiéu chuan “Thyuc hanh tot nha
thudc” GPP can thiét nhap khau céc thuoc thudc danh muc thude hiém, thudc nhap
khau cho nhu cau di€u tri cia 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
luong thude nhap khau;

- Doanh nghiép nhap khau nhiing thudc thudc danh muc thudc hiém, thudc
nhdp khau cho nhu cau di€u tri cua bénh vién trong truong hop dac bi¢t hoac
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nhimg thudc c6 hoat chit, ndng do, ham luong, dang bao ché chua c6 sd ding ky
luu hanh tai Viét Nam nhung duogc ghi trong céc tai liéu chuyén mén ma khong
cung cap duogc cac hé so quy dinh tai khoan 2 Diéu 11 cta Thong tu nay va phiéu
kiém nghiém gdc cta 16 thuc nhap khau thi hd so phai kém theo: Van ban néu rd
1y do chwa cung cip duoc hd so cia thudc nhap khau, phiéu kiém nghiém gbc cua
16 thudc va cam két vé dam bao chat luong thudc nhap khau; Bao cao st dung
thube (nhu cau str dung, tinh an toan, hi€u qua diéu tri ctia thuéc).
2.* Tha tuc:

Doanh nghiép guri hd so dén Cuc Quan 1y dugc - Bo Y té. Trong thoi han 07
ngay lam vi¢c ké tir khi nhan dugc ho so hop 1€, Cuc Quan 1y dugc - BO Y t€ xem
x€t cap giay phép nhap khau. Truong hop khong cap gidy phép, Cuc Quan ly dugc -
B3 Y té c6 van ban tra 161 doanh nghi€p va néu ro ly do.

Piéu 13. Vic xin, sinh pham y té theo nhu ciu diéu tri dic biét ciia 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 vic xin, sinh phim y té cua co s& tiém phong, co sé 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 Vi¢t Nam (Mdu so 7c);

d) Cac tai lidu kém theo (néu c6) bao gdbm: Gidy chimg nhan co s¢ san xut dat
tiéu chuan GMP hoac Gidy chung nhan co s¢ san xuat dat ti€u chuan 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 té, Gidy phép luu hanh tai
mot s6 nudc khadc ma vac xin, sinh pham y t€ d6 da duoc dang ky va luu hanh.
Trong truong hop dac biét, cong ty chua cung cap du 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 bicu 4
cta Thong tu nay nhung can thiét cho nhu cau st dung, Cuc Quan Iy duoc - Bo Y t€
xem xét, quyét dinh.

2. Thu tuc:

Doanh nghiép giri hd so dén Cuc Quan 1y Dugc - BO Y té. Trong thoi han 15
ngay lam viéc ké tir khi nhan duoc hd so hop 1€, Cuc Quan ly Dugc - Bo Y té xem
xét cap gidy phép nhap khau va yéu cau giri hd so, mau cho Vién Kiém dinh Qudc
gia Vic xin va Sinh phiam vy té ddi v6i véc xin, sinh pham y té nhap khau trong
truong hop can thiét.

* Khoan nay duoc stra d6i theo quy dinh tai Khoan 2 Diéu 7 cta Théng tu sb6 45/2011/TT-BYT,
c6 hi¢u luc ke tir ngay 05 thang 02 nam 2012.
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Truong hop khong cip gidy phép Cuc Quan 1y duoc - BO Y té ¢6 vin ban tra
161 doanh nghi¢p va néu ro 1y do.

Diéu 14. Thudc dap wng nhu ciu cip bach cho phong, chong dich bénh,
khac phuc hau qua thién tai, thim hoa

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

2. Thu tuc:

Doanh nghiép gti hd so dén Cuc Quan 1y dugc - Bo Y té. Trong thdi han 05
ngay lam viéc ké tir khi nhan dugc ho so hop 1¢, Cuc Quan ly dugc - B Y t€ xem
xet cap gidy phép nhap khau. Truong hop khong cap giay phép, Cuc Quan 1y dugce -
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 quoc gia

1. Ho so:

a) Pon hang nhap khau (Mdu sé 9);

b) Vian ban cta co quan ¢ thAm quyén vé viéc nhap khau thudc phuc vu chuong
trinh muc tiéu y t€ quoc gia (truong hop can thiét Cuc Quan ly duge - B Y té ¢o
thé yéu cau cac ho so theo quy dinh tai diém b, c, d va e khoan 2 Diéu 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 giay to quy dinh tai di€ém a va b khoan 1 Dicu
nay phai c6 thém cac giay 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;

- Giéy ching nhén co s¢ san xuét dat tiéu chuan GMP;

- Phiéu kiém nghiém dat tiéu chuan chit lugng véc xin, sinh pham y té cta co
quan kiém dinh quoc gia hodc co quan khac cé tham quyén nudc so tai doi véi 16
hang nhép (c6 xac nhan sao y ban chinh cta doanh nghi¢p nhép khau);

- Két qua thir thude trén 1am sang hodc két qua thir nghiém an toan trén ngudi
¢ thuc dia theo quy dinh tai di€ém 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 hoac quodc t€ tai Viét Nam, cac gidy to theo quy dinh tai tiét 1, 2
va 3 diém c khoan 1 Pi€u nay da dugc chuong trinh xem xét khi xét ho so thau thi
ho 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 chic nang nhdp khau thuodc tryc ti€p. Trén nhan thuoc
phai c6 dong chir "Thudc chuong trinh khong dugc ban”;
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b) Trong thoi han 15 ngay lam viéc ké tir khi nhan dugc hd so hop 1¢,
Cuc Quan Iy Dugc - Bo Y té xem xét cap glay phép nhép khau. Truong hop khong
cap gidy phép, Cuc Quan 1y Duoc - B6 Y té ¢6 vin ban tra 161 doanh nghiép va néu
10 ly do.

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

1. Ho so:

a) Cong van dé nghi nhap khau ctia co s& nhan vién tro, vién tro nhan dao;

b) Danh muc thudc vién trg, vién trg nhan dao (Md~u 56 1 0);

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

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

2. Thu tuc:

Co so nhap khéu guri hd 50 dén SO Y té trén dija ban, truong hop thué(; chtra
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 té. Trong
thoi han 15 ngay lam viéc ké tur khi nhan dugc don hang, ho so hop I¢, So Y €
hogc Cyc Quan ly dugc - BO Y té xem xét cap gidy phép nhap khau. Truong hop
khong cap gidy phép, S Y té hodc Cuc Quan 1y duoc - B Y té ¢6 vin ban tra 10
co so va néu ro ly do.

Piéu 17. Thude dung cho muyc dich thir 1am sang, lam miu diing ky va phuc vu
viéc nghién ciru, kiem 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 cua Thu tuong Chinh phi Quy dinh vé€ viéc nhap khau thude chua
c6 s dang ky tai Vi¢t Nam.

1. Ho so:

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

b) bé cuong nghién cuu thu thl{éc 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 duoc phé
duy@t tai co quan ky thuét chuyén nganh do B9 Y t€ uy quyén doi voi thude nhap
khau dé€ nghién ctru sinh kha dung, tuong duong sinh hoc;

d) Van ban phé duy¢t cua co quan co tham quyén cho phep thyuc hién d6i véi
cac de tai nghién ctru ¢6 phé duyét hodc van ban yéu cau clia co quan cd thim
quyen vé viéc nhap khau thudc dé kiém nghi¢m, kiém dinh;
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d) Truong hop co sé san xuét, nghién ctru, kiém nghiém mudn nhap khau
thudc dé phuc vu vi¢c nghién ctru, kiém nghiém cua chinh co s¢ phai kém theo van
ban dé€ nghi va cam két thudc nhap khau chi sir dung d€ phuc vu viéc nghién ctru,
kiém nghi¢m cua co sd;

S6 lu’ong xin nhap khau phai phu hop voi quy md 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 xudat thudc da duoc cap sb ding ky thi phai bao
c4o vé Cuc Quan ly duoc so luong tén, han dung, tinh trang chat luong va xin
phép duoc st dung dé san xuét thudc thanh pham.”

e)® Ban sao Gidy chimg nhan du diéu kién kinh doanh thudc c6 déng dau cua
doanh nghiép doi voi trudong hop doanh nghiép lan dau tién xin nhap khau thuoc
1am mau.

2. Thu tuc:

Co s& nhap khéu giri hd so dén Cuc Quan Iy duoc - Bo Y té. Trong thoi han 15 ngay
lam viéc ke tur kh1 nhan duoc don hang, hd so hop 18, Cuyc Quan 1y dugc - BO Y té
xem xét cip gidy phép nhap khau. Truong hop khong cép gidy phép, Cuc Quan Iy
duoc - Bd Y té ¢6 van ban tra 161 co s& va néu rd 1y do.

Piéu 18. Thudc dé tham gia trung bay, trién lim hdi che va cac truong
hop tam nhép, tai xuit thudc khac

Thue hién theo quy dinh tai khoan 3 Diéu 9 Quyét dinh sé 151/2007/QD-TTg
ngay 12/9/2007 ctia Thu tuéng Chinh phu quy dinh vé viéc nhap khau thude chua
c6 sd dang ky tai Viét Nam va quy dinh tai Piéu 12 Nghi dinh s6 12/2006/ND-CP
ngdy 23/01/2006 ctua Chinh phu quy dinh chi tiét thi hanh Luat Thuong mai vé
hoat d6ng mua ban hang héa qudc té va cac hoat dong dai Iy mua, ban, gia cong va
qua canh hang hoa véi nudce ngoai.

Piéu 19. Nguyén liéu 1am thude, dwge liéu chwa c6 s6 ding ky lwu hanh,
bao bi tiép xuc truc tiép véi thude ’

1. Nguyén liéu lam thudc duoc phép nhap khau theo Danh muc nguyén ligu
lam thubc ‘dugc phép nhap khau do Cuc Quan 1y Dugc cong bb (khoéng yéu cau
phai cé glay phép nhap khau) theo quy dinh tai Khoan 2 Diéu nay hodc theo hinh
thirc gidy phép nhap khau theo quy dinh tai Khoan 3 DPiéu nay.

2. Nhap khau theo Danh muc nguyén liéu lam thudc dugc phép nhap khau do
Cuc Quan Iy Dugc cong bo (khong yéu cau phai co gidy phép).

> Poan nay dugc bd sung theo quy dinh tai Khoan 3 Piéu 7 ciia Thong tu sb 45/2011/TT-BYT,
c6 hiéu luc ké tir ngdy 05 thang 02 ndm 2012.

% Piém nay dugc bd sung theo quy dinh tai Khoan 4 Diéu 7 ciia Thong tu sb 45/2011/TT-BYT,
¢6 hiéu luc ké tir ngdy 05 thang 02 ndm 2012.

7 Piéu nay dugc sira ddi, bo sung theo quy dinh tai Khoan 2 Diéu 1 ctia Thong tu sb 38/2013/
TT-BYT, c6 hiéu lyc ké tir ngay 01 thang 01 nam 2014
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a) Danh muc nguyén li¢u lam thudc duoc _phep nhap khau (khong yéu cau phai
c6 giay phép) do Cuc Quan Iy Dugc cong bd gdém cac dugc chét, trir cac nguyen
liéu thudc danh muc thuoc gdy nghién, hudng tam than, tién chat dung lam thudc.
Truong hop co so san Xuét thay d6i ngudn gdc hodc tiéu chuan chit luong nguyén
lidu, co s& san xuat phai nop ho so ding ky thay d6i theo quy dinh tai Phy luc II
ban hanh kém theo Théng tu s6 22/2009/TT-BYT ngay 24 thang 11 nim 2009 cia
Bo truong BO Y té quy dinh viée dang ky thude va chi dugce nhap khau sau khi co
van ban cua Cuc Quan 1y Dugc dong ¥ ndi dung thay doi, bd sung cua Cuc Quan
1y Duoc;

b) Trinh ty, thu tuc cong bd

-Bo Y té (Cuc Quan ly Dugc) cong b Danh myc nguyén liéu lam thude dugc
phép nhap khau (khong yéu cau phai co gidy phép) tai trang thong tin dién tir cua
Cuc Quan Iy Dugc (www.dav.gov.vn) theo Mau so 16 ban hanh kém theo Thong
tu nay.

- Trong vong 30 ngay ké tir ngay thudc dugc cap sb ding ky, Cuc Quan ly
Dugc cong bdé Danh muc nguyén li¢u [am thudc dugc phép nhap khau;

¢) Doanh nghiép nhap khau

Co s& san xuét thudc dugc cap so dang ky chi dugc phep nhap khau nguyén
li¢u theo dung Danh muc da dugc cong bo.

Doanh nghi€p kinh doanh c6 chirc nang nhép khau nguyén liéu lam thude
dugc phep nhép khau nguyén liéu thuéc Danh myc nguyén li¢u lam thude dugce
phép nhap khau (khong yéu cau phai co giay phép) do Cuc Quan 1y Dugc cong bo;

d) Ho so va thu tuc nhap khau

- Co s6 san qxuét c¢6 nhu cau nhap khau nguyén liéu dé san Xqét thudc, doanh
nghiép nhap khau nguyén liéu d€ kinh doanh lam thu tyc truc ti€p voi Hai quan
ctra khau d€ dugc nhap khau cac nguyén li¢u theo Danh myc dé dugce Cuc Quan ly
Dugc cong bo;

- Co s6 san xuat thudc phai xuat trinh Gidy ching nhan du diéu kién sénqxuét
thl}@C hodc Giay cly'mg nhan thyc hanh tot san xuat thudc theo quy dinh tai diém c,
diém d khoan 1 Bi¢u 3 Thong tu nay;

- Doanh nghiép nhép khau nguyén lidu dé kinh doanh phai xuat trinh Gidy
chlzmg nh,efln dua di:éu kién kinh doanh thuoc (hinh thirc ban budn hoac xuat nhap
khau thudc) va gidy chimg nhan GSP v6i pham vi kinh doanh phu hop theo quy
dinh tai diém a khoan 1 Di¢u 3 Thong tu nay;

- Thoi han nhp khau nguyén lidu 1am thudc theo hinh thirc cong bo ¢6 thoi
han nhu hi¢u lyc s6 dang ky cua thudce san xuat tir nguyén li¢u do;

- Doanh nghi¢p nuéc ngoai cung cap nguyén liéu 1am thubc vao Viét Nam

phai c6 Gidy phép hoat dong vé thudc va nguyén liéu 1am thudc tai Viét Nam con
hi€u luc theo quy dinh tai khoan 12 Diéu 3 Thong tu nay.
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3. Nhép khau nguyén liéu 1am thudc theo hinh thirc gidy phép nhap khau

a) Nguyén liéu 1am thudc dugce nhap khau theo hinh thic gidy phép nhap khau
bao gom:

- Nguyén liéu lam thubc khong thudc dién duoc phép nhap khau theo hinh
thirc cong bo quy dinh tai khoan 2 Picu nay;

- Nguyén liéu thuoc danh muc thudc gy nghién, huéng tim than, tién chit
dung lam thudc;

- Nguyén liéu 1a ta duoc, vo nang thube, bao bi tiép xtc truc tiép véi thude;

- Nguyén liéu dung cho nghién ciru, kiém nghiém;

b) Doanh nghiép nhap khau nguyén liéu theo hinh thtc gidy phép nhap khau
va doanh nghiép nudc ngoai cung cap nguyén li€u lam thudc vao Viét Nam dugc
quy dinh tai Diéu 3 Thong tu nay;

¢) Ho so dé nghi cap gidy phép nhap khau

- Pon hang nhap khau theo Mau sb 12a, 12b, 12¢, 12d, 12d ban hanh theo
Thong tu nay;

- Ban tiéu chuan chét luong va ban phuong phap kiém nghiém nguyén liéu,
duoc li¢u, bao bi ti€p xuc truc ti€p vai thude do1 voi cadc nguyén li¢u, bao bi co ti€u
chuan chat lugng va phuong phdp kiém nghiém cua nha san xuat hodac ban photo
chuyén luédn ti€u chuan chat luong cta dugc dién tru truong hop ap dung tiéu
chuan dugc dién chau Au, Anh, Hoa Ky, Qudc té, Nhat Ban;

- P6i v6i nguyén ligu lam thude 1a thude gay nghién, hudng tam than, tién chat
lam thudc phai gui kém theo Bao céo ton kho theo Mau s6 3 ban hanh theo Thong
tu nay.

d) Trinh tu, thu tuc

Doanh nghiép guri hd so dén Cuc Quan 1y Duoc - Bd Y té. Trong thoi han
07 ngay lam vi¢c ké tir khi nhan duogc ho so hop 1¢, Cuc Quan ly Duoc - BO Y té
xem xét cap gidy phép nhap khau;

Pbi v6i nguyén lidu 1am thudc 13 thue gy nghién, hudng tam than, tién chat
lam thuoc, trong thoi han 15 ngay lam viéc ké tur khi nhan dugc ho so hop I¢,
Cuc Quan ly Dugc - Bo Y t€ xem xét cap gidy phép nhap khau;

Truong hop khong cap gidy phép, Cuc Quéan 1y Duge - Bo Y té ¢ vin ban tra
161 doanh nghi¢p va néu ro 1y do.

d) Gidy phép nhap khau nguyén liéu 1am thudc chua c6 sé diang ky cé gia tri
toi da 02 nam ké tur ngay ky.”

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 Di¢u 11 cua Thong tu nay.
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o2 Déi vé6i thude phong xa trong truong hop khong duge mién trir khai bao,
cap phép: thuc hién theo quy dinh tai Di€u 11 cta Thong tu nay va keém theo Gidy
phép tién hanh cac cong vi¢c birc xa do co quan c¢6 tham quyén cap cho doanh
nghiép truc tiép kinh doanh thudc phong xa.

n Muc 3 n
KIEM PINH 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;
b) Hd so tom tit san xudt va kiém dinh cta 16 véc xin, sinh pham y té nhap
khau (ban sao c6 dong dau xac nhan cua nha san xuat);
¢) Gidy phép xuat xuéng cua Co quan c6 thim quyén nudc sé tai hodc co quan

twong duong khac kém theo timg 16 hang nhép (ban sao c6 dong dau xac nhén cua
Giam ddc doanh nghiép nhap khau)

d) Bang chimg bao dam vé day chuyén lanh trong qua trinh van chuyén 16
hang nhap khau;

e) Mau Vac xin, sinh pham y | té 14 huyét thanh c6 chua céc khang thé nhap
khau dé kiém dinh (s6 luvgng mau theo qui dinh cho tung loai vic xin, sinh
pham vy té).

2. Thu tuc:

Doanh nghiép nhép khau guiri hd so dén Vién Kiém dinh qudc gia Vic xin va
Sinh pham y té. Trong thoi han 07 ngay l1am vigc ké tir khi nhan du mau va ho so
theo qul dinh, Vién Klem dinh quoc gia Vac xin va Sinh pham vy té tra 101 bang van
ban vé chét luong vic xin, sinh pham y té va vé an toan trén dong vt thi nghiém
clia vac xin, sinh pham y té giri doanh nghiép.

Chuong IV
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 nhép khau cua co quan co thAm quyén cta nudce nhap

khau (ban chinh, ban sao hoac ban dich tiéng Viét dap ung quy dinh tai tiét 1, 2 va
3 diém a khoan 11 Diéu 4 cua Théng tu nay);

* Piém nay duogc sta d6i theo quy dinh tai Khoan 6 Diéu 7 ctia Thong tu s6 45/2011/TT-BYT,
c6 hi¢u luc ke tir ngay 05 thang 02 nam 2012.
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¢) Thudc thanh pham gay nghién dang phdi hop quy dinh tai khoan 2 Diéu 1
ctia Thong tu s6 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 DPiéu 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 Di€u nay nhung
phai c6 van ban giai trinh 1o 1y do va muc dich xuat khau thudc cia doanh nghiép
xuat khau;

d)”’

2. Thu tuc:

Trong thdi han 15 ngay 1am viée ké tir khi nhan duoc don hang, hd so hop 18,
Cuc Quan ly duogc - Bd Y t€ xem xét cap gidy phép xuat khau. Truong hop khong
cap giay phép, Cuc Quan ly dugc - B0 Y t€ c6 van ban tra 161 doanh nghi¢p va néu
10 1y do.

Piéu 23. Cac thudc khac khong phai la thudc giy nghién, hwéng tim than
va tién chat dung 1am thudc & dang don chit hoic phoi hop, bao bi tiép xic
true tiép véi thudce

Thudc san xuit trong nudc duge cip Gidy chung nhan luu hanh tu do (FSC)
hodc Gidy chung nhan san pham dugc pham (CPP) dé xuat khau. S6 luong FSC,
CPP duogc cap theo yéu cau cua co sé.

1. Ho so:

Pon dé nghi cip FSC hodc CPP (Mdu sé6 14);

Truong hop nudc nhap khau yéu ciu co sé ndp FSC hodc CPP theo miu do
nudc dé quy dinh, Cuc Quan ly dugc - B Y té€ c6 thé xem xét cap FSC dua trén
mau dugc yéu cau.

2. Thu tyc:

a) Thu tuc cdp lai FSC theo quy dinh ctia Piéu 13 Quyét dinh s6 10/2010/QD-TTg
ngay 10/02/2010 cta Thu tuéng Chinh phu quy dinh gidy chung nhan luu hanh ty
do do6i vai san pham hang hoa xuat khau va nhap khau;

b) Co so xuét khau thudc khong phai lam thém thu tuc ding ky hd so thuong
nhan dé cap FSC;

c¢) Trong thot han 05 ngay lam viéce ké tir khi nhan dugc hd so hop 1¢, Cuc Quan ly
duoc - BO Y té cap FSC hoac CPP (Mau so 15a, 15b).

’ Piém na‘ly duogc bai bé theo quy dinh tai Khoan 7 Piéu 7 cua Thong tu 6 45/2011/TT-BYT, cb
hi¢u luc ké tir ngay 05 thang 02 nam 2012.
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., Chwong V
XU LY VI PHAM

Piéu 24. Xir Iy vi pham

1. Truong hop doanh nghiép xuat khau, nhip khau c6 hanh vi gia mao hodc tu
¥ stra chita ho so, tai liéu, gidy to phap 1y ciia cac co quan chirc ning ctia Viét Nam
hodc ctia nudc ngoai; sir dung con dau gia hodc gia mao chit ky hodc diu cua co s
nhap khéu, co s san xuit va cac co so lién quan trong hd so xuat khau, nhap khau
thude thi Cuc Quan Iy Dugc - B0 Y té co cong van canh bao co s¢ va dung tiép
nhan, xem xét hd so xuit khau, nhap khau thudc ctia co s, cu thé nhu sau:

a) Dung tiép nhan, xem xét hd so xudt khau, nhap khau thudc cia co s trong
thoi han 03 thang ddi véi truong hop vi pham 1an dau;

b) Dung tiép nhan, xem xét hd so xuat khau, nhap khau thudc cta co s 06
thang dén 12 thang ddi v6i trudng hop vi pham 02 lan trong 12 thang;

¢) Tuy theo murc d6 vi pham, Cuc Quén 1y Duoc - B Y té s& c6 cong van gui
cong ty san xuat, cong ty cung cap thudc va dimg tiép nhan, xem xét hd so ding ky
thudc hodc ding tiép nhan, xem xét hd so dang ky hoat dong vé thudc va nguyén
liéu lam thude tai Viét Nam cia cong ty nudc ngoai;

Ngoai cac hinh thuc trén, Cuc Quan 1y Dugc - BO Y té & cong khai ndi dung
vi pham cua co so trén trang thong tin dién tir cia Bo Y té; thong bao t6i co quan
Thanh tra, co quan Hai quan va céc co quan chirc ning c6 thim quyén dé xem xét,
xu Iy theo quy dinh ctia phép luat.

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

) Chuwong VI
PIEU KHOAN THI HANH

Piéu 25. Hiéu lyc thi hanh"

10 Théng tu s6 45/2011/TT-BYT c6 hiéu luc ké tir ngay 05 thang 02 nim 2012 quy dinh nhu sau:

“Piéu 8. Hiéu lwc thi hanh

Théng tw ndy c6 hiéu luc thi hanh ké tir ngay 05 thang 02 nam 2012. Céc quy dinh trude
day trdi véi quy dinh tai Thong tw ndy déu bdi bo.

Trong qud trinh thue hién, néu cé khé khan vudng mdc, dé nghi cdc don vi phdan danh kip
thoi vé Cuc Quan Iy dwege - BY Y té dé nghién citu sira d6i, bé sung cho phit hop./.
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Thong tu nay c6 hiéu luc thi hanh sau 45 ngay ké tir ngay ky. Bii bo Thong tu
s6 06/2006/TT-BYT ngay 16/5/2006 cua Bo Y té hudng dan xuat khau, nhap khau
thudc va my pham; Thong tu s6 13/1998/TT-BYT ngay 15/10/1998 ciia Bo Y té
huéng dan viée tiép nhan, quan 1y va stir dung thudc vién trg ctia nudc ngodi vao
Viét Nam; cac quy dinh vé nhap khau vic xin va sinh pham y té tai Thong tu sd
08/2006/TT-BYT ngay 13/6/2006 ciia Bo Y té huéng dan nhap khau vac xin, sinh
pham y té; hoa chat, 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 thyc hi¢n, néu c6 kho khin, vuong mic dé nghi cac don vi bao
céo vé Cuc Quan 1y dugc - B Y té dé xem xét, giai quyét./.

BO Y TE XAC THUC VAN BAN HQP NHAT
S6: 09/VBHN-BYT Ha Ngi, ngay 09 thang 7 nam 2014
KT. BO TRUONG
THU TRUONG

Pham Lé Tuin

Thong tu s6 38/2013/TT-BYT ¢6 hiéu luc ké tir ngay 01 thang 01 nim 2014 quy dinh nhu sau:

“Piéu 2. Piéu khodn chuyén tiép

1. Hé so dé nghi cap gidy phép nhdp khau thuéc chia cé sé dang ky nép trude ngay 01
thang 01 nam 2014 thuc hién theo quy dinh tai Théng tw s6 47/2010/TT-BYT ngay 29 thing 12
nam 2010 cua Bo truong Bo Y e huong déan hoat dong xudt khéu, nhdp khéu thudc va bao bi
triec tiép véi thudc.

2. Gidy phép nhdp khdu nguyén liéu lam thuoc chiea cé sé dang ky dwoc cdp trude ngay
Théng twe nay cé hiéu luc dwoc phép thie hién cho dén hét thoi han ghi trong gidy phép.

Diéu 3. Trach nhiém thi hanh

1. Cuc Qudn Iy Duoc cong bé triede ngay 31 thang 12 nam 2014 doi véi tat cd cdc thuoce da
dige cdp sé dang ky trude ngay 01 thang 7 nam 2014.

2. Ké tir ngay 01 thang 7 nam 2014, Cuc Qudn 1y Dwoc céng bo nguyén liéu thudc Danh
muc nguyén liéu lam thuée dwoc phép nhdp khiu (khéng yéu cau phdi cé gidy phép) trong vong
30 ngay lam viéc ké tir ngay thudc dwoc cdp sé dang k.

Diéu 4. Hi¢u lic thi hanh

Théng tu nay 6 hiéu lwc thi hanh ké tir ngay 01 thang 01 nam 2014.

Khodn 3 Diéu 4, Piéu 19 Thong tw 47/2010/TT-BYT va Mau sé 1a, Mdu sé 12a, 12b, 12c,
12d, Madu sé 3 ban hanh theo Théng tw 47/2010/TT-BYT hét hiéu lwc thi hanh ké tir ngdy Théong
tw nay co hiéu lyc.

Trong qua trinh thyc hién, néu cé kho khan, viedng nchc, dé nghi cdc tOA:ChLZ’C, ca nhan phan anh
kip thoi vé Bo Y té (Cuc Quan ly Duoc) dé dwoc huwong dan hodac swa doi, bo sung cho phu hop./.”
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DANH MUC

NGUYEN LIEU VA THUO

C THANH PHAM CAM NHAP KHAU

PE LAM THUOC DUNG CHO NGUOI
(Ban hanh kem theo Thong tur s6 47/2010/TT-BYT ngay 29 thang 12 nam 2010
cua B¢ truong Bo Y té)

Tén hoat chat

Tén khoa hoc

(+) - Lysergide(LSD, LSD-25)

3,4-Methylenedioxyphenyl-2-
propanone

9,10-didehydro-N, N-diethyl-6-methylergoline-
8b-carboxamide

N-(3-methyl-1-phenethyl-4-
piperidyl)propionanilide

N-[3-methyl-1-[2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide

3-O-acetyltetrahydro-7a-(1-hydroxy-1-
methylbutyl)-6, 14-endo-ethenooripavine

N-[1 a -methylphenethyl)-4-
piperidyl]acetanilide

a-3-acetoxy-6-dimethylamino-4,4-
diphenylheptane

a-3-ethyl-1-methyl-4-phenyl-4-
propionoxypiperidine

N-[1-( a-methylphenethy)-4-
piperidyl]propionanilide

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

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

Amfetamine (Amphetamine)

(+)-a-methylphenethylamine
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21 | Amineptine 7-[(10,1 '] -dihydro-5ﬁ—dil?enzo[ a,d] cyclohepten-
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, S-y)amino]heptanoic acid
22 |Ampletamine ]

3 Analgin
____|(metamizol; Dipyroney |

. 4-Piperidinecarboxylic acid, 1--/2-(4-
(24 |Anilenid T_____________________________‘?W?’f‘?f??’.?.’?XQ??.’?J’.Q?‘EB@??’Q’_Z_?_ _e_€[ﬁy_!(_ ester |
25 |Anthranilicacid ~ |2-aminobenzoicacid |
26 |Aprotinin
1-[(4-fluorophenyl)methyl]-N-[1-[2-(4-

27 |Astemizole methoxyphenyl)ethyl]-4-piperidyl]-
... |benzoimidazol-2-amine |
28 |Benzaldehyde ~ |Benzoic Aldehyde; Benzenecarbonal |

1-(2-benzyloxyethyl)-4-phenylpiperidine-4-

29 |Benzethidine carboxylic acid ethyl esterBenzylmorphine 3-
. |benzylmorphine |
30 |Benzyl Cyanide ~ |2-Phenylacetonenitrile. |

31 |Betacetylmethadol ﬁ—.3—acetoxy-6-dimethylamin0-4, 4-
... |diphenylheptane |

37 Beta-hydroxy-3- N-[1-(p--hydroxyphenethyl)-3-methyl-4-
___|methylfentanyl | piperidyl[propionanilide |

N-[1-( B-hydroxyphenethyl)-4-
33 |peta-hydroxyfentanyl | plp[eriigl];rOP;:)yfanilidey -

34 |Betameprodine b —3-e.thy l-]-n?eth)'/ l—.4-p henyl-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) (i)-4-brom0—2,5-dzmeth0xy e
. |methylphenethylamine |
38 _|Cannabis and Cannabis resin | Cdy can sa va cdc san pham chiét xuat tir cdy can sa |
39 |Cathinone (-)-(S)-2-aminopropiophenone |

acide (6E)-(3R,5S)-7-[4-(4-fluorophényl)-5-

40 |Cerivastatine (methoxymethyl)-2,6-bis(1-méthyléthyl)-3-
____________________________________________________ pyridyl|-3,5-dihydroxyhept-6-énoique |
_41 |Chlormezanone | ]

47 |Clonitazene 2-(p-chlorobenzyl)-1-diethylaminoethyl-5-

nitrobenzimidazole
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43 |Cocaleaf la cay Coca ]
44 |Codoxime ~|dihydrocodeinone-6-carboxymethyloxime |
45 |CYCLOBARBITAL | S-(I-cyclohexen-1-yl)-5-ethylbarbituric acid |
46 |Desomorphine |dihydrodeoxymorphine |
47 |Desomorphine |dihydrodeoxymorphine |
48 |DET  |3-[2-(diethylamino)ethyl]indole |
49 %:;ﬁ;t}?;zﬁine) (+)-a-methyphenethylamine
50 |Dexfenfluramine | ]
- (1+)- 4- dimethylamino- 1,2- diphenyl- 3- methyl-
) ) N-/2-
32 |Drampromide | ( mifhylphenefhylaminO)pmpyl]prf)pionanﬂide_
53 |Diethylamine |N-Ethylethanamine |
54 |Dicthylthiambutene |3-diethylamino-1,1-di(2 -thienyl)-1-butene |
) ) 7, 8-dihydro-7 a-[1-(R)-hydroxy-1-methylbutyl]-
35 |Dihydroetorphine ), 6 ,14-enydo-efhangfet(rcfhyglmwg?avineyly]
56 |Dihydromorphine ]
57 | Dimenoxadol Zfdimethylaminoethyl-] -ethoxy-1,1-
... |diphenylacetate |
58 |Dimepheptanol |4 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 pmMmA (£)-2,5-dimethoxy-o-methylphenethylamine |
3-(1,2dimethylheptyl)-7,8,9, 10-tetrahyvdro-6,6,9-
B imhyL ot dibenofsdipran ol
63 pmr |3-[2(dimethylamino)ethyl/lindole |
64 \DOET | (£)-4-ethyl-2,5-dimethoxy-o-phenethylamine |
) 60R,100R)-60,7,8, 10a-tetrahydro-6,6,9-
6 _5____]??1_1_??1_1_(_)_1 _____________________________ f( V_l:’??_eﬂl)_’_l_'_?)tl??’?!ﬂtQﬁ'@?@?ﬂ%‘i@’EZJPXTQﬂt_1_'_?_1____
) its esters and derivatives which are convertible
66 |Ecgonine : .
to ecgonine and cocaine
67 Erythromycine d'ng muei | ]
__|Bstolate | ]
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 |
72 | Btonitazene 1 -.dzethyla.mz.noethyl—Z—p—ethoxybenzyl-5—
. |mtrobenzimidazole
73 |Etorphine tetrahydro-7 a-. (1 -h.ydroxy-l -methylbutyl)-6,14-
. |endo-ethenooripavine
L 1-[2-(2-hydroxyethoxy)ethyl]-4-
74 |Etoxeridme | phenylpiperidine-4-carboxylic acid ethyl ester |
75 |Etryptamine |3-(2-aminobutyl)indole
76 |Fenetylline 7-[2-[ (a-I?aethylphenethyl)ammoj ethyl]-
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, theophylline |
77 |Fenfluramine | ]
78 |Formamide  |Methanamide; Carbamaldehyde
79 |Furethidine 1-(2—tetr'ahy flr.o fw’ﬁtryloxyet}.zyl)-{—
R phenylipiperidine-4-carboxylic acid ethyl ester
80 |Gatifloxacin
81 |GHB  |r-hydroxybutyricacid
82 |Glafenine o\
83 |Heroin  |Diacetylmorphine
84 |Hydrocodone  |Dihydrocodeinone
85 |Hydromorphinol | 14-hydroxydihydromorphine |
1 4-m-hydroxyphenyl-1-methylpiperidine-4-
86 |Hydroxypethidine 1 oeyiic acid ethyl ester
87 | somethadone 6-dimethylamino-5-methyl-4,4-diphenyl-3-
e |hexanone
88 |Isosafrole | (1,3-benzodioxole, 5-(1-propenyl)-) |
89 |Ketobemidone 4-m-l.zy drox'yp h.en.y -1-methyl-4-
____________________________________________________ propionylpiperidine
Levamfetamine )

% |(Levamphetamine) | (-(R-ocmethylphenethylamin
91 |Levamisole (6S)-?,3,5, 6-Tetrahydro-6-phenylimidazo [2,1-
b thiazole
92 |Levomethamphetamine |, (-)-N,o-dimethylphenethylamine |
93 |Levomethorphan* |, (-)-3-methoxy-N-methylmorphinan |

: (-)-4-[2-methyl-4-oxo-3,3-diphenyl-4-(1-
9% |Levomoramide | pyrrolidinyhbutylJmorpholine
95 |Levophenacylmorphan (-)-3-hydroxy-N-phenacylmorphinan
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96 | Lysergic acid ((863)-9,1 Q—dzdehydro-6—methylergolme-8-
s |earboxylic
(+)-N-ethyl-o-methyl-3,4-
9 7 MDENethyl _ MDA _______________ (methylenedioxy)phenethylamine
93 | MDMA (+)-N, a-dzmgthyl—o”’, 4-(methylene-dioxy)
____________________________________________________ phenethylamine ]
99 | Mecloqualone |3-(o-chlorophenyl)-2-methyl-4(3H)-quinazolinone
100 | Mescaline |3,4,5-trimethoxyphenethylamine
101 | Mescathinone ~|2-(methylamino)-1-phenylpropan-1-one |
Metamfetamine . .
192 (Metamphetamine) | (-()-Na-dimethylphencthylamine |
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 |3-methyldihydromorphinone |
5-methoxy-a-methyl-3,4-
1 1 2 MM DA ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, (methylenedioxy)phenethylamine
113 | Moramide intermediate 2—methyl-‘3 -m?rpholmo-] ,1-diphenylpropane
.. |carboxylicacid
o 1-(2-morpholinoethyl)-4-phenylpiperidine-4-
4| Morphenidine | poxylic acid ethyl ester
115 | MPPP 1-methyl-4-phenyl-4-piperidinol propionate
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, (ester)
116 | N-Acetylanthranilic acid | benzoic acid, 2-(acetylamino)- |
(+)-N-[o-methyl-3,4-(methylenedioxy)
(17| Nhydroxy MDA = | phenethylJhydroxylamine
Nimesulide (trtr thudc thanh
118 pham dang dung ngoai da,
nguyén liéu dé san xuat
_________ thu6e dung ngoaida) | ]
119 Nitroethane | ]
120 | N-Methylpseudoephedrine
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121 | Noracymethadol (ﬂ.:. )-o0-3-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.-ﬂuc.)r0-N-(I-p henefﬁy -
____________________________________________________ piperidyl)propionanilide |

3-hexyl-7,8,9,10-tetrahydro-6,6,9-trimethyl-6 H-

17 Pahexyl A ibenzoppdf pyran-iol
128 |PEMOLINE  |2-amino-3-phenyl-2-oxazolin-4-one |
129 |PEPAP | I-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-Eth0xypﬁenyl) acetamide; p-
... |acetophenetidide
134 | Phenadoxone | 6-morpholino-4,4-diphenyl-3-heptanone
135 | Phenampromide | N-(I-methyl-2-piperidinoethyl)propionanilide |
136 | Phencyclidine (PCP) | I-(1-phenylcyclohexyl)piperidine
137 | Phenmetrazine |3-methyl-2-phenylmorpholine

138 | Phenolphtalein ..?,3-bzs (4-hydroxyphenyl)-1-(3H)-
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, isobenzofuranone |
139 | Phenomorphan | 3-hydroxy-N-phenethylmorphinan |

- 1-(3-hydroxy-3-phenylpropyl)-4-
140 | Phenoperidine | phenylpiperidine-4-carboxylic acid ethyl ester |
141 | Phenylaceticacid ~|benzeneaceticacid
Phenylpropanolamin :

-(]- - (+)-
19| (Norephedriny | Benzenemethanol, a- (I- aminoethyh- (£)-
143 | Piminodine 4-phenyl-.] -(37phenylammopropyl)pzperldme-4-
... |carboxylic acid ethyl ester
144 | Piperidine  \Piperidine
145 | Piperonal | 1,3-benzodioxole-5-carboxaldehyde; |
146 | Piperonyl Methyl Cetone |~~~
147 | PIPRADROL | 1,1-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-a-methylphenethylamine
150 | Pratolol ]
151 | Proheptazine | 1,3-dimethyl-4-phenyl-4-propionoxyazacycloheptane

152 | Properidine 1 -methyl-4-phenylpiperidine-4-carboxylic acid
_____________________________________________________ isopropylester |
153 | Psilocine, psilotsin | 3-/2-(dimethylamino)ethyl[indole-4-ol |

154 | Psilocybine 3-'[2-(dimethylamino)ethyl] indole-4-yl
el |dihydrogenphosphate |

Pyramidon 4-diméthylamino-2,3-diméthyl-1-phényl-3-
__1__5?__,,(@11?,19911@992,911@ ,,,,,,,,,,,,,,,, pyrazolin-5-one |
156 | Racemethorphan |, (£)-3-methoxy-N-methylmorphinan |

) +)-4-[2-methyl-4-oxo-3,3-diphenyl-4-(1-
17| Racemoranude zgy)rmlédinyl)b{ﬂyl]morpholini ,,,,, e
158 | Racemorphan |y (£)-3-hydroxy-N-methylmorphinan
1-(2-methoxy carbonylethyl)-4-

159 | Remifentanil (phenylpropionylamino)piperidine-4-carboxylic
. |acidmethylester |

160 | Rolicyclidine (PHP, PCPY) |I-(1-phenylcyclohexyl)pyrrolidine

1,3-benzodioxole,5-(2-propenyl)-); HS code:
ol fsaole S mmber 94-d0g
[35-(3 a, 3aa, 5ap, 9bp]-3a,5,5a,9b -

162 | Santonin Tetrahydro - 3 5a, 9 - trimethylnaphtho [1,2-b]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, furan-2, 8 (3H,4H)- dione
163 | Secobarbital |, S-ally-5-(I-methylbutyl)barbituric acid |

) ) +)-dimethyl-1-[1-(4- chlorophenyl) cyclobutyl]-
16481butrammegV?V3frlm£thyl[bufgnlam:;ey)y ________ ly]
165 |STP,DOM |2, 5-dimethoxy-a,4-dimethyiphenethylamine |
166 | Sulphuricacid1 ~ |sulfuricacid |
167 | Tenamfetamine (MDA)  |a-methyl-3,4-(methylenedioxy) phenethylamine |
168 | Tenocyclidine (TCP) | 1-[1-(2-thienyl)cyclohexylpiperidine
169 | Terfenadine ]

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

170 | Tetrahydrocannabinol (YR, 10aR)-8,9,10,100-tetrahydro-6,6,9-

trimethyl-3-pentyl-6 H-dibenzo[b,d] pyran-1-o1;
(6aR,9R, 100R)-60.,9,10, 1 0a-tetrahydro-6,6,9-
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trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-01;
(6aR,10aR)-6a,7,10,100-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d] pyran-1-o1;
6a,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d]pyran-1-ol,
(6aR,10aR)-60,7,8,9,10,10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6 H-

o |dibenzo[bd|pyran-l-ol |

171 | Thebaine 6,' 7,8,14-Tetradehydro-4,5 -e.poxy—S, 6- '

e | dimethoxy-17-methylmorphinan; paramorphine |
172 | Thiofentanyl N._[ ! _.[ 2- (2-thze.ny l)et.h%/ lj-4-
____________________________________________________ piperidyljpropionanilide |
173 | Tilidine (£)-ethyl-trans-2-(dimethylamino)-1-phenyl-3-
.. |oyclohexene-l-carboxylate |
74| ™A ] (£)-3,4,5-trimethoxy-a-methylphenethylamine _ |
A75| Toluene  |benzene methyl- |
176 | Trimeperidine | 1,2,3-trimethyl-4-phenyl-4-propionoxypiperidine_ |
177 | Ziperol a- (¢ a-me.thoxybenzy)-4 -(p-methoxyphenethyl)- -
____________________________________________________ piperazineethanol ]
178 | Zomepirac 5-(4-Chlorobenzoyl)-1, 4-dimethyl-H-pyrrole-2-

acetic acid

* Danh muc s€ bao gém ca cic hoat chit thuoc Danh muc cdc chit ma tay va tién
chat do Chinh phu ban hanh nhung khong thudc danh muc thuéc gay nghién, danh muc
thuoc hudng tdm than va danh muc tién chat dung lam thudc do B§ Y té quy dinh.



MAusd 1a !

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tu do - Hanh phuc

BAO CAO NHAP KHAU VAC XIN SINH PHAM

Tén véc xin, Ned Doi v6i don hang xin Tén don
SPYT, him sayh o GPXK ) Tén Cong | Cong | vity
Pon | san | Ngay | .« X A Cong ty .
luong, : X - | So| SO |Cong | .z .z . , £ ty cung ty thac
STT lyang bao ché,| Y+ | XUt | mhap |0l 1 ong | dung | SO IAYPREp | o0 | SANXUAL | 2 ren | nhap | nha
ang bao eS| b | Han | khau N 1 hap khdu | D8 | Ténnuse | P ‘P &P
quy cach \ I cap nudc khau | khau
, - dung (néu co) L .
doéng goi (néu o)

..... , ngay... thang... nam......
Giam doc doanh nghi¢p nhip khéu
(Ky, ghi ro ho tén, dong dau)

! Méu nay duoc thay thé boi Mau sé 3 Phu luc I ban hanh kém theo Thong tu s6 38/2013/TT-BYT sua doi, bd sung mot s6 diéu cta Thong
tu s0 47/2010/TT-BYT cta BJ trudng Bo Y t€ hudng dan hoat dong xuat khau, nhép khau thudc va bao bi truc ti€p véi thude, co6 hiéu luyc ké
tir ngay 01 thang 01 nam 2014.

(44
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MAu sb 1b1

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC CO SO PANG KY NHAP KHAU

(Tw..... dén......)
Kinh @i, ..o
Nong . . . Tén co A % Loai gia | .z
A . | Quy | Tén | Tén | Tén | , .~ | Tén z S6 . > |Tong |, . ., |Phuong
Tén d(;) Ten cach |co so | nude | coss | 201 h?p nuoc ?0 an Ma | luong GlAa nha;p gia Ngfl Y Cu;a thirc
STT % | hoac | hoat | . , X ~_ | khau uy z, |dang | vi nhap | khau .| nhép | khau N
thuoc | | . z, |dong | san | san | nhap , xuat il HS | (thuc % tr1 % n van
ham | chat .- X X % thac 2 | ky |tinh ~ | khau | (CIF, ~ | khau | nhép 2
lrong g61 | xuat | xuat | khau (néu c6) khau nhap) FOB..)) nhap chuyén
1 2 3 4 5 6 7 8 9 10 | 11 |12 13| 14 15 16 17 | 18 | 19 20
...... , ngay... thang... ndm......
Nguwoi lap Giam doc doanh nghiép nhap khau
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

197
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MAu s6 1b2

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SO, Poc 1ap - Tu do - Hanh phic
THONG TIN THUOC CHUA CO SO PANG KY NHAP KHAU
(Tiw... ... den...... )
Kinh @i, ..o
Nong Quy | Tén | Tén | Tén | Ténco | Tén Pon sé Loai gid | Phuon
| do |Ten| XW | TR C e " lGPNK ([P Gia | nhap | Téng |Ngay| Cia | ong
Tén N cach |co s&| nuodc |co sd| s& NK | nudc R vi | Ma | luong N 2 o i % thire
STT « | hodc |hoat| , \ \ A | . z, | (So, |.. nhap | khau |gia tri | nhap | khau N
thudc | | | z, |dong | san | san |nhdp | uy thac | xuat .\ |tinh | HS | (thuc % A % A van
ham | chat )\ " " | 1t | xuét | khau | (néu c6) | khau | "E2Y) nhap) | KPau | (CIF, | nhdp | khau nhap| o
luong g P FOB...) Y
1 2 3 4 5 6 7 8 9 10 11 12 | 13 14 15 16 17 18 19 20
...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghi€p nhap khau

(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

144
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MAu s6 1b3

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC NHAP KHAU KHAN CAP CHO NHU CAU
PHONG CHONG DICH, THIEN TAI

(Tir....... dén......)
Kinh gl oo
A A A A A A £ Loai gia
| Nong fp. | Quy | Ten | Tén | Ten | Ténco | Tén | moype | oy | | S0 | Gie | hhas | Téng | Nedy | Cira | Phuong
Tén |d6 hoac cach |co sé | nudc | cosd | sd NK | nude R .| Ma | luong N % o n 2 AR
STT £ \ hoat | ., , \ A | . % (So, Vi nhdap | khau |giatri| nhap |khau |thirc van
thuoc| ham Z, | dong | san | san | nhap |uy thac| xuat . , HS | (thuc % A X A 2
chat - £ X X Ty 2| ngay) | tinh ~ khau | (CIF, | nhap | khau |nhép | chuyén
luong g61 | xuat | xuat | khau | (n€uco)| khau nhap) FOB..)
1 2 3 4 5 6 7 8 9 10 11 12 | 13 14 15 16 17 18 19 20
...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghi€p nhap khau
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

Sy
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MAu s6 1b4

TEN DOANH NGHIEP NHAP KHAU

SOt Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC NHAP KHAU ,
PHUC VU CHO CAC CHUONG TRINH MUC TIEU QUOC GIA

(Tir...... dén......)

CONG HOA XA HOI CHU NGHIA VIET NAM

Kinh guic. ..o
Nong Tén | ... . R . £ Loai gia
| a6 |Ten| QY | o | Tén | Tén | Tenco Ten | op\pipon| | SO 1 Gis | nhap | Téng |Ngay| Cira [TPUORE
STT| T2 | hogc |hogt | &M | gq |Mue|cosa) SONK fnude) gq o) -y | MA luong | a1 ypan | gid tri | nhap | khau | T
thu0e | am | chat | 90M8 | gan | 530 |mhap Uy thic) xudt o, 0y oy | HS | (thee ypsi | (CIF, | nhap | khau | nhap | V4%
luong goi | 2% | xudt | khau | (néucd) | khiu gay nhap) FOB...) 4P P | chuyén
1| 2 | 3 | 4] 5 |61 7| 8 9 |10 | 11 |12 |13] 14 | 15| 16 | 17 | 18 | 19 | 20
...... , NEAY... thang... nam...... .
Nguwoi lap Giam doc doanh nghiép nhap khau

(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

9t
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MAu s6 1b5

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phuc

THONG TIN THUOC NHAP KHAU VIEN TRQ VA VIEN TRQ' NHAN DAO
(Tir......dén......)

Nong
d6 | Tén
hodc | hoat

N R N N R z Loai gia
Quy | Ten | Ten | Tén | Tenco | Ten |oppripon | | SO | Gis | nhap | Téng [Neay| Cira
cach |co s¢| nudc |co sd| s& NK | nude X .| Ma | luong
, \ \ ~ | , <, | (So, | vi
dong | san | san |nhdp |uy thac | xuat

L | SaR | ey A gy )| tinh | 15 | (thue
g01 | xuat | xuat | khau | (néu co6) | khau gay nhép)

Phuong

nhap| khau |gia tri| nhap | khau| DU

ham | chét khau| (CIF/ |nhap |khdu |nhap Chva“én
luong FOB...) 4wy

Tén

ST thuée

1 2 3 4 5 6 7 8 9 10 11 12 | 13 14 15 16 17 18 | 19 20

...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghiép nhip khau
(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

Ly
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MAiu s6 1b6

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC XUAT KHAU
(Khong bao gom thuoc gay nghién, hwéng tam than)

Kinh @i, ..o
. | Nong do | Tén Quy Tenv Te,n Tén co Te,n S(,) d?r}g Pon | S6 lugng | Gia Tong Ngay | . | Phuong
Tén < 7 cach | cos¢ | nuoc | .« | nudc | ky/Giay . z, |glatri 2. | Cua . A
STT 2 | hodac ham| hoat | _, , X s& xuat N . " Vi (thuc xuat 4| xuat x| thurc van
thuoc 1 z, | dong | san san 2 nhap | phépnhdp | , £ 2 | xuat z | khau 2
uong | chat o6i | xudt | xuit khau Khiu Khiu tinh | xuat) | khau Kkhiu khau chuyén
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

...... , ngay... thang... nam......
Ngudi lap Giam doc doanh nghié¢p nhip khau
(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

1%
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MAiu s6 1b7

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SO, Poc 1ap - Tu do - Hanh phic
THONG TIN NGUYEN LIEU LAM THUOC NHAP KHAU
(CO SO PANG KY HOAC CHUA CO SO PANG KY)
(Tir......dén......)
Kinh guic. ..o
Sb dang R Loai gia . Tén co

Ten | ky/gidy | o CETG Nuée | o |Pon| oo | Gid | nhap | Tong ;e:é so nhdp |Nudc|Ngdy| . P}E}Lfg?g

STT |nguyén| phép c%i Y <an san HS vi luron nhdp | khau | gidtrl aha khau uy | xuat | xuat khiu | van
liéu | nhap P oo | xudt tinh | "O"8 | khau | (CIF, | nhap khép thic | khu | khiu R

khau “ FOB...) %1 (néu co) 1wy

1 2 3 4 5 6 | 7] 8 9 10 11 12 | 13 14 15 16 | 17| 18

..... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghiép nhap khau

(Ky, ghi ho tén)

(Ky tén, ghi ho tén, dong dau)

6%
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MAu s6 1b8

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phic

THONG TIN BAO BI, TA DUGC LAM THUOC NHAP KHAU
(Tir......dén......)

Kinh @i, ..o
: Loai gif | .z |Ténco| 10€C
Tén bao SO dang ky/ .. |Tén co| Nudc |, .~ | Pon ;| Gid oat gl¢ Tong . | sonhap |Nudc|Ngay| .. |Phuong
. X 2 Ngay | ., . |Ma| . SO ~_ |nhap khau| ., S| s& P X | Cua |,
STT| bi,ta | gidy phép 2 sé san | san Vi nhap gia tri ~ | khauuy | xuat | nhap 2 |thure van
. X cap X ., |[HS| ., [luong| % (CIF, .| nhap , X x| khau 2
dugc | nhap khau xuat | xuat tinh khau nhap 2 thac | khau | khau chuyén
FOB...) khau L
(néu co)
1 2 3 4 5 6 7| 8 9 10 11 12 13 14 15 16 17 18

...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghiép nhip khau
(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

0S
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MAu s6 1b9

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SOt Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC THANH PHAM NHAP KHAU CO CHUA HOAT CHAT GAY NGHIEN
HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Tir........ den......)

Kinh gl ..o
o ) Gid Co sé
Ham Quy Ten . S0 G,lay . ?O N%ay Bqn nhép LoalAgla 2 Tén el . s . | Phuong
~ | luong | 3 co |Nudc| phép | Ngay |dang| cap | vi I % nhap Tong . | thac |Nudc|Ngay| Cua ,
Tén . > | cach - \ n i % , . S6 | khau % 2| cosd N z . z thure
STT thube hodc dong | SO | san nhdp |capsd| ky |SDK | tinh lwone | thue khau | gid tri aha nhdp | xuat | nhap | khau An
ndng Oéig sin | xuit | khau |GPNK|(néu| (néu | nho |0 ¢ & | (CIF, | nhip khéﬁ khau | khau | khau | nhap chVu- 5
do | 8 | xuét (GPNK) ¢ | co) | nhat FOB...) (néu Y
c0)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21
...... , ngay... thang... nam......
Ngudi lap Giam doc doanh nghiép nhap khau
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

IS
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MAu s 1b10

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tu do - Hanh phic

THONG TIN THUOC THANH PHAM XUAT KHAU CO CHUA HOAT CHAT GAY NGHIEN
HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Tir...... den......)

Kinh guic. ..o
A R n n Sb S6 Z 2

R I:IOH% Tén Quy Tenv Te’n Tén co Te’n Gidy | dang | Pon 50 Gia Tong Ngay | . | Phuong

Tén |d0 hoac cach | cosé [nuoc| , « | nudc . , .| luong £ gia tri . | Cua A
STT x . hoat | ., , . |séoxuat| .. [phép| ky | wvi xuat x xuat x| thirc van

thudc | ham z, | dong | san | san x| nhap s % , (thye 2 xuat x| khau X
chat > X z, | khau x| xuat | (néu | tinh z khau 2 khau chuyén

luong g01 xuat | xuat khau Kkha . xuat) khau
au| co)
1 2 3 4 5 6 7 8 10 11 14 16 17 18 19 20

...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghiép nhip khau
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

[4S
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MAu s6 1b11

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tu do - Hanh phic

THONG TIN NGUYEN LIEU THUOC GAY NGHIEN HOAC HUONG TAM THAN,
TIEN CHAT DUNG LAM THUOC NHAP KHAU
(Tir......dén......)

Kinh guic. ..o

. Loai gia : Tén co s&

Tén | SO dang ky/ .. | Tén co| Nudc . | Pon £ Gia nhap Tong |Ténco| , . : | Nudc | Ngay , Phuong
o £ . Negay | . ., , Ma . So A X > | L. | nhap khau z A Cua A

STT|nguyén| gidy phep Ap | SOsan | osan ol Vi nhap khau | gia tri (s6 nhap v thac xuat | nhép Khiu thire van
licu | nhap khiu Pl xudt | xudt tinh | "' | khau | (CIF, | nhap | khéu | "% 2¢ | khiu | khau chuyén

FOB...) (néu cd)

1 2 3 4 5 6 7 8 10 11 14 16 17 18 19 20 21 22
...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghi¢p nhap khau
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

€S
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MAu s6 1b12

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SO Poc 1ap - Tu do - Hanh phic
THONG TIN DUQC LIEU, THUOC TU DUQC LIEU, THUOC PONG Y NHAP KHAU
(Ti...... den...... )
Kinh @i, ..o
A Tén , . Don vi . £ < Gia 2 \
T? N du(gc khoa Cq 50 NITOC Pon vi | nhap khau Nu(zc S? bK ,hoac Pon | S nhap Tong Ng? Y Cira
STT | li¢u, hodc san san A 2 \ , xuat | Giay phép NK | ., % gia tri | nhap 2
thudc hoc | \uat | xugt |Phapkhau| uy thdc |k ol gs T payy [ Vitinh luong | khau L Tz | Khau
(néu co) (néu co) - Neay (CIF) | ™P
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
...... , ngay... thang... nam......
Ngwoi lap Giam doc doanh nghiép nhip khau

(Ky, ghi ho tén)

(Ky, ghi ho tén, dong dau)

14
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MAu s6 1b13

TEN DOANH NGHIEP XUAT KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SOt Poc 1ap - Tu do - Hanh phic
THONG TIN DUQC LIEU, THUOC TU DUQC LIEU, THUOC PONG Y XUAT KHAU
(Tuw...... den...... )
Kinh @i, ..o
Tén duoc Tén Tenﬁ Tenﬁ o Te,n Sb dang bPon | L« Gia Tong Ngay , Phuong
A 4 co SO Ny nuoc e K . .| SO luong X g1a tr1 % Cura A

STT | liéu, hoac | Khoa hoc \ Z X ky/Giay phép Vi xuat £ xuat x| thirc van
thube | (néuce) | S0 | xuat | nhap | khdu | tinh | | khdu | XU | khdu | MY | chuyén

xudt | khdu | khau P khau 4

1 2 3 4 5 6 7 8 9 10 11 12 13 14

...... , ngay... thang... nam......
Nguwoi lap Giam doc doanh nghiép nhip khau

(Ky, ghi ho tén)

(Ky, ghi ho tén, dong dau)

S
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56 CONG BAO/S6 743 + 744/Ngay 09-8-2014

Mau so 1c¢

Tén co sé nhap khau CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc 1ap - tu do - hanh phuc

Kinh giri: Cuc Quén 1y dwoc - B§ Y té

BAO CAO TAM NHAP/TAI XUAT THUOC

Tén thudc, nong S6 S§ oik S6 gidy
do, ham lugng, Don ) Sty Ngay | phép | Ngay
TT \ A ‘o lwgng | phép tam n I £
dang bao che, vi tinh nha nha nhap | xuat xuat
quy cach dong goi P P khau
Ngay........ thang....... nam.....

Nguoi ding dau co SO
(Ky tén, ghi ho tén, dong dau)



MAu sb 2a
TEN DOANH N GHIEP NHAP KHAU

Tén doanh nghiép nhap khau (bao gdm cé tén viét tat, tén tiéng Viét, tén tiéng Anh):
Dia chi (bang tiéng Viét, tiéng Anh):

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc 1ap - Tu do - Hanh phic

DPON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
DA CO SO PANG KY

Kinh giti: Cuc Quan 1y dwoe - B§ Y té

STT

Tén thude,
ham
lugng,
dang
bao ché,
quy cach
dong goi

Hoat
chat

bon vi
tinh

Han
dung

S6
luong

Tén hoat chét giy
nghién (hodc hoat
chat huéng tam than,
tién chat dung lam
thudc) - ham luong
co trong 1 don vi dé
chia liéu hodc chua
chia lidu

Téng khdi lugng hoat
chat gay nghién (hoic
hoat chat huéng tim
than, tién chat dung
1am thuéc) xin nhap
khau (quy ra gam)

Tén &
dia chi
Cong ty
san
Xut -
tén nudc

Tén & dia
chi Cong ty
xuét khau -

tén nuodc

Tén & dia
chi Cong ty
cung C'Qip -
tén nudc

Cira khau du dinh s& dua hang vé (ghi o tén san bay, hai cang):
Chu ¥: Tén va dia chi ciia Cong ty san xuét, Cong ty xudt khau, Cong ty cung cip phai ghi day du, chi tiét.

Noi nhan: .
- Cuc Quan 1y Dugc - Bo Y té;
- Luu tai don vi.

......

ngay...

thang... nam....

Giam déc doanh nghiép nhap khéu
(Ghi 10 ho tén, ky, dong dau)
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MAu s6 2b

TEN DOANH NGHIEP NHAP KHAU

Tén doanh nghi€p nhap khau (bao gdm ca tén viét tat, tén tiéng Viét, tén tiéng Anh):
Dia chi (bing tiéng Viét, tiéng Anh):

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)

PA CO SO PANG KY O DANG PHOI HQP

Kinh gfri Cuc Quan 1y duoge - B§ Y té

Tén hoat chat giy

o n < Téng s6 khoi
: nghlren (hogc hoat luong hoat chét Tén &
Tén thuoc, chat huéng tam | . ° & on . |Tén & dia|Tén & dia| .. . | Tén & dia
\ z XA z, |gaynghién (hoac| ., . A dia chi . A
ham lugng, S6 £ than, tién chat z . chi cong | chicong | . chi cong
. > | Hoat |Pon vi Han SO . \ X hoat chat huéng X 1> | congty , .
STT | dang bao ché, Z . dang N dung lam thudc) - | XA ty san | ty xuat ty uy thac
. chat | tinh dung | luong . ; tam than, tién X 2 cung A 2
quy cach ky Ham luong c6 £, 1 1a xuat - khau- | « ~_|nhap khau
. .. .+~ | chatdung lam . . n . |cap-Teén|,6 %
dong goi trong 1 don vi da LN o Tén nudce | Tén nudc . (néu co) *
Y g thuoc) tinh nudc
chia liéu hogc ra eam
chua chia liéu &
Cira khau du dinh s& dua hang vé (ghi ro tén san bay, hai cang):
Chu y: Tén va dia chi cia Cong ty san xuat, Cong ty xuat khau, Cong ty cung cap phai ghi day du, chi tiét.
e Néu khong phai 1a nhap khau ty thac, phai ghi 1 1a: “Kinh doanh tryc tiép”.
[ ]
Noinhdgn: Ngay... thang... nam....

- Cuc Quan 1y duge - Bo Y té;

- Luu tai don vi.

Giam déc doanh nghiép nhép khau
(Ghi 10 ho tén, ky, dong dau)

8¢
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x A 2
Mau so 3

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

'BAO CAO TON KHO THUOC GAY NGHIEN ,
(HOAC THUOC HUONG TAM THAN, TIEN (;HAT DUNG LAM THUOC)
(Nguyén liéu, thanh pham)

Kinh giri: Cuc Quan Iy Dwoc - B§ Y té

Tén thube, ham luong,| Pon Sé luong | SO luwong - Téne b xubt | Tén kho dén
STT | dang bao ché, quy vi | ton kho ky | nhap trong Tong s6 tr(%n K nody. /. Hu hao | Ghichu
cach dong goi tinh trude ky EXY SR
Noi nhdn: ’ Ngudi lap bao cao
-Cuc QLD -BJ Y té; ..... Ngay... thang... nam....

- Luu tai don vi.

Giam déc doanh nghiép nhép khau
(Ky, ghi r6 ho tén, dong dau)

* Chit y: S6 lwong bdo cdo phdi dwoc cdp nhdt ngay trudc thoi gian xin nhdp khau.
* B4o cao ap dung: Co sé ban buon thudc.

2 sztu nay duoc thay thé boi Mau sb 4 Phu lup I ban h€1~nh kém theo Th@ng tur ) 38/20{3/TT-BYT stra doi, bd sung mét s diéu cua Théng
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thudc va bao bi tryc tiép voi thudc, cé hiu luc ké

tr ngay

01 thang 01 nam 2014.
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MéAu so6 4

TEN DOANH NGHIEP NHAP KHAU

(Doanh nghiép) kinh giri Hai quan ctra khau

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phic

DANH MUC NHAP KHAU THUOC THANH PHAM CO SO PANG KY

Kinh giri: Hai quan cira khau............

danh muc thudc c6 s6 ding ky nhap khau nhu sau:

Tén thubc, ham X s Tén cong ty | Tén cong ty | Tén cong ty | Tén & dia chi cong .
\ X :.| S0 dang | Han < - \ 2 £ : , A < | Ghi
STT | lugng, dang bao ché, | Hoat chat I din dang ky - san xudt - | cungcdp - |ty uy thac nhap khau chil
quy cach dong goéi y € | Tén nuéc Tén nudc Tén nudc (n€u co) *
* Néu khong phai 12 nhap khau uy thac, phai ghi rd 1a: “Kinh doanh tryc tiép”
Noinhgn: , ngay... thang... nam......
- Nhu trén; Giam ddc doanh nghi¢p nhap khau
- Luu tai DN (Ky, ghi ho tén, dong dau)
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Mau sO 5a

TEN DOANH NGHIEP NHAP KHAU

Tén doanh nghiép nhap khau (bao gdm ca tén viét tit, tén tiéng Viét, tén tiéng Anh):
Dia chi (bang tiéng Viét, tiéng Anh):

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

~ DON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC) CHUA CO SO PANG KY

Kinh giri: Cuc Quén 1y dwoc - B§ Y té

Tén thubc, ham
luong, dang
bao ché, quy

cach dong goi

Hoat
chat

Pon
vi
tinh

S6
luong

Han
dung

Tiéu
chuan
chét
lugng
(ghi 10
TC Duoc
dién hoac
TCNSX)

Cong
dung

Tén hoat chat gdy
nghién (hodc hoat
chét huéng tim
than, tién chat
dung lam thudc) -
Ham lugng cé
trong 1 don vi da
chia liéu hodc chua
chia lidu

Tong s6 khbi
lugng hoat chat
gay nghi¢n (hodc
hoat chat huéng
tam than, tién chat
dung lam thudc)
tinh ra gam

Tén &
dia chi
cong ty
san
Xuét -
Tén
nudc

Tén & dia
chi cong
ty XuAt
khau -
Tén nudce

Tén &
dia chi
cong ty
cung
cap - Tén
nudc

Cira khau du dinh s& dua hang vé (ghi o tén san bay, hai cang):
Chu y: Tén va dia chi cia Cong ty san xuat, Cong ty xuat khau, Cong ty cung cap phai ghi day di, chi tiét.

Noi nhan:

- Cuc Quan 1y dugc - B Y té;

- Luu tai don vi.

Ngay...

thang... nam....

Giam ddc doanh nghiép nhép khau
(Ghi 10 ho tén, ky, dong dau)
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MAu sb 5b
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tuw do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM CO CHUA THUOC GAY NGHIEN
(HOAC THUOC HUON G TAM THAN2 'I;IEN CHAT DUNG LAM THUOC)
CHUA CO SO PANG KY O DANG PHOI HQP
Kinh giri: Cuc Quin ly dwogc - B§ Y té
Tén doanh nghiép nhap khau (bao gom ca tén viét tit, tén tiéng Viét, ten tENG ANN):....c.ve v
Dia chi (DANG tHENG VIS, NG AN .....voeoeieeeeeeeeeeee et ee e e es e eseee s ees e eeeeeee s s eeeseseeseeeseeneees

o £ A X A n Téng s6 khoi n
Ten thuoc, Teén hoat chat gdy nghién | | o % ot chét | Tén & dia| Ten & dia| L% | Ten & dia
ham luong, (hoac hoat chat huéng tam | . . < . A . A dia chi . A
\ Don z X £, 1 \ gay nghién (hoac | chi cong | chi cong n chi cong ty
dang bao | Hoat . | Han | SO than, tién chat dung lam IS . X congty |, )
STT X £ vi \ Z \ . hoat chat huéng | ty san ty xuat uy thac
ché, quy | chat | , dung | luong | thudc)- Ham lugngco |, . A A % % 2 cung A x
, , tinh . <~ 1o -.x |tam than, tién chat| xuat - khau - £ ~_| nhap khau
cach dong trong 1 don vi da chia liéu | . N x A . o . |cap-Teén| %
. - . A dung lam thudc) | Tén nudc | Tén nude . (néu co) *
g61 hodc chua chia liéu , nuoc
tinh ra gam
Ctra khau dy dinh s& dua hang vé (ghi rd tén san bay, hai cang):
Chu y: Tén va dia chi cua Cong ty san xuat, Cong ty xuat khau, Cong ty cung cp phai ghi dy du, chi tiét.
* Néu khong phai 1a nhap khau uy thac, phai ghi rd 13: “Kinh doanh truc tiép”
Noi nhén: L , ngay... thang... nam....
- Cuc Quan ly duge - BO Y t& Giiam doc doanh nghi¢p nhap khau

- Luu tai don vi (Ghi o6 ho tén, ky, dong dau)
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MaAu s6 5¢

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc lap - Tw do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM CHUA CO SO PANG KY

Kinh giri: Cuc Quén 1y Duwgc - Bd Y té

(Doanh nghiép) kinh d& nghi Cuc Quan 1y Duoc - Bd Y t& xem xét duyét dé Doanh nghiép nhap khau thuéc chua
c6 s6 dang ky sau:

Ten thuoc, ham .| Hoat |Ponvi| Sbé Han | Tiéu chuan | Céng Te}1 core ty | Ten rore ty T?n doln Vi vy
lugng, dang bao ché, Z . . x san xuat - | cungcap - |thac nhap khau
. . .. | chat | tinh | luong | dung | chatlugng | dung A . A A AN s
quy cach dong goi Tén nudc Tén nudc (néu co)
* Néu khong phai 12 nhap khau uy thac, phai ghi rd 1a: “Kinh doanh truc tiép”
’ CUC QUAN LY pvgc L , ngdy... thang... nam...... ]
Chap thuén don hang nhap khau goém.... trang.... Giam doc doanh nghiép nhip khau
khoan kem theo Cong van s6...../QLD- KD ngay.... (Ky tén, dong dau)

thang.... nam.... cia Cuc Quan ly dugc - Bo Y té.
Ha N§i, ngay... thang... nam...
Cuc truong
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Maiu sb 5d
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tuw do - Hanh phic

DPON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE LA HUYET THANH
CO CHUA KHANG THE CHUA CO SO PANG KY
Kinh giri: Cuc Quén 1y Dwoc - Bd Y té

(Dognh nghiép) ki’nh dé nghi Cuc Quan ly Duoc - 376) Y té xem xét duyét dé Doanh nghi¢p nhap khau vic xin,
sinh pham y té 1a huyét thanh c6 chtra khang thé chua c6 s6 dang ky sau:

Ten vac xm,‘ham . |Ponvi| S6 | Ngaysanxuit/ | Cong | Tén cong ty san Ten cons R4 T?n dGP vivy
lugng, dang bao ché, . \ z N . cung cap - thac nhap khau
. . i tinh | lugng Han dung dung | xuat - Tén nudc A . £ s
quy cach dong goi Tén nuodc (néu co)
* Néu khong phai 12 nhap khau uy thac, phai ghi rd 1a: “Kinh doanh tryc tiép”
, CUC QUAN LY pvoc L , ngdy... thang... nam...... ]
Chap thuan don hang nhap khau goém ..... trang .... Giam doc doanh nghiép nhap khau
khoan kém theo Cong van s0...../QLD-KD ngay.... (Ky, ghi ho tén, dong dau)

thang.... ndm.... cua Cyc Quan ly duoc - B0 Y té.
Ha Noi, ngay... thang... nam...
Cuc trudéng
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MAu s6 5d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tuw do - Hanh phic

DON HANG NHAP KHAU SINH PHAM Y TE
DPE CHAN POAN BENH CHUA CO SO PANG KY

Kinh giri: Cuc Quén 1y Duwgc - Bd Y té

(Doanh nghiép) kinh dé nghi Cuc Quan 1y duoc - Bd Y té xem xét duyét dé Doanh nghiép nhap khau sinh pham y té
dung dé chan doan bénh chua c6 sd ding ky sau:

Tén sinh pham y té,’ ham
lugng, dang bao ché, quy
cach dong goi

Tén cong ty| Tén cong ty | Tén don vi uy thac
san xuat - | cung cap - nhap khau
Tén nudc | Tén nudc (n€u co)*

Pon vi| Sb lugng | Ngay san xudt/ | Cong
tinh | nhap khau Han dung dung

* Néu khong phai 12 nhap khau uy thac, phai ghi rd 1a: “Kinh doanh truc tiép”

’ CUC QUAN LS:( pvoc L , ngdy... thang... nam...... ]
Chép thuén don hang nhép khau gébm trang khoan Giam doc doanh nghiép nhip khau
kém theo Cong van s6...../QLD-KD ngay.... thang.... (Ky, ghi ho tén, dong dau)

nam.... cua Cuc Quan Iy Dugc - Bo Y té.
Ha N§i, ngay... thang... nam...
Cuc truong
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MAu s6 6a°

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N 10 F Poc lap - Tw do - Hanh phic

PON HANG NHAP KHAU THUOC HIEM, THUOC CHO NHU CAU PIEU TRI CUA BENH VIEN
TRONG TRUONG HQP PAC BIET

Kinh giri: Cuc Quén 1y Dwoc - BY Y té

(Doanh nghi¢p) kinh dé nghi Cuc Quan ly Dugc - B0 Y té xem xét duyét dé Doanh nghi¢p nhap khau thudc hiém,
thude cho nhu cau diéu tri cia bénh vién trong truong hop dac biét nhu sau:

8 dc, h . . Tén don viu
Ten thl‘mc’ hAam 111'()’1:1g, Hoat an S6 | Han |Ti€u chuan| Cong |Tén congty san| Tén cong ty cung , AT xy
dang bao ché, quy cach <, | vi . z SRR, . z 2 . thac nhap khau

. o chat | ,° [|luong| dung |chatlugng | dung |xuat- Tén nudc| cap - Tén nudc L,
dong goi tinh (néu cH)*

e Doanh nghiép chi dugc nhan uy thac nhap khau khi nop day du hd so theo quy dinh tai Piéu 12 Thong tu nay. Néu khong
phai la nhap khau uy thac, phai ghi r6 1a: “Kinh doanh tryc ti€p”

, CUC QUANLY pvgc L , ngdy... thing... nam...... ]
Chap thuan don hang nhép khau gém .... trang .... Giam doc doanh nghi¢p nhip khau
khoan kem theo Cong vén s6...../QLD- KD ngay.... (Ky, ghi 16 ho tén, dong dau)

thang.... ndm.... cua Cuc Quan ly Dugc - Bo Y te.
Ha Noi, ngay... thang... nam...
Cuc truéng

> Mau nay duoc thay thé boi Mau sb 5 Phu lup I ban h€1~nh kém theo Thfmg tur ) 38/20{3/TT-BYT stra doi, bd sung mét sd diéu cua Théng
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thudc va bao bi tryc tiép voi thudc, cé hiu luc ké
tir ngay 01 thang 01 nam 2014
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MAu s6 6b

TEN BENH VIEN CONG HOA XA HOI CHU NGHIA VIET NAM
So: o Poc 1ap - Tuw do - Hanh phic
V/v du trit mua thudc di€u tri

DU TRU THUOC HIEM, THUOC CHO NHU CAU PIEU TRI CUA BENH VIEN
TRONG TRUONG HQP PAC BIET

Kinh giri: (Tén doanh nghiép nhip khau)

Tén bénh vién:

Dia chi:

Dién thoai:

Fax:

So giwong bénh:

bé dap ung du thudc phuc vu cong tac kham chira bénh, Bénh vién..... dé nghi doanh nghiép (tén doanh nghiép) nhap
khau cac thudc sau dé cung cip cho nhu cau diéu tri ctia Bénh vién:

Tén thuoc, ham

STT | lwong, dang bao ché, | Hoat chit D(fn vi So lll’(.)’{lg Tle’(u chuan Céng dung Tén nl}a san’xuat -
. . ‘e tinh du tru chat lwgng Tén nuwoc
quy cach dong goi : :
B s
2
3

Cam két ciia Bénh vién:
1. Céc thude dy tru trén day chi sir dung. dé phuc vu cong tac kham chita bénh ctia bénh vién.
2.Bénh vién chiju trach nhiém vé viéc tiép nhan, sir dung thudc hop 1y, an toan.

..... , ngay... thang... nam....
Giam doc bénh vién
(Ky, ghi r6 ho tén, dong dau)
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x A 4
Mau so 7a

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO e, Doc l1ap - Tu do - Hanh phic

DPON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE THEO NHU CAU DPIEU TRI PAC BIET
CUA CO SO PIEU TRI, CO SO TIEM PHONG, CO SO XET NGHIEM

Kinh giri: Cuc Quén 1y Dugce - Bd Y té
(Doanh nghié¢p) kinh dé nghi Cuc Quan Iy Dugc - Bo Y té xem xét duyét dé Doanh nghi¢p nhap khau véc xin, sinh
pham y té chua c6 sé dang ky sau:

Tén vac xin, SPYT ham . £ . A A \ Tén congty | Tén don viuy
\ £ Donvi | SO lugng \ Cong Tén cong ty san £ . A £
luong, dang bao che, . A £ | Han dung X A . cung cap - | thac nhap khau
) , - tinh | nhdp khau dung xuat - Tén nudc A p AT
quy cach dong goi Tén nudce (néu co)

* Néu khong phai 1a nhap khau uy thac, phai ghi 1 1a: “Kinh doanh truc tiép”
~ Doanh nghi¢p xin cam két thuc hién dang cac quy dinh lién quan dén viéc nhap khau, van chuyén, bao quan, phan phdi cac
véc xin (sinh pham y té) trén theo ding quy dinh hién hanh.

’ CUC QUAN L\:( pvoc L. , ngdy... thang... nam...... ]
Chép thudn don hang nhap khau goém... trang... khoan Giam doc doanh nghi¢p nhap khau
kem theo Cong van s6.../QLD-KD ngay... thang... nam... (Ky, ghi 16 ho tén, dong dau)

cua Cuc Quan ly Dugc - Bo Y t€.
Ha N§i, ngay... thang... nam...
CUC TRUONG

4 sztu nay duoc thay thé boi Mau sb 6 Phu lup I ban h€1~nh kém theo Thfmg tur ) 38/20{3/TT-BYT stra doi, bd sung mét sd diéu cua Théng
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thudc va bao bi tryc tiép voi thudc, cé hiu luc ké
tir ngay 01 thang 01 nam 2014.
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Tén co s6: CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phic

...... , ngay.....thang..... nam...

DU TRU VAC XIN, SINH PHAM Y TE
Kinh giri: (Tén doanh nghiép nhip khau)

Dia chi:
Dién thoai: Fax:
Kinh dé nghi doanh nghiép (tén doanh nghi¢p) xem xét cho nhap cac san pham chwa cé so ding ky sau:
Tén véc xin, ham luong, ., X Tén don vi san xuét £ ,
T dang bao ché, quy cach dong goi Bon vi tinh S0 lugng (tén nuae) Doi tuong st dung
1
3

Sau khi nghién ciru Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ctua Bo truong Bo Y té Quy dinh viéc ding ky thude,
Thong tu sd 2010/TT-BYT ngay huéng dan thyc hién viéc nhap khau thude, bao bi tiép xuc tryc tiép voi
thudc, Quyét dinh s 23/2008/QB-BYT ngay 07/7/2008 vé viéc quan 1y, st dung vic xin, sinh pham y té dung cho ngudi, chiing
t61 xin cam két str dung cac vac xin (sinh phém y té) trén dang muc dich, ding dbi tuong, dung chi dinh theo cac quy dinh hi¢n
hanh, chiu sy thanh tra, kiém tra cia co quan c6 tham quyén, chi sir dung trong co quan chung toi. Trong trudng hop cé tai bién
xay ra hoac cac vi pham khac, chiing t6i xin hoan toan chiu trach nhiém trudc phap luat vé muc dich, di tuong, chi dinh cling nhu
moi van dé lién quan dén viéc st dung loai vic xin (sinh pham y té) nay. ) ) )

GIAM POC CO SO ’
(Ky, ghi ro ho tén, dong dau)
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70 CONG BAO/S6 743 + 744/Ngay 09-8-2014

Mau s6 7¢’
COMMITMENT
BAN CAM KET
To ensure the quality of vaccine and medical biological products
Ddm bdo chit lwong vic xin, sinh pham y té
To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, Viet Nam
Kinh giti: Cuc Qudn 1y Duoc - Bo Y té
1384, Giang Vo, Ha Noi, Viét Nam
Supplier’s name/Tén céng ty cung cdp:
Address/Dia chi:
Telephone number/Pién thoai Fax: Telex:
Manufacturer’s name/Tén cong ty san xudt:
Address/Dia chi:
We ensure that the following vaccines and medical biological products distributed by our company:
Chiing t6i xin bdo dam cdc vdc xin, sinh pham y té sau do chiing t6i cung cdp:

No Name of vaccine, biologicals, Produced by
] Packaging form (San xuat béi)
(Tén vac xin, sinh pham va quy cach dong goi)

- Produced according to GMP criteria and met with all requirements setting for the quality
of vaccines and biological products of local authorities.

Buoc san xudt theo tiéu chudn GMP, dong thoi dat cac yéu cau vé chdt lwong vdc xin, sinh
pham y 1é ciia co quan co tham quyen tai nuoc xudt xir.

- Curently licensed to be placed on the market for use in the original country and first
market authorisation was issued on:

Sdan pham trén hién dang dwoc phép lwu hanh tai nuwée xudt xir va dwoc cap phép lan dau
vao nam:

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.

Chiing t6i xin chdp hanh cdc ludt 1é va quy dinh trong linh viee vic xin, sinh phdam y té ciia
nuoc Cong hoa xd hoi chu nghia Vit Nam va chiu sw thanh tra kiém tra ciia co quan cé tham
quyén ciia Viét Nam.

We will bear a responsibilities for the quality of the above vaccines and biological products.

Chiing téi xin hoan toan chiu trach nhiém truée phdp ludt vé tiéu chudn chat lwong ciia vdc
xin, sinh pham y té trén.

....... , ngay..... thang.... nam

Director of Supplier Director of Manufacturer
(Giam doc cong ty cung cap) (Giam doc cong ty san xuat)
Sign (ky, ghi ro ho tén) Sign (ky, ghi ro ho tén)

* MAu nay dugc thay thé boi Mau s6 7 Phy luc I ban hanh kém theo Thong tw s6 38/2013/TT-BYT sira
do1, b6 sung mot s6 dicu cua Thong tw s6 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong
xuat khau, nhap khau thudc va bao bi truc ti€p véi thude, cé hi€u luc ké tir ngay 01 thang 01 nam 2014.



MaAu s6 8

TEN DOANH NGHIEP NHAP KHAU

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

PON HANG NHAP KHAU THUOC KHAN CAP CHO NHU CAU PHONG CHONG DICH,
THIEN TAI, THAM HQA

Kinh giri: Cuc Quén 1y dwoc - B) Y té

(Doanh nghiép) d& nghi Cuc Quan 1y dugc - Bo Y té xét duyét don hang phong chdng dich, thién tai sau:

Ten thuo?, harP lxong Pon | S6 |Tiéuchuan| Han | Hoat | Cong |Tén cong ty san Ten cors Re SPK | Ghi
STT| dangbaoche, quy | ., X . Z X x . cung cap - X ,
: \ e vi tinh|lugng| chat lugng | dung | chat | dung |xuat- Tén nudc A . (néu co)| chu
cach dong goi Tén nudce
1
2
CUC QUANLYDUOQC ,ngdy... thang... ndm......

Chép thuan don hang nhap khau goém... trang...
khoan kém theo Cong vin s6.../QLD-KD ngay...
thang... ndm... cia Cuc Quan ly dugc - B0 Y té.

Ha Noi, ngay... thang... nam...
Cuc truong

4

Giam doc doanh nghiép nhap khau
(Ky, ghi 10 ho tén, dong dau)
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Mau s0 9

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc l1ap - Tw do - Hanh phic

PON HANG NHAP KHAU THUOC PHUC VU CHO CAC CHUONG TRINH, DU AN QUOC GIA
(Ghi r6 tén chuwong trinh) )
Kinh giti: Cuc Quéan ly Dugc - By Y teé

(Doanh nghiép) dé nghi Cuc Quan 1y dugc - Bo Y té xét duyét don hang nhap khau thudc cho chuong trinh (tén
chuong trinh) nhu sau:

Tén thubc, ham lugng dang | Pon vi So Han Hoat Tén cong ty Tén cong ty cung SbK
STT \ A r 7 e 7 \ A ” A A r A A 7 A r
bao ché, quy cach dong goi | tinh lugong dung chat | san xuat- Tén nudc | cap - Ténnudc | (né€u co)
SN S ! ESNR NSRS (SN AU NS NSRS RS
........ , ngay... thang... nam......
) CUC QUAN LY DUQC Y kién Chiu nhiém chwong trinh  Giam doc doanh nghiép nhap khéu
Chap thuan don hang nhap khau gom... trang... (Ky, ghi ho tén, dong dau)

khoan kém theo Cong vin s6.../QLD-KD ngay...
thang... nam... cia Cuc Quan Iy Dugc - B0 Y té.
Ha Noi, ngay... thang... nam...
Cuc truéng

L
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MAu s6 10

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Doc 1ap - Tu do - Hanh phic

DANH MUC THUOC VIEN TRQ, VIEN TRQ NHAN PAO

4

(Kem theo Cong van so..... ngay... thang.... nam....)

STT Te‘n thuA’oc, ham’ luc_mlg, dar}g an Y sé luong|Hoat chat chinh| Han ding | Tén cong ty san xuét Ghi chu
bao ché, quy cach dong goi tinh
1
2
Cuc Quan ly dwge Ngay.... thang.... nam....
Xac nhan danh muyc ndy gom..... trang.... khoan dtng theo quy Nguoi dirng dau co sé xin tiép nhan vién tro
dinh trong Cong vin sb..../QLD-KD ngay... thang... nim... (Ky, ghi ho tén, dong dau)

cua Cuc Quan ly dugc
Ha Noi, ngay.... thang... nam...
Cuc truéng

€L
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MAiu sb 11a°

TEN CO SO NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Doc lap - Tu do - Hanh phic

PON HANG NHAN THUOC LAM MAU PANG KY LUU HANH, KIEM NGHIEM/NGHIEN CU'U/
THU NGHIEM LAM SANG/NGHIEN CUU SINH KHA DUNG/TUONG PUONG SINH HQC’

Kinh giri: Cuc Quén 1y Dwoc - BY Y té

(Co Ny nhap khéu) kinh dé nghi Cuc Quan Iy Duoc - B0 Y té xét duyét cho nhan céc thudc 1am mau dang ky luu
hanh, kiém nghiém/nghién ctru/thr nghiém 1am sang/nghién ctru sinh kha dung/twrong duong sinh hoc sau:

Tén thude ham luong , Pon vi 34 Tén cong ty | Tén cong ty
STT | dang bao ché, quy cach Hoat chat . Han ding® san xuat - | cung cap - Ghi chu
dong goi tinh | lugng Tén nudc Tén nudce
g8
e e
2 e
CUC QUANLYDUOQC .. , ngdy... thang... ndm......
Chép thuan don hang nhap khau gom... trang... khoan kém Nguoi dirng diu co sé
theo Cong vin sb........ /QLD -.......... ngay... thang... nam... (Ky, ghi 15 ho tén, dong dau)

cua Cuc Quan ly Dugc - Bo Y té.
Ha Noi, ngay... thang... nam...
CUC TRUONG

% MAu nay dugc thay thé boi Mau sb 8 Phu luc I ban hanh kém theo Thong tu sb 38/2013/TT-BYT sira ddi, bd sung mot sé didu cua Thong
tur s6 47/2010/TT-BYT cua Bo truong BO Y té hudng dan hoat dong xuét khéu, nhép khéu thudc va bao bi truc tiép vo1 thudc, co hiéu luc ké
tr ngay 01 thang 01 nam 2014.

7 Nhap khau véi muc dich gi thi chi ghi muyc dich d6 (MAu dang ky luu hanh hodc kiém nghiém/nghién ctru hodc thir nghiém...).

¥ Cac truong hop khong xac dinh han dung thi ghi khong x4c dinh va 1y do (hoa chit dung kiém nghiém...).

vL
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MAiu s6 11b

TEN CO SO NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Doc lap - Tu do - Hanh phic

PON HANG NHAN THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
O DANG PHOI HQP LAM MAU PANG KY LUU HANH, NGHIEN CUU, KIEM NGHIEM,
NGHIEN CU'U SINH KHA DUNG/TUONG PUONG SINH HQC®

Kinh giri: Cuc Quan ly dwoc - By Y té

(Doanh nghiép) kinh dé nghi Cuc Quén Iy duoc - Bd Y té xét duyét cho nhan céac thue 1am mau dang ky luu hanh sau:

Tén thudc, ham Ten h? at C},Iat say ng}knen .(P 0ac Tong.; 50 khor hf(mg hf) at Tén, dia chi|Tén, dia chi
. bon z | hoat chat hudng tam than, tién chat| chat gay nghién (hoac . \ n
lugng, dang bao| Hoat | . So s z \ , % e oA x_|congtysan| congty
STT X . 2| vl dung lam thuoc) - Ham lugng ¢6 |hoat chat hudng tam than,| A z
ché, quy cach | chat | , ° |luong e e 1A < A X, 1s \ 2 | xuat-Tén | cung cap -
. .- tinh trong 1 don vi do chia liéu hodc |tién chat dung lam thudc) . R .
dong goi A , nuoc Tén nudce
chua chia liéu tinh ra gam
]
2
, CUC QUAN LY pvoc L , ngdy... thang... ndm......
Chap thuén don hang nhép khau gém... trang... khoan kem Nguwoi dirng dau co sé
theo Cong van s6.../QLD-KD ngay... thang... nam... (Ky, ghi 16 ho tén, dong dau)

cua Cuc Quan ly Duogc - B Y té.
Ha Noi, ngay... thang... nam...
Cuc truong

? Nhép khau voi muc dich gi thi chi ghi muc dich d6 (MAu ding ky luu hanh hodc kiém nghiém/nghién ctru hodc thir nghiém...).
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Mau so 11¢

TEN CO SO NHAP KHAU

...................

ceee

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

PON HANG NHAN THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
LAM MAU PANG KY LUU HANH, NGHIEN CUU, KIEM NGHIEM, NGHIEN CUU SINH KHA DUNG/
TUONG DUONG SINH HQC

Kinh giri: Cuc Quén 1y dwoc - B§ Y té

(Doanh nghiép) (bao gdm tén viét tit, tén tiéng viét, tiéng Anh)
Dia chi (bang tiéng Viét va tiéng Anh)
Kinh dé nghi Cuc Quén 1y duoc - Bo Y té xét duyét cho nhan cac thudc 1am mau diang ky luu hanh sau:

Tén thuoc,

Tén hoat ché‘g gay nghién
(hoac hoat chat huong tam

Tong S(:S khéi luong
hoat chat gdy nghién

Tén, dia chi

Tén, dia chi

Tén, dia chi

ham luon b J4 A I\ A, 1 \ < 4 A ) A A
am wons, Hoat onl sé than, tién chat dung lam (hoac hoat chat cong ty san | cong ty cong ty
STT|dang bao che,| <, | vi X N , . A A LA ks N Lo R X
oy céch chat tinh lugng | thude) - Ham lugng c6 trong | huong tam than, tién | xuat - Tén | xuat khau - | cung cap -
quy cach 1 don vi d6 chia liéu hoac |chat dung lam thudc) nudc Tén nudc | Tén nudc
dong goi . 1X .
chua chia liéu tinh ra gam

1
2

Ctra khau dy dinh hanh dua vé (ghi r tén sén bay, cang)
Chu y: Tén va dia chi cong ty san xuét, cung cap phai ghi day di va chi tiét.

Noi nhan:
-Cuc QLD - BYT;

- Luu tai don vi.

.........

ngay...

thang... nam......

Nguoi dirng dau co i
(Ky, ghi r0 ho tén, dong dau)

9L
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MAiu s6 122’

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOQI CHU NGHIA VIET NAM
SO, Poc lap - Tuw do - Hanh phic

PON HANG NHAP KHAU NGUYEN LIEU, TA DUQC,
BAN THANH PHAM THUOC CHUA CO SO PANG KY

Kinh giri: Cuc Quén 1y Dwoc - Bd Y té

(Doanh nghiép) dé nghi Cuc Quan 1y Dugc - Bo Y té xét duyét nhap khau cac nguyén liéu, ta dugce dé san xuat thude
nhu sau:

Tén nguyén liéu, ham . £ = 2 A A . | Téncongty | S dang ky cua thude duge san
\ x |Ponvi| SO | Ti€uchuan | Tén cong ty san X n SO A :
STT| luong, dang bao che, , % Z A . _|cung cap - Tén| xuat tir ban thanh pham dé nghi
. , I tinh | lugng | chat luong |xuat - Tén nudc A A K Al 1 X
quy cach dong goi nuoc nhdp (n€u nhap ban thanh pham)

e r——
5725 1 e

3

’ CUC QUAN LY pvgc , ngdy... thang... nam...... )

Chap thuén don hang nhap khau goém..... trang.... Giam doc doanh nghi¢p nhap khau

khoan kém theo Cong van s0...../QLD-KD ngay.... (Ky, ghi r6 ho tén, dong dau)

thang.... nam.... cia Cuc Quan Iy Dugc-B0 Y té.
Ha Noi, ngay... thang... nam...
CUC TRUONG

! Mz?u nay duoc thay thé boi Mau sb 2a Phy luc I ban hanh kem theo Thong tu sd 38/2013/TT-BYT sua doi, bd sung mot sé diéu cua Thong
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thuoc va bao bi tryc tiép vdi thudc, céd hiu luc ké
tir ngay 01 thang 01 nam 2014.
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MAiu s6 12b®

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tuw do - Hanh phic

PON HANG NHAP KHAU DUQC LIEU CHUA CO SO PANG KY
Kinh giri: Cuc Quén 1y Duwgc - Bd Y té

(Doanh nghi¢p) dé nghi Cuc Quan Iy dugoc-Bo Y té xét duyét nhap khau cac duoc lidu dé san xuét thudc sau:

Tén d}t(jC liéu
STT| (tén tieng Viét),
bd phan dung

Tén khoa hoc | Pon vi S6
(tieng La tinh) | tinh | luong

Tiéu chuan
chat lugng

Tén nudc

Nguédn goc duge liéu - | Tén cong ty cung cap -

2 , Ghi chu
Tén nudc

CUC QUAN LY DUQC
Chép thuan don hang nhap khau gom..... trang.... khoan
kém theo Cong vin sb...../QLD-KD ngay.... thang....
nam.... cua Cyc Quan ly Duoc - B0 Y té.
Ha Noi, ngay... thang... nam...
CUC TRUONG

...... , ngay... thang... nam......

Giam déc doanh nghiép nhap khiu

(Ky, ghi 15 ho tén, dong diu)

§ Mau nay (,iuqc thay thé bai Mau s6 2b Phu luc I bgn hanh k§m theo Thong tur séq38/2013/T"1:-BYT, stra d6i, bd sung rpc}t sb dié}l cua
Thong tu s6 47/2010/TT-BYT cua B trudng BO Y t€ hudng dan hoat dong xuat khau, nhap khau thude va bao bi truc tiép véi thuoc, cod

hiéu luc ké tir ngay 01 thang 01 nim 2014.
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MAiu sb 12¢°

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOQI CHU NGHIA VIET NAM
SO, Poc lap - Tuw do - Hanh phic

PON HANG NHAP KHAU BAO BI TIEP XUC TRUC TIEP VOI THUOC
Kinh giri: Cuc Quén 1y Dwgc - Bd Y té

(Doanh nghiép) dé nghi Cuc Quan 1y Dugc - Bo Y té xét duyét nhap khau bao bi tiép xuc truc tiép voi thude sau dé
san xuat thuoc:

Tén bao bi tiép xtc Don vi X Tiéu chuan | Tén cong ty san xudt - | Tén cong ty cung cip - | Ghi
STT e I £ , So lu’(_mg 4 ~ . ~ . ,
truc tiep voi thude tinh chat luong Tén nudc Tén nudc chu
1
2
’ CUC QUAN LY pvgc L , ngdy.... thing.... ndm...
Chép thuén don hang nhap khau goém.... trang.... Giam doc doanh nghi¢p nhap khau
khoan kém theo Cong van so....../QLD-KD (Ky, ghi r0 ho tén, dong dau)
ngay.... thang.... nam.... cua Cuc Quan ly Dugc -
Bo Y teé.

Ha N§i, ngay... thang... nam...
CUC TRUONG

’ Mz?u nay duoc thay thé boi Mau sb 2¢ Phu luc I ban hanh kem theo Thong tu sd 38/2013/TT-BYT stua doi, bd sung mot sé diéu cua Thong
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thuoc va bao bi tryc tiép vdi thudc, céd hiu luc ké
tir ngay 01 thang 01 nam 2014.

6L

¥102-8-60 AeSN/PYL + €¥L 9S/0VE DNOD

~



MAau sb 12d '°

TEN DOANH NGHIEP NHAP KHAU

Tén doanh nghiép nhap khau (bao gdbm ca tén viét tit, tén tiéng Viét, tén tiéng Anh):
Dia chi (bang tiéng Viét, tiéng Anh):

CONG HOA XA HOQI CHU NGHIA VIET NAM

Poc lap - Tuw do - Hanh phic

DPON HANG NHAP KHAU NGUYEN LIEU THUOC GAY NGHIEN, '
HOAC NGUYEN LIEU THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC

Kinh giri: Cuc Quan 1y Dugc - BY Y té

Tén nguyén liu, Pon 7 ’ ’ Tén vadia | Tén va dia chi Tén va dia
ham luong, dang . Tiéu chuan So dang ky | SO chi Congty | Congtyxuat | chi Congty | Ghi
STT \ A V1 4 J4 p 5 X 2 ~ A ,
bao che, quy tinh chat lugng (néucd) | luong | san xuat - khau - Tén cung cap - chu
cach dong goi Tén nudce nuoc Tén nudce
1
2
Cira khau du dinh s& dua hang vé (ghi o tén sén bay, hai cang):
Chu ¥: Tén va dia chi ciia Cong ty san xuét, Cong ty cung cap phai ghi day du, chi tiét.
Noi nhgn: Ngay... thang... nam..

- Cuc Quan ly Duoc - Bo Y té
- Luu tai don vi

Giam déc doanh nghiép nhap khéu
(K¥, ghi 15 ho tén, dong diu)
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MAiu s6 12d 1!

TEN DOANH NGHIEP CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

Sé: /
DPON HANG NHAP KHAU NGUYEN LIEU, BAN THANH PHAM CHUA CO SO PANG KY
(Doi voi cac truong hop dac bi¢t, nguyén lieu, ban thanh pham chira Streptodornase,
Streptokinase va chira cac Cephalosporin, cac chat wrc ché beta-lactamase.....)

Kinh giri: Cuc Quén 1y Duwgc - Bd Y té

(Doanh nghiép) d& nghi Cuc Quan 1y Dugc - B Y té xét duyét nhap khau cac nguyén liéu, ta duogc dé san xuat thudc nhu sau:

Tén nguyén Tiéu A A A A So6 dang ky cua Hoat chat, nong do, ham
A Don £ X Tén cong ty | Tén cong ty X X £ , £ ,

liéu, ham s So chuan \ £ £ thuoc duoc san xuat lugng cua thude duge san
STT V1 X san xuat - cung cap - . N 1ia aX P NS :
luong, dang | , lugng chat A . A g tor nguyén liu dé xuat tir nguyén li¢u dé nghi

N R tinh Tén nudce Tén nudc N A R
bao che lugong nghi nhap nhép khau
1

Cam két ciia doanh nghiép:
Céc nguyén liéu dé nghi nhép khau chi dé san xuit thudc thanh pham da duoc cip sé dang ky luu hanh con hiéu lyc.
(Doanh nghiép) cam két thuc hién dung cac quy dinh hién hanh vé xuét nhap khau thudc va cac quy dinh vé dugce c6 lién quan.

, CuUC QUAN LY puvoc L ,ngay.... thing.... na
Chap thuan don hang nhép khau gém.... trang.... khoan Giam ddc doanh nghiép nh@p khau
kem theo Cong van s6.../QLD-KD ngay.... thang.... nam.... (Ky, ghi 16 ho tén, dong dau)

cua Cuc Quan ly Duogc - B Y té.
Ha N§i, ngay... thang... nam...
CUC TRUONG

1 Mrﬁu nay duoc bd sung boi Mau sé 2d Phu luc I ban hanh kem theo Thong tu s6 38/2013/TT-BYT sura dbi, bd sung mot sé diéu cua Thong
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thuoc va bao bi tryc tiép vdi thudc, céd hiu luc ké
tir ngay 01 thang 01 nam 2014.
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MAiu s 13a'?

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO, Poc 1ap - Tu do - Hanh phic

DPON HANG XUAT KHAU THUOC GAY NGHIEN ,
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)

Kinh giri: Cuc Quén 1y dwoc - B§ Y té

Tén doanh nghiép XUt khau (bao gom ca tén viét tat, tén tiéng Viét, tén tiéng Anh):.........ooocovevieieeeeeeeeeeeeeeees
Dia chi (bANG NG VIBt, HENEG ANN):.....o.veieoeeeeeeeeeeeeeee et es e ees s es s seseeseeeneseeeeeean.

Tén thudc gy nghién Téng s6 khéi

Tén thuoc, hafn Pon | S6 ding . (h‘Aoac F}luoc Puo:ng ta‘m lu’(:)}lg thUPC ga;i Tén, dia chi "l:en, dia cIAn

luong, dang bao |Hoat| ~ . , SO  |than, tién chat dung lam [nghién (hodc thuoc N , cong ty nhap
R f L Vi ky 2 . \ . A A cong ty san 2 n

che, quy cach | chat | , 2 ° o | luogng | thuoc) - Ham Iuwong ¢6 | hudng tam than, z x .| khau - Tén

, - tinh | (néu co) s o A %, s . |xuat - Tén nudc .

dong goi trong 1 don vi da chia |tién chat dung lam nudc

liéu hoac chua chia liéu | thuoc) tinh ra gam

STT

Ctra khau dy dinh s& xuat hang (ghi rd tén san bay, hai cang):

(**) Doanh nghiép xin cam két thuc hién theo hop dong xuat khau va khéng heu hanh cdc san pham chwa dwoc cdp sé
dang ky luu hanh tai Viét Nam va san pham voi madu nhén san xudt dé xudt khau.
Chua y: (*) Tén va dia chi cua Cong ty san Xuat, Cong ty nhap khau phai ghi day du, chi tiét.

(**) Truong hop xin xudt khdu thuoc chwa ¢é SPK luu hanh

Noinhgn: Ngay thang... nam..
- Cuc Quan ly dugc - BO Y t€. Giam doc DN xuét khau
- Luu tai don vi (Ghi 10 ho tén, ky, dong dau)

2 Mau nay duogc stra d6i boi Mau s6 13a ban hanh kém theo Phy luc 5 ctia Thong tu sb 45/2011/TT-BYT, c6 hiéu luc ké tir ngay 05 thang 02
nam 2012.

8
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MAiu sb 13b"

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
S Doc 1ap - Tu do - Hanh phic

DPON HANG XUAT KHAU THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
O DANG PHOI HQP

Kinh giri: Cuc Quén 1y dwoc - B§ Y té

Tén doanh nghiép Xuat khau (bao gom ca tén viét tat, tén tiéng Viét, tén tiéng Anh):.........occovovvevviveveeeieeeeeeeeeae
Dia chi (bANG tHENE VIBH, HENEG ANN) .....oeveieieeeeeeeeeeeeee ettt e e e eeeeeee et seesesees e e seeneeean.

Tén thudc, ham Pon , Tén hoat chit gay nghlen (hoac hoat Téng s6 khdi luong hoat cl}ét Tén, dia chi | Tén, dia chi
STT luong, dang bao | Hoat vi S6 | chat huong tam than, tién chat dung | gy nghién (hoac hoat chat | cong ty san |cong ty nhép
ché, quy cach | chat tinh luong | 1am thudc) - Ham lugng co trong 1 hudng tam than, tién chat xuat - Tén | khau - Tén
dong goi don vi da chia lieu hodc chua chia liéu| dung lam thuoc) tinh ra gam | nudce (*) nudc
___1 ____________________________________________________________________________________________________________________________________________________________________________
L ) PO SRR SRS

Cira khau du dinh s& xuét hang (ghi 10 tén san bay, hai cang):

(**) Doanh nghiép xin cam két thuc hién theo hop dong xudt khau va khéng huu hanh cdc san pham chwa dwoc cdp s6 ding
ky luew hanh tai Viét Nam va san pham véi mau nhan san xudt dé xudt khau.

Chuy:

(*) Tén va dia chi ctia Cong ty san xuat, Cong ty nhap khau phai ghi ddy du, chi tiét.

(**) Truong hop xin xudt khau thuéc chiea c¢6 SPK lieu hanh

Noi nhan: e Ngay... thang... nam....
- Cuc Quan ly dugc - BO Y t¢ Giam doc DN xuat khéu
- Luu tai don vi (Ghi 10 ho tén, ky, dong dau)

B MAau nay dugc stra ddi boi Mau s 13b ban hanh kém theo Phu luc 5 cta Thong tu $6 45/2011/TT-BYT, c6 hiéu luc ké tir ngay 05 thang 02
nam 2012.
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MAiu s6 14

TEN DOANH NGHIEP  CONG HOA XA HQI CHU NGHIA VIET NAM
SO Doc 1ap - Tu do - Hanh phic

..... , hgay.....thang...... nam...

Doanh nghié
oanh nghi€p: ...

...............................................................................

Dia chi:

Dién thoai: Fax:

Kinh d& nghi Cuc Quan ly duge - B0 Y té xem xet cap Gidy chirmg nhan luu
hanh tu do (FSC)/Gidy chung nhén san pham dugc pham (CPP) cho cac san pham
thudc sau:

ant chét, thanh
phan, ham luong
(nbéng do)

Tén

Quy cach | Tiéuchuan | Han | SO ding
thude '

" dong goi | chat luong dﬁilg ky

GIAM POC DOANH NGHIEP
(Ky tén, ghi ho tén, déng dau)
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Mau so 15a

CONG HOA XA HQI CHU NGHIA VIET NAM  THE SOCIALIST REPUBLIC OF VIETNAM
BJ Y té Viét Nam Ministry of Health
Cuc quan ly Dwoc Drug Administration of Vietnam

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

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

Nha may san xuat duoc pham:
The pharmaceutical manufactuer:

Dia chi:
Address:

Puoc san xuat va luu hanh trén 1anh tho Viét Nam san phém duoc 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 LUONG:
Shelf-life:
HAN DUNG:
Registration number:
SO PANG KY:

Which was approved in the decision:

BAN HANH KEM THEO QUYET DPINH SO:
This certificate 1s valid until:

GIAY PHEP CO GIA TRI DEN NGAY:

Name of authorized pers



Mau so 15b MINISTRY OF HEALTH VIETNAM
Certificate No: DRUG ADMINISTRATION
Certificate of a Pharmaceutical Product Exporting (certifying) country: Viet Nam
(This certificate conforms to the format recommended by the World Health Organization) Importing (requesting) country:
Proprietary Names (if applicable) and dosage form:
Active Ingredient (s) and amount (s) per unit dose:

1. Is this product licensed to be placed on the market for use in the exporting country? If yes, complete Box A, if no, complete Box B.
A. Product licence holder: B
Address: Applicant for certificate:
Tel:

Status of licence holder:

Number of product licence and date of issue:

Date: Date of review:

The name and address of manufacturer producing the dosage form:
Address:

Tel: Why is authorization lacking?

Status of applicant:

Is an approved technical summary appended? no
Is the attached product information complete and consonant with the licence? not required |:| not requested |:| under consideration |:| refused |:|

yes no not provided
Applicant for certificate if different from the licence holder:

2. Does the certifying authority arrange for the periodic inspection of the manufacturing plant in which the dosage form is produced? yes I:I no |:|
If no, proceed to question 3

Periodicity of routine inspection (years): At least once every two years
Has the manufacturer of this type of dosage form been inspected: yes no |:|
Do the facilities and operations conforms GMP as recommend by the World Health Organization? yes no |:|
3. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?
yes no ﬁ if no, explain:
Address of the certifying authority: Name of authorized person:
Ministry of Health Vietnam
Drug Administration Signature:

138A - Giang Vo - Ha Noi - Viet Nam Stamp and date:
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CONG BO DANH MUC NGUYEN LIEU LAM THUOC PUQC PHEP NHAP KHAU KHONG YEU CAU
PHAI CO GIAY PHEP NHAP KHAU PE SAN XUAT THUOC THEO HO SO PANG KY THUOC

A A A . N Tén Cong
Tén Tle;u Ter} cong Tén nudc Tén thudc SDE Ngay Thi NgayAco? £ ty san xuét
R chuan | ty san xuat o % \ thudc Z han bo, s6 van X
STT | nguyén X A (noti san xuat thanh N cap A L A thudc
lid chat nguyén A 1A 2 thanh hi¢u lyc | ban cong N
1éu - nguyén li¢u pham 2 SbK X thanh
lugng liéu pham SbK bo X
pham
1
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14 M?lu nay duoc bd sung bdi Mau sb 1 Phu luc I ban hanh kém theo Thong tu s6 38/2013/TT-BYT sua doi, bd sung mot sé diéu cua Thong
tu s0 47/2010/TT-BYT cua B truong BO Y t€ hudng dan hoat dong xuat khau, nhap khau thuoc va bao bi tryc tiép vdi thudc, céd hiu luc ké
tir ngay 01 thang 01 nam 2014.
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