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VAN BAN HQP NHAT

CONG HOA XA HQI CHU NGHIA VIET NAM
DPjc ldp - Ty do - Hanh phiic

THONG TU
Huwéng din hoat djng xuit khéu, nhap khéiu thudc
va bao bi tiép xtic trirc tiép véi thude

Théng tu sb 47/2010/TT-BYT ngay 29 thang 12 nim 2010 cia B trudng Bo
Y té hudng din hoat dong xuét khéu, nhép khéu thudc va bao bi tiép xuc truc tiép
véi thube dugce sira ddi, bd sung bdi céc thong tu sau:

1. Thong tu s6 45/2011/TT-BYT ngay 21 théang 12 nim 2011 caa Bj trudng
Bo Y té sira ddi, bd sung mot sd diéu ciia Quyét dinh sé 1570/2000/QD-BYT ngay
22/5/2000 cia By truong Bo Y té vé viéc trién khai dp dung nguyén tic “Thyc
hanh t6t phong kiém nghiém thubc”; Quyét dinh sb 2701/2001/QD-BYT ngay
29/6/2001 ciia Bo truémg Bd Y té vé viéc trién khai 4p dung nguyén tic “Thuc
hanh t6t bao quan thudc”; Théng tu sb 06/2004/TT-BYT ngay 28/5/2004 hudng
dAn san xuét gia cong thude; Quyét dinh 3886/2004/QD-BYT ngay 13/11/2004 cia
B4 Y té vé viéc trién khai ap dung nguyén tic, tiéu chuin “Thyuc hanh tdt san xudt
thudc” theo khuyén cdo ctia TS chic Y té thé gi6i; Thong tw s6 13/2009/TT-BYT
ngay 01/9/2009 cia Bd Y té huéng din hoat dong thong tin quang céo thudc;
Thong tu 6 22/2009/TT BYT ngay 24/11/2009 cia B3 Y té quy dinh vé diing ky
thudc; Thong tuw s§ 47/2010/TT-BYT ngay 29/12/2010 huéng din hoat dong xuét
khéu, nhap khiu thudc va bao bi tiép xtic tryc tiép véi thubc (Sau day goi tit 1a
Théng tw s6 45/2011/TT-BYT), c¢6 hiéu luc ké tir ngay 05 thang 02 nim 2012.

2. Thong tu s& 38/2013/TT-BYT ngay 15 thang 11 nim 2013 cua Bo trudng
Bo Y té Sira dbi, bd sung mét sb didu ciia Thong tu sb 47/2010/TT-BYT ngay 29
thang 12 nam 2010 ctia Bd truémg Bo Y té hudéng din hoat dong xuét khéu, nhap
khau thude va bao bi tiép xic tryc tiép véi thude (Sau day goi tit 1a Théng tu s6
38/2013/TT-BYT), co hiéu luc ké tir ngay 01 thang 01 nam 2014.

Can cir Ludt Dwoc s 34/2005/QH11 ngay 14 thang 6 nam 2005;

Can cir Ludt Phong, chéng ma tiy sé 23/2000/QH10 ngay 09 thang 12 nam 2000
va Ludt stea doi, bo sung m@t sé diéu ciia Ludt Phong, chong ma tiy sé 16/2008/QH12
ngay 03 thang 6 nam 2008;

Cén cit Nghi dinh s6 188/2007/ND-CP ngay 27 thang 12 nim 2007 ciia Chinh
phii quy dinh chirc ndng, nhiém vu, quyén han va co cau 16 chirc ciia Bé Y té;
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Cdn cir Nghi dinh s6 79/2006/NP-CP ngay 09 thang 8 ndm 2006 ciia Chinh phii
quy dinh chi tiét thi hanh mét so diéu cua Ludt Duoc;
Cén ctr Nghi dinh 56 58/2003/ND-CP ngay 29 thang 5 ndm 2003 quy dinh vé

kiém soat nhdp khdu, xudt khdu, vén chuyén qud canh lanh thé Viét Nam chat ma
tily, tién chat, thube gay nghién, thuéc hudmg tam than;

Can cir Nghi dinh s6 12/2006/NP-CP ngay 23 thang 01 nam 2006 cua Chinh phu
quy dinh chi tiét thi hanh Ludt Thiong mai vé hoat dong mua bdan hang héa quoc 1
va cdc hoat dong dai ly mua, badn, gia cong va qua canh hang héa véi nucc ngoai,

Cdn cir Quyét dinh sé 15 1/2007/QD-TTg ngay 12 thang 9 nam 2007 cua Thu
twéng Chinh phi ban hanh quy dinh vé viéc nhdp khdu thuéc chua c6 sé dang ky
tai Viét Nam;

B¢ truong Bg 'Y té ban hanh Thong tw hucng dan hoat déng xudt khdu, nhap
khéu thuéc va bao bi tiép xiic truc tiép véi thuéc nhu sau.’

3 Chuwong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh

1. Théng tr nay hudng din hoat dong xuét khau, nhap khau thuéc va bao bi
tiép xtic tryc tlep véi thude.

2. Thudc xuit khéu, nhip khiu theo dudng phi mau dich dé chira bénh cho ban
thin va cho gia dinh khong thudc pham vi diéu chinh ctia Théng tu nay.

Diéu 2. Giai thich tir ngir

Trong Thong tu nay, cic tir ngir dudi ddy duoc hiéu nhu sau:

1. Nurdre xudt xir 12 nuéc san xudt dang bao ché cudi cing vavhogic xult xuong
16 hodc nudce noi san pham duge vén chuyén dén nuée nhép khau.

: Thong tu s6 45/2011/TT-BYT c6 cén cir ban hanh sau:
“Can cir Ludt Dugc . $6 34/2005-QH 11 ngay 14 thang 6 nam 2005,

Cén ctr Nghij dinh 56 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy dinh chikc ndng,
nhiém vu, quyén han va 16 chirc bo may Bg Y té”’

Thong tu s6 38/2013/TT-BYT c6 céan cir ban hanh sau:

“Can cir Lugt Dwogc sa 34/2005-QH11 ngay 14 thang 6 nam 2005;

Cdn cir Nghi dinh sé 63/2012/ND-CP ngay 31 thang 8 nam 2012 cua Chinh phu quy dinh
chure ndng, nh:em v, quyen han va co cdu té chirc ciia BoY té;

Can cu Quye: dinh so 42/2013/0D-TTg ngay 15 thang 7 ndm 2013 cia Thu tuomg Chinh
phu Quy dinh vé quan ly rkuoc ding cho ngudi theo ducng xuar khdu, nhdp khdu phi mdu dich
va stra déi, bé sung mét sé diéu cuia Quy dinh vé viée nhdp khau thudc chiea cé sé dding ky tai
Viét Nam ban hanh kém theo Quyét dinh s6 151/2007/0D-TTg ngay 12 thang 9 nam 2007 cua
Thi: twong Chinh phu;

Theo dé nghi ciia Cuc truong Cuc (uan Iy Dugc,”
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2. Co so san xucft la co so thuc hién it nhiat mot cong doan san xuat va/hodc
xuat xudng thanh pham.
3. Bao bi thwong pham ciia thuéc 13 bao bi chira dyng thubc va luu thong clng
véi thudc. Bao bi thuong phdm cua thudc gdm hai loai:

- Bao bi tryc tiép la bao bi chira dung tiép xic truc tiép véi thude;

- Bao bi ngoai 12 bao bi dung dé bao g6i mot hodc mdt sé don vi thudc c6 bao
bi truc tiép.

4. Chdt phéng xa la chat phat ra bic xa do qué trinh phén rd hat nhan, chuyén
mirc nang lugng hat nhén, cé hoat 46 phong xa riéng ho3c tong hoat d§ 16n hon
mirc mien trir.

5. Dugc chdt phéng xa 1a dugce chét cé chira chét phong xa ding cho viéc chén
doan va diéu tri bénh.

6. Thudc phong xa la thudc ¢6 chira mot hogic nhiéu duge chét phéng xa ding
dé chan doan hay diéu tri bénh.
7. Mikc mién tri khai bdo, cdp phép 1a mizc hoat 49 phéng xa ma tir mirc d6 tro
xudng chat phéng xa dugc coi 1a khéng nguy hai cho con ngudi, moéi trudng.

Diéu 3. Piéu ki¢n va pham vi ciia to chirc, c4 nhdn tham gia xuét khau,
nhip khiu thudc, bao bi tiép xiic tryc tiép véi thude

1. Pbi v6i thuong nhén la doanh nghiép Viét Nam:

a) Doanh nghi¢p c6 Gidy chirng nhén du diéu ki¢n kinh doanh thudc va cé kho
thuoc dat tiéu chuin “Thyc hanh tét bao quan thude” (GSP) dugc nhép khau truc
tiép va nhén uy thac nhap khéau thudc thanh pham, nguyen liéu lam thudc, véc Xxin,
sinh phdm y té, thuée tir dugc ligu, thudc dong y, thude phong xa dugc mién trir

khai béao, cap phép phu hgp v6i pham vi kinh doanh ghi trong Gidy chimg nhén du
diéu kién kinh doanh thudc va gidy chimg nhin GSP;

b) Doanh nghi¢p kinh doanh trang thiét bi y te_va Doanh nghi¢p c6 Gidy chimg
nhan du diéu kién kinh doanh thudc duge nhap khau truc ti€p va nhdn uy thac nhap
khau sinh pham chéan doan In Vitro;

¢) Doanh nghiép c6 Gidy chimg nhén du diéu kién kinh doanh thudc va c6 gidy
chirng nhan dat tiéu chug‘m “Tl}uc hanh t6t san xuat thuéc” (GMP) dugc nhép khau
nguyén li¢u d€ san xuat thudc cua chinh doanh nghi€p va ban cho céc doanh
nghiép san xuat thudc khac;

d) Doanh nghiép san xuét c6 Gidy chimg nhén du diéu ki¢n kinh doanh thudc
tir duge lidéu dugc nhap khau dugc liéu de phyc vu nhu cau san xuét cua chinh
doanh nghiép va ban cho cac co s& san xuit thudc khac, cac co s& kham chira bénh
dong y;

“d) Doanh nghiép cé Gidy chimg nhén du diéu kién kinh doanh thuéc va cé
Giay phép tién hanh cac cong viéc birc xa do co quan cé thim quyén cép con

awSoft = Tel: +84-8-3930 3279 * www. ThuVienPhapLuat.vn



CONG BAO/S6 743 + 744/Ngay 09-8-2014 13

hiéu lyc dugc nhip khau truc tiép thudc phong xa khoéng dugec mién trir khai
bao, cap phép.

2. Déi véi thuong nhan 1a doanh nghiép cé vén dau tu truc tiép nudc ngoai tai
Viét Nam c6 Gidy chimg nhén du diéu kién kinh doanh thuéc (pham vi san xuat
thude) duge nhap khau nguyén li¢u dé phuc vu san xudt thubc cia chmh doanh
nghiép. Cac hoat dong xuét khau nhap khau thuéc khong phuc vu san xuat thudc
cua doanh nghiép s¢ dugc B Y té huéng dan tai van ban khéac.

3. Thuong nhéan Viét Nam c6 Glay chimg nhan du diéu kién kinh doanh thudc
dugc xuat khau, uy thac xuat khau nhan uy thac xuat khau thudc, trir thude gay
nghién, thudc hudng tam than, tién chét dung lam thudc va thube phong xa.

4. Thuong nhan dugc phép uy thac nhap khau thudc theo dang pham vi hoat
dong quy dinh tai Gidy chimg nhéan du diéu kién kinh doanh thuoc, trir thudc gay
nghién, thuéc hudng tdm than, tién chit dung lam thudc va thudc phong xa.

5. Cac td chirc, ca nhan khong phai 1a thuong nhan trén co so hop déng duoc
ky két theo quy dinh cua phap luat, duoc uy thac xudt khau, uy thac nhép khau
thude phuc vu nhu cu su dung cua chinh td chirc, c4 nhan do, trir thudc gay
nghién, thuéc huéng tdm than, tién chit dung lam thudc va thudc phdng xa.

6. Van phong dai dién cua cac thuong nhan nuéc ngoai cé Gidy phép hoat
dong vé thudc va nguyén lieu lam thudc tai Viét Nam, cac thuong nhan Vif;t Nam
c6 Gidy chimg nhan du diéu kién kinh doanh thude duge phép nhép khéu thude
phuc vu céng tac dang ky luu hanh (bao gbm ca cac thudc dé kiém nghiém, kiém
dinh theo yéu ciu cua viéc dang ky thudc).

7. Cac co s& c6 chirc ning nghién ciru, kiém nghiém, co s& san xuét thudc
dugc phép nhap khau thudc phyc vu cong tac nghién ciru, kiém nghiém.

8. Cac co s kham bénh, chira bénh cua cac tinh, thanh phfi, y té nganh va cac
té chirc cia Viét Nam (goi tit 12 bén Viét Nam) duoc phép nhan thudc vién tro tir
cac td chirc tir thién, td chirc phi Chinh pht, c4 nhan ngudi nuée ngoai, ngudi Viét
Nam ¢ nudc ngoai (goi tit 14 bén nudc ngoai) gui tidng, vién tro va chiu trach
nhiém vé sir dung thudc hiéu qua an toan, hgp ly, ding muc dich vién trg.

9. T6 chirc, ca nhan cé thude thir 1am sang dugc nhap khau thudc dé phuc vu
viéc thir 1am sang theo dé cuong nghién ciru thir thudc trén 1am sang da dugc B Y
té phé duyét.

10. T chirc, ca nhan c6 dé cuong nghién ciru sinh kha dung, trong duong sinh
hoc da dugc phé duyét tai co quan k¥ thuit chuyén nganh do B§ Y té uy quyén
duoc nhap khau thudc ¢é phuc vu viéc nghién ciru sinh kha dung, twong dwong
sinh hoc.

11. Thuong nhéan dugc phép nhip khau, xuit khau bao bi tiép xic tryuc tiép
véi thude.
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12. D6i véi thuong nhan nudc ngoai cung cap thude vao Viét Nam:

a) Thuong nhan nudc ngoai cung cfip thudc, dugc liéu, thudc tir dugce liéu,
thudc déng y vao Viét Nam phai 1a doanh nghiép c6 Gidy phép hoat dong vé thude
va nguyén liéu lam thuodc tai Viét Nam;

b) Thuong nhan nuéc ngodi cung cép té duge, bao bi tiép xuc tryc tiép voi
thudc va cac to chirc, ca nhan quy dinh tai khoan 5, 6, 7, 8 va 9 Diéu nay khdong bit
budc phai la cac doanh nghiép c6 Giay phép hoat dong vé thudc va nguyén liéu
lam thudc tai Viét Nam;

c) Trlrcmg hop cac thuoc can cho nhu ciu phong, diéu tri bénh va nguyen liéu
can cho nhu cau san xudt thubc trong nudc nhlmg cac doanh nghiép co Glay phép
hoat dong vé thudc va nguyén liéu lam thude tai Viét Nam khong cung cap hoic
cung cap khong du nhu cau, Cuc Quan ly Duge - B§ Y t€ xem xét, quyé€t dinh cho
phép nhép khau tir cac doanh nghiép cung cap thude cé uy tin trén thé gioi.

Didu 4. Quy dinh chung v& nhip khiu, xuit khiu thubc

1. Chét luong thude, bao bi tiép xic truc tiép voi thude nhap khau

Thu'cmg nhan san xuat, nhap khau, xuat khau, cung cap, uy thac, nhan ty thac
nhap khau xuat khau thudc, bao bi tlep xuc truc tiép véi thude phai chiu trach
nhiém vé& chét lugng, an toan cua thudc nhap khau theo quy dinh ctiia Luét Dugc,
Luat Thuong mai va cac quy dinh khac vé quan ly chat luwgng thudce hién hanh.

2. Han dung cua thuc nhap khau:

a) Thudc thanh pham nhip khau vao Viét Nam c6 han dung trén 24 thang thi
han dung con lai ti thiéu phai 1a 18 thang ké tir ngay dén cang Viét Nam. Doi véi
thudc c6 han dung bang hoic dudi 24 thang thi han dung phai con toi thiéu la 12
thang ké tir ngay dén cang Viét Nam;

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

¢) Vic xin, sinh phém y té co sb dang ky luu hanh con hiéu lyc tai Viét Nam,
khi nhap khau vao Viét Nam phai cé han ding con lai it nhat 1a 1/2 han dung ké tur
ngay dén cang Viét Nam;

d) Sinh phdm chin doan bénh In Vitro c6 han dung bing hoac dudi 12 théng
nhép khéu vao Viét Nam han dung phai con lai it nhit 03 thang ké tir ngay dén
cang Viét Nam;

d) Nguyén liéu lam thudc nhap khau vao Viét Nam, trir duge liéu, phai c6 han
dung con lai trén 36 thang ké tir ngay dén cang Viét Nam doi voi nguyén ligu ¢co
han ding bang hodc duéi 36 thang thi ngay hang vé dén cang Viét Nam khong
duoc quéa 06 thang ké tir ngay san xuat;
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e)’ Thubc vién trg, vién trg nhan dao, thuéc hiém, thudc cho nhu cau diéu tri
cuia bénh vién cé han dung 16n hon hodc bang 24 thang, han ding con lai cia thude
phai con to1 thidu 12 thang ké tir ngdy dén cang Viét Nam. Trudng hop thudc co
han ding du6i 24 thang thi han dung con lai ké tr ngay dén cang Viét Nam t6i
thiéu phai bang 1/3 han dung cua thuoc;”

g) Céc thudc, nguyén liéu lam thubc khong dap vmg cic quy dinh vé han ding
cua thudc tai cac diém a, b, ¢, d, d khoan nay nhung dam bao chét lugng va can
thiét nhép khéu dé phuc vy nhu ciu diéu tri, nhu cau san xuét thude trong nudc,
Cuc Quan ly duge - By Y t€ xem xét, quyét dinh va chju trach nhi¢m cho phép
nhép khau.

3.? Yéu céu d6i véi phiéu kiém nghiém:

Khi lam thu tyc thong quan, doanh nghi¢p nhap khau thudc, bao bi tiép xuc
tryc tiép véi thuoc phai xuét trinh Hai quan cira khau ban chinh phiéu kiém nghi¢m
ciia co sd san xudt chimg nhan dat tiéu chuén phat lugng cho timg 16 thudc nhap
khau cia nha san xuat trir dugc liéu va cac thudc quy dinh tai Diéu 12, 13, 14, 15,
17 va 18 cua Théng tur nay.

Trudng hop tir 02 co s& trd 1én tham gia san xuét thudc thi chdp nhén ban
chinh phiéu kiém nghiém cua co s& san xuat hodc phiéu kiém nghiém cua co s¢
dong goéi cudi cung hodc cla co s& chiu tradch nhiém xuat xudng.

Hai quan cira khéu luu ban sao phiéu kiém nghiém cé déng ddu xé4c nhan cia
doanh nghiép nhap khau.

4. Quyén sé hiru tri tué vé thubc, bao bi tiép xuc truc tiép v6i thudc:

Thuong nhan san xuét, nhap khéu, xuit khiu, cung cip, uy thac, nhan uy thac
nhép khau, xuét khau thudc, bao bi tlep Xuc tryc tiép véi thuoc phai chju trach
nhiém vé quyen sO hiru tri tu¢ cua Ehuoc, bao bi tlep Xuc tryuc tlep véi thude do chinh
co s¢ san xuat, nhép khu, xuat khau, cung cép, uy thac nhip khéu, xuat khau.

5. Kiém dinh, thir thuég trén 1am sang ddi vai vic xin, sinh phém y té 1a huyét
thanh c6 chira cac khang thé nhap khau:

a) Dbi voi vic xin, sinh phdm y té 13 huyét thanh c6 chira cac khang thé ding
dé phong bénh va chira bénh c6 so ding ky hodc chua c6 s6 diang ky luu hanh tai
Vigt Nam nhép khau sau khi thong quan dwgc dua v€ kho cua doanh nghiép bao
quén theo qui dinh va chi dugc phép dua ra sir dung khi ¢ vin ban cua Vién Kiém
dinh quéc gia Vic xin va Sinh phdm y té x4c nhan 16 vic xin, huyét thanh c6 chira

2 Piém nay dugc sira ddi, bd sung theo quy dinh tai Khoan 1 Diéu 7 ciia Thong tu s6 45/2011/
TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 nim 2012. _

3 Khoan nay dugc sira d6i theo quy dinh tai Khoan 1 Piéu 1 Thong tir s6 38/2013/TT-BYT, cé
hiéu lyc ké tir ngay 01 thang 01 ndm 2014.
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cac khang thé dung dé phong bénh va chita bénh nhap khéu dat tiéu chuan chat
lugng va an toan trén dong vat thi nghiém,;

b) Pdi véi vic xin, sinh phim y té la huyét thanh c6 chira cac khang thé ding
dé phong bénh va chira bénh chua c6 s6 ding ky nhap khau ding cho cdc chuong
trinh, dy an quoc gia phai thuc hién thir thudc trén 1am sang theo quy dinh tai
Quyet dinh s6 01/2007/QD-BYT ngay 11/01/2007 cia By truémg Bo Y té quy dinh
vé thir thudc trén 1am sang;

Riéng dbi véi vic xin, sinh phdm y té 13 huyét thanh c6 chira cic khang thé
dung dé phong bénh va chita bgnh chua c6 s6 ding ky lwu hanh nhung d4 dugc T6
chicy te thé gigi (WHO) tién kiém dinh va da dugc luu hanh rong rii trén thé gidi
do cac té chirc qudc té da thudomg xuyén hop tic v6i Viét Nam trong linh vuc y té
nhu WHO, UNICEF... vién trg cho Vi¢t Nam, tuy timg truong hop cy thé, Cuc
Quan ly Duge - By Y té yéu ciu bing chimg thyc hién day chuyen lanh va c6 két
qua dat yéu ciu vé thir nghiém an toan trén ngudi & thuc dia méi duge phép dua
vao sir dung;

c) Pbi véi vic xin, sinh phim y té 14 huyét thanh c6 chira khang thé ding dé
phong bénh va chita bénh dugc nhap khéu theo quy dinh tai Piéu 13, 14, 15va 16
Théng tu ndy, trudng hop cin thiét, Cuc Quan ly Dugc - B Y té s& yéu céu thir
nghiém an toan trén ngudi & thuc dia va sau khi c6 két qua dat yéu céu vé thir
nghiém an toan trén ngudi & thyc dia mdi dugce phép dua vao sir dung.

6. Nhin thube nhép khau:

Nhan thudc nhdp khiu phai thuc hién theo dung quy dinh tai Nghi dinh s6
89/2006/ND-CP ngay 30/9/2006 cua Chinh phu vé nhan hang héa, cac quy dinh tai
Théng tu s6 04/2008/TT-BYT ngay 12/5/2008 cia B truong BY Y t€ v€ hudng
dén ghi nhan thudc trir nhén cia cac thube quy dinh tai Piéu 12, 13, 14, 15, 16, 17
va 18 ciia Théng tur nay.

7. Ké khai, ké khai lai gia thudc:

Viéc ké khai, ké khai lai gia thudc nhap khau thirc hién theo quy dinh tai
Théng tu lién tich s6 11/2007/TTLT-BYT-BTC-BCT ngay 31/8/2007 cua B Y té -
B Tai chinh - B6 Cong Thuong hudng dan thyc hién quan ly nha nudc vé gia
thuéc dung cho nguoi.

8. Béo céo:

a) Trong vong 10 ngay ké tir khi ‘véc xin, sinh pham y t€ 13 huyét thanh c6
chira cac khang thé dugc nhép khau vé kho, doanh nghiép nhép khau giri béo céo
nhap khau d6i voi timg 16 hang nhap vé Cuc Quan ly dugc - B4 Y t€ va Vién Kiém
dinh Quoéc gia Vac xin va sinh phadm y t€ (Mau s6 1a);

b) Doanh nghiép nhap khau phai bao cdo vé Cuc Quan ly dugc - B§ Y té tinh
hinh xuét, nhap khdu thuéc dinh ky hang thang bing file dién tir t&i hop thu
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glkdd@dav.gov.vn truée ngay 10 thang sau; bao cio 06 thang bang vin ban truge
ngay 10 thang 7 va bao c4o ca nam trudc ngay 10 thang 01 cua nam sau. (Mdu sé
1b1 d@én b13);

¢) Doanh nghiép nhap khiu thuoc dé tham gia trung bay, trién 1am hoi chg va
cac truéng hop tam nhép, tai xuat khac: trong thoi han 10 ngay sau khi két thuc
hoat dong trung bay, trién 1am hdi chg hoic hét han tam nhap phai tai Xut va phai
cd van ban bao cao Cuc Quan ly dugc - B Y té vé s6 lugng va tinh hinh tai xuét
(Méu s6 Ic)

9. L¢ phi:

Doanh nghiép nhép khau thu6c phai ndp 1é phi theo quy dinh tai Quyét dinh s6
44/2005/QDb-BTC ngay 12/7/2005 cua B truong BO Tai chinh quy dinh che do
thu, np, quan ly va sir dung phi thdm dinh kinh doanh thuong mai ¢6 diéu kién
thuge linh vuc y te, phi thdm dinh tiéu chudn va diéu kién hanh nghé y dugc, 1€ phi
cép gidy phép xuét, nhap khéu va cép chimg chi hanh nghe y, duoc; Quyet dinh s6
59/2008/QD-BTC ngay 21/7/2008 vé viéc sua dbi, bd sung Quyét dinh s
44/2005/QD-BTC ngay 12/7/2005 cua B truong B Tai chinh quy dinh ché dd
thu, nfp, quén ly va st dung phi thdm dinh kinh doanh thuong mai c6 diéu kién
thudc linh vuc y te phi thim dinh tiéu chuén va diéu kién hanh nghé y duoc, 1& phi
cap gidy phép xuit, nhap khau va cap chimg chi hanh nghé y, dugc va cic vin ban
phép luat khac c6 lién quan.

10. Thoi han hidu lyc cua gidy phép nhap khiu, xudt khiu thudc:

Giy phép nhap khiu, xuit khau thudc c6 gia trj 01 ndm ke tir ngay ky.

11. Hé so phap 1y trong hd so nhap khiu thudc:

a) Gidy chimg nhén san pham dugc pham (CPP), gtay chimg nhén luu hanh ty
do (FSC), glay chimg nhén dat tiéu chuin thuc hanh tot san xuét thuoc (GMP)
hodc cic gidy chimg nhdn dat tiéu chuin twong duong ddi véi sinh phdm chan
doan In Vitro co thé ndp ban chinh hodc ban sao hodc ban dich tleng Vxet tur tleng
nuéc ngodi nhung phai dap ung cac quy dinh cu thé ddi voi timg loai gidy ching
nhan quy dinh tai diém b, diém ¢ hoic diém d khoan nay va cac quy dinh chung
nhu sau:

- Trudng hop nép ban chinh: Béan chinh phai c6 day du chir ky tryc nep, ho
tén, chirc danh ghi rd ngay cap va ddu xac nhan cua co quan co thim quyén nudc
s& tai cAp gidy chimg nhan; phai dugc hgp phéap hoa lanh sy tai co quan dai dién
ngoai giao Vi¢t Nam theo quy dinh cua phap ludt vé hop phap hoa lanh sy, trr
trudng hop céc gidy to phap ly do co quan ¢ thdm quyén cua nudc da ky két Hiép
dinh tuong trg tu phép voi Viét Nam cap;

- Trudng hop ndp ban sao: Bén sao do co quan cé tham quyén cia Viét Nam
chimg thuc hop 1€ theo quy dinh ctia phép luat Viét Nam vé chimg thyc ban sao tir
ban chinh;
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- Trudng hop ndp ban dich tiéng Viét tir tiéng nuéc ngoai: ban dich tiéng Viét
phai cé cong chimg theo quy dinh (céng chimg & ddy duoc hiéu 12 phai dugce co
quan cdng chimg dia phuong hodc co quan dai dién ngoai giao, co quan lanh su
hoic co quan khic dugc uy quyén cua nudc ngoai ching nhan chir ky ciua ngudi
dich theo quy dinh cua phap luat) va phai ngp kém theo ban chinh ho#éc ban sao
gidy chimg nhan theo quy dinh néu trén;

- Thoi han hiéu lyc cia cac gidy chimg nhan: théi han hiéu lyc phai dugc ghi
cu thé trén cac gidy chimg nhin va phai con hiéu lyc tai thi diém thim dinh;
khéng chdp nhén cong vin gia han gidy ching nhan nay. Trudng hop gidy chimg
nhin nay khdng ghi rd thdi han hiéu lyc, chi chap nhin cac gidy chimg nhan dugc
cép trong thoi gian 24 thang ké tir ngay cép.

b) Gidy chirng nhén san phim dugc ngoai viéc dap img céc quy dinh tai diém a
khoan nay con phai dap img cac quy dinh sau:

- Phai c¢6 xac nhan thubc dugc phép luu hanh & nude xuit xir, trudng hop
thudc khong luu hanh & nudce xuét xir, Cong ty cung cap phai cé giai trinh ly do dé
Cuc Quan ly dugc - B§ Y té xem xét;

- Trudmg hop thudc dugce san xudt qua nhiéu céng doan & cac nudc khac nhau,
khong thé xac dinh duoc nudc xuédt xir duy nhat, co s¢ nhdp khau thuée phai ngp
CPP cua nuéc san xuét ra dang bao ché cudi ciing hoiic CPP ciia nudc xuét xuéng
16. Truong hop khong c6 CPP cia ca hai nudc xuat xir néu trén, Cuc Quaén ly dugc -
B Y té s& xem xét chédp nhdan CPP cia nudc noi san pham dugc van chuyén dén
nudc nhép khiu;

- Trudng hop khéng cé CPP ciia cic nude xudt xir néu trén, chi chap nhan CPP
cua thuoc do6 do co quan ¢6 tham quyén cia mdt trong cdc nudc Anh, Phap, Dirc,
My, Nhat Ban, Uc, Canada hoic ciia co quan thim dinh, danh gi4 cic san phdm y
té ciia Chau Au - EMEA cip;

- Do co quan quan ly duge cé thim quyén (theo danh sich cia WHO trén
website http://www.who.int) ciia nudc xuat xir ban hanh; cip theo miu cia WHO
ap dung doi véi HE thong chimg nhédn chét lugng cua céc san pham dugce luu hanh
trong thuong mai quoc te.

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

- Phai ¢6 xac nhéan thube dugc phép hru hanh ¢ nudc Xuét X, truong hop
thuoc khong luu hanh & nudce xuat xir, Cong ty cung cap phai cé gidi trinh ly do dé
Cuc Quan ly dugce - BY Y té xem xét;

- Do ¢co quan c6 thdm quyén & nudc xuét xir clp, ¢ du cac théng tin vé thanh
phan, ham lugng, dang bao ché va thdi han hiéu luc ciia chimg nhén.
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d) Gidy chimg nhén dat tiéu chuin thyc hanh t6t san xuét thudc, hodc cac
gidy chimg nhan dat hé thong quan ly chat luong khéac (vi du ISO 9001...) va
phai do co quan c6 thim quyén & nudc xuét xir cdp, co xac nhén tén va dia chi
nha san xuit.

Diéu 5. Quy dinh vé ldp don hang, ngdn ngir va hinh thirc ho so

1. Pon hang nhap khéu, xuat khiu thudc, bao bi tiép xiic tryc tiép véi thube
dwoc 14p thanh 03 ban theo miu phu hgp véi timg loai thudc theo quy dinh tai
Thong tu nay. Sau khi dugc phé duyét, 02 ban hr tai Cyc Quan 1y duoc - Bo Y 6,
01 ban gui doanh nghiép nhap khiu, xuét khiu thudc. Ban giri doanh nghiép nhép
khiu, xudt khiu thudc c6 dong dau "Ban gui doanh nghiép" lam thu tuc tai Hai
quan cua khau. Pon hang nhap khiu, xuit khiu thudc gdy nghién, huong tam than,
tién chét ding lam thudc ké ca dang don chét hodc phdi hop da c6 s6 ding ky luu
hanh con hiéu lyc dugce ldp thanh 02 ban.

2. Truémg hop doanh nghi¢p nhén uy thac nhap khau, xuit khiu thudc, phai
ghi 16 tén cong ty Uy thac nhip khéu, xuét khiu thudc trén don hang.

3. Hb so, tai liéu kém theo don hang phai dugc chuan bi trén khd gidy A4,
dong thanh 01 bd chic chin. H6 so phai duoc sap xép theo dung trinh tu cua muyc
luc, ¢6 phan cach gitra cac phan Cac phan phén cach phai dugc danh sb thir te dé
dé tham khao va dugc dong diu xac nhén cta doanh nghiép nhap khau & trang dau
tién cua mdi phin trong toan bd hd so va cé trang bia ghi rd: tén don vi nhap khiu,
s6 don hang, ngay 14p don hang, loai don hang.

4. Ngbn ngit st dung trong hd so nhap khau thude:

Hb so nhép khau thude nudc ngoai phai viét bing tiéng Viét hodc tleng Anh.
Truomg hop ho S0 Viét bﬁng tiéng Anh, cac thong tin trong T& huéng dan sir dung
thudc phai Vlet béng tteng Viét, trir cac ndi dung sau duge phép ghi bing cac ngdn
ngit khac c6 gdc chir cai La-tinh:

a) Tén biét dugc, tén gbc hodc tén chung quédc té cua thudc;

b) Tén chung qudc té hodc tén khoa hoc cua thanh phin, thanh phin dinh
lugng cua thudc trong truong hop khéng dich dugce ra tiéng Viét hodc dich duge ra
tiéng Viét nhung khéng cé nghia;

¢) Tén va dia chi doanh nghiép nuéc ngoai san xuét, nhugng quyén sin
xudat thudc.

5. Dbi véi thudc thanh phém chua c6 s dang ky nhap khau theo quy dinh
tai Piéu 11 Théng tu nay, 1;n01 thudc phdéi 1ap thanh mot don hang riéng, tru
trudng hop thudc c¢6 chung tit ca cac yéu té sau cé thé xin nhap khéu trong cung
mot hd so:

a) Tén thudc;

b) Dang bao ché;
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c) Cong thirc cho mét don vi liéu (d6i v6i dang thude don lidu) hoic cung
nong dd ham lu(;mg (d6i véi thude da liéu):;

d) Nha san xuét;
Piéu 6. Mt s6 quy dinh khac

1. Thudc nhép khéu luu hanh trén thi truong phai dap ing quy dinh tai khoan 1
Diéu 36 Luat Dugc.

2. Thubc nhap khiu phuc vu cho cac du an, chuong trinh muyc tiéu y té quéc
gia, thuoc vién trg, vién trg nhan dao; thudc nhép khiu cho muyc dich thir 1am sang,
lam miu dang ky, phuc vu cong tac nghién cir, kiém nghiém, kiém dinh; thudc
nhdp khau dé tham gia trung bay, trién 1am hoi cho phai dugc sir dung ding muc
dich, ding ddi twong va khéng dugc phép luu hanh trén thi trudmg.

3. Thubc vién trg do céc to chirc, ca nhin quy dinh tai khoan 8 Piéu 3 cua Thong
tr nay nhap khiu, sau khi tiép nhan don vi tiép nhan phai thanh 1ap Hoi dong dé
kiém ké, danh gia, phan loai thuc va nhap kho dé quan ly. Chi dugc phép dua
nhing thuc dam bao chét luong, con han dung vao st dung cho cong tic diéu tri.
Péi véi nhimg thudc khong duoc phép sir dung, phdi thanh 1p Héi ddng dé tién
hanh huy thuoc theo quy dinh tai Théng tu s6 09/2010/TT-BYT ngay 28 thang 4
nim 2010 vé Quan ly chat lrong, ddm bao khéng gy 6 nhiém méi truong.

Thu trudng cac don vi tiép nhan thubc vién trg phai hoan toan chiu trach
nhiém vé chat lugng thudc, sir dung thuéc hiéu qud, hgp ly va an toan.

4, Thubc vién tro, vién trg nhan dao phai dam bao céc yeu ciu sau:

a) Phai duge phép luu hanh ¢ nudce so tai. Déi véi vac Xin, sinh pham y te 1a
huyét thanh c6 chira khang thé phai thuoc danh muc véc xin, sinh phim y té da
dwgc Té chire Y té khuyén cdo st dung,

b) Phai dap ung dung nhung yéu céu sir dung thuc té cua don vi nhan vién tro
va chinh sich quéc gia vé thudc cua Viét Nam;

¢) Khong thuoc danh muc thubc gdy nghién, danh myc nguyén li¢u va thudc
thanh pham cdm nhép khéu dé lam thubc dung cho ngudi (trir trwdng hop nhap
khiu thudc phuc vu chucmg trinh, du an qudc gia d4 dugc Chinh phu phé duyét);

d) Phéi c¢6 nguén gbc rd rang va bao dam céc tiéu chuin vé chit Iu(mg,
toan, higu qua sir dung & ca nudc vién trg va Vigt Nam. Vic xin, sinh phim y té
vién trg phai c6 phiéu kiém nghiém dat tiéu chuin chat luqmg cia co quan kiém
dinh quéc gia nudc sd tai hodc co quan ¢6 thim quyen ddi véi 16 hang nhép khéu,
dong thdi phai duge Vién Klem dinh quéc gia vic xin va sinh phdm y té danh gia
chét lugng trude khi nhap khiu;

d) Phai dugc dong goi trong d6 bao géi thich hop, c6 ghi 13: tén thube, hoat
chit, ham lugng, dang bao che quy cich dong goi, kém theo huong dén sir dung
thudc va c6 danh muc chi tiét di kém theo timg don vi dong gai;

~
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e) Truomg hop dic biét, thudc vién trg phuc vu cho cac chuong trinh nghién
ctru khong dap ung quy dinh tai diém a, b, c, d va d khoan nay, c6 thé xem xét cho
phép tiép nhdn can cir trén cac tai liéu phap 1y, k¥ thudt lién quan cta chuong trinh
nghién ciru.

5. Dugec liéu sir dung dé san xudt, pha ché va thudc thang tai cic co s& san xuit
thudc, co s& kham chira bénh béng dong y phuc vu cho cong tac phong va chira
bénh cho ngudi phai dat ti€u chuan chat lugng va dugc cung cap bdi cac co sd ¢co
du diéu kién kinh doanh thudc.

6. Thubc phéng xa, ngoai viéc thuc hién cac quy dinh cua Théng tu nay
phai tudn theo cac quy dinh ciia Phap luit c6 lién quan dén viéc dam b4o an toan
buc xa.

Chuong 11
HINH THUC QUAN LY NHAP KHAU, XUAT KHAU THUOC
VA BAO Bi TIEP XUC TRUC TIEP VOI THUOC

Pitu 7. Nhap khiu thudc, bao bi tiép xiic tryc tiép véi thudce

1. Cam nhp khau dé lam thuéc ding cho ngudi cac thube thanh phdm va
nguyén liéu lém thuoe quy dinh tai Danh muc nguyén liéu va thudc thanh pham
cam nhap khau dé lam thudc (Phu luc).

2. Thude ¢6 Sé’dﬁng ky luu hanh con higu lyc, trir thudc gay nghi¢n, huéng
tdm than va tién chét dung lam thudc, dwoc nhép khau theo nhu cau khong phai dé
nghi cap gidy phép nhép khau hodc xac nhén don hang nhép khau.

3. Thudc, bao bi tiép xiic tryc tiép vi thube nhdp khau phai c6 gidy phép nhap
khau cua Cyc Quan ly dugc - B§ Y té bao gom:

a) Thudc gdy nghién, huéng tm thén, tién chét dung 1am thudc, ké ca dang
don chat hodc phoi hgp da cé s6 dang ky luu hanh con hiéu luc;

b Thudc thanh phim, nguyén liéu lam thudc, vic xin, sinh pham y té chua c6
so dang ky;

¢) Bao bi tiép xiic truc tiép véi thuée.

Diéu 8. Xuit khiu thudc, bao bi tiép xiic trye tiép véi thude

1. Thube gdy nghién, hudng tam than, tién chat dung lam thudc, ké ca dang
don chét hoac phm hop khi xudt khdu phai c6 gidy phép xuit khau ciia Cuc Quén
lydugc-Bo Y té.

2. Thudc, bao bi tiép xuc truc tiép véi thude, trir cac thube quy dinh tai khoan 1

Diéu nay khi xuat khau don vi xuat khau lam thu tyc trye tiép voi Hai quan cira
khéu khong can c6 gidy phép xuét khiu ciia By 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

Didu 9. Thudc giy nghién, hwéng tim thin va tién chit dung 1am thudc

1. Hé so:

a) Don hang nhap khiu (Mdu sé 2a, 2b);

b) Béo céo ton kho thubc gdy nghién (hogc thudc hudng tam than, tién chat
dung lam thuoc) (Mau so 3).

2. Thu tuc:

Doanh nghiép gt hé so dén Cuc Quan ly dugc - B6 Y té. Trong thoi han 15
ngay lam viéc ké tir khi nhan dugc hé so hop 1€, Cuc Quan ly dugc - BO Y té cap
giay phép nhap khéau. Truong hgp khong cap giay phép, Cuc Quan ly duge - B Y
t€ c6 van ban tra 101 doanh nghiép va néu 1o ly do.

Pidu 10. Cic thudc khic, trir cac thude quy dinh tai Piéu 9 ciia Thong tw nay

Doanh nghiép nhép{ khau lam tha tuc tryc tiép ta1 Hai quan ctra khiu va xuét
trinh Hai quan cira khau danh muc thudéc nhdp khau (Mdu so 4) kém theo ban
chinh hodc ban sao cong ching hop 1€ cac tai liéu sau:

a) Gidy phép hru hanh san pham hoic Quyét dinh cép s6 dang ky luu hanh; cdc
vin ban cho phép thay d6i, bo sung, dinh chinh khac (néu cd);

b) Gidy phép hoat dong ve thudc va nguyén liéu lam thudc tai Viét Nam dbi

véi cong ty nude ngoai cung cép thude, trir cac thuong nhan quy dinh tai diém b, ¢
khoan 12 Piéu 3 cuia Thong tu nay.

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

Pidu 11. Thubc thanh phim c6 chira dugc chét chwra ¢6 s6 diing ky hodic duge
chit da c6 sé ding ky nhung chwa dap ing di nhu ciu diéu trj, sinh pham y
té dung dé phong bénh, chira bénh, chan dodn

1. Diéu kién va sb luong thubc xem xét cap gidy phép nhap khéu:

Thuc hién theo quy dinh tai Diéu 7 Quyét dinh s 151/2007IQD TTg ngay
12/9/2007 cua Thu twéng Chinh phu ban hanh Quy dinh vé viéc nhip khau thude
chua c6 sb dang ky tai Viét Nam.
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2. Hb so:
a) Pon hang nhap khiu (Mdu sé Sa, 5b, Sc, 5d, 5d);

b) Glay ching nhén san pham duoc. ancmg hop khong c6 Gidy chimg nhan
san pham dugc, cé thé thay thé bﬁng FSC va GMP. Truodng hop ¢6 nhiéu co s& san
xuét tham gia vao qua trinh san xuat thudc, o sO nhap khau thudc phai ndp glay
chimg nhan GMP cua tét ca cic co s¢ san xuit c6 tham gia trong qua trinh san Xuét
ra thanh pham,

¢) Tiéu chuan va phuong phap kiém tra chit lugng thudc;
d) Nhén_ thudc va to hudng dan sir dung c6 dong déu cua doanh nghi¢p nhép
khau, bao gém: 01 b0 nhan goc kém to huong dan sir dung goc cta thubc dang

du'qc Iuru hanh thuc té & nudc xudt xir (trir vic Xin, sinh pham y te) 02 bo nhan dy
kién luu hanh tai Viét Nam kém t& hudng dan sir dung tieng Viét;

&) Bao c4o ton kho d6i v6i thude gy nghién, huéng tim than va tién chit dung
lam thuéc (Mau so 3);

e) Ho so tién 1am sang va 1am sang déi véi thude chita dugc chat méi, thude c6
su két hop mai cua cac dugce chat dé luu hanh.

3. Thu tuc:

Doanh nghi¢p guri hé so dén Cuc Quan 1y dwoc - BS Y té. Trong thoi han 20 ngay
lam viée ké tir khi nhan duoc hd so hop l¢, Cuc Quan ly duge - Bo Y té xem xét
cap glqy phép nhédp khau. Trudng hop khong cap gidy phép, Cuc Quan ly duoc -
B0 Y t€ c6 van ban tra 161 doanh nghiép va néu rd ly do.

Piéu 12. Thudc hiém, thudc cho nhu ciu diéu tri ciia bénh vién trong trudmg
hgp dic biét

1. Hb so:

a) Pon hang nhéap khau (Mdu sé 6a);

b) Dy tru th}_léc 'hiém, thudc cho nhu ciu diéu tri cia bénh vién trong trudng
hop dac biét (Mau so 6b),

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

- Doanh nghlep td chirc chudi nha thudc dat tiéu chuidn “Thuc hanh tdt nha
thudc” GPP can thiét nhap khau céac thube thudc danh muc thude hlem thudc nhap
khau cho nhu cau diéu tri ciia bénh vién trong trudng hop déc biét dé ban tai cac
nha thudc dat GPP trong hé thong phai cé van ban néu rd ly do chua cung cap

duge hd so, phiéu kiém nghiém gbc, va cam két chiu trach nhiém vé dam bao chat
lugng thude nhap khau;

- Doanh nghi¢p nhap khau nhimg thudc thuéc danh muc thudc hiém, thudc
nhap khau cho nhu cau diéu tri cia bénh vién trong truong hop dic biét hoic
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nhimg thubc co6 hoat chit, néng do, ham luong, dang bao ché chua c6 sé ding ky
lru hanh tai Vi¢t Nam nhung dugc ghi trong céc tai liéu chuyén moén ma khéng
cung cap dugc cac hé so quy dinh tai khoan 2 Bleu 11 ciia Thong tr nay va phiéu
kiém nghiém géc cia 16 thuéc nhép khiu thi hd so phai kém theo: Van ban néu rd
ly do chua cung cap dugc hd so cua thuéc nhap khau, phiéu kiém nghn:m gbc clia
16 thubc va cam ket vé didm béo chét lugng thudc nhdp khiu; Béo cdo sir dung
thuéc (nhu ciu sir dung, tinh an toan, hiéu qua diéu tri cta thubc).

2.* Thu tuc:

Doanh nghiep giri hd so dén Cuc Quan ly duge - B Y té. Trong thoi han 07
ngay lam vwc ké tir khi nhan dugc hd so hop 1¢, Cuc Quan lydugc-BoY té xem
xét cap gidy phép nhap khau. Truong hop khong cp gidy phép, Cuc Quan 1y dugc -
Bo Y té ¢ viin ban tra 10i doanh nghiép va néu rd 1y do.

Piéu 13. Vic xin, sinh phdm y té theo nhu ciu diéu trj dic biét cia co s&
diéu tri, co' s& tiém phong va co sé xét nghiém

1. Ho so:

a) Pon hang nhép khau (Mdu s6 7a),

b) Dy tri vic xin, sinh phdm y té cta co so tiém phong, co s& xét nghiém
(Mau so 7b);

_d) Ban cam két cua cong ty cung cap vé viéc dam bao chét lugng véc xin, sinh
phdm y té cung cap cho Viét Nam (Mdu sé 7c¢);

d) Céc tai ligu kém theo (néu c6) bao gom: Gidy chimg nhén co s& san xuit dat
tiéu chuan GMP hoac Giay ching nhan co s¢ san xuat dat tiéu chuéan h¢ thong
quan ly chét lugng (ISO) do co quan ¢ thdm quyen cap (dm véi sinh phdm chén
doan In Vitro), Gidy phép luu hanh vic xin, sinh pham y té, Gidy phép luu hanh tai
mot s6 nuée khiac ma véc xin, sinh phim y té d6 da dugc dang ky va luu hanh.
Trong tl:uorng hgp dac biét, cong ty chua cung qap du cac tai l.u:u nay ho¥c vic xin,
sinh phdm y t€ khong dap img quy dinh tai diém b, ¢, va diém d khoan 2 Dieu 4
cua Thong tr nay nhung can thiét cho nhu cau sir dung, Cuc Quan Iy duge - By Y té
xem xét, quyét dinh.

2. Thu tuc:

Doanh nghi{:p guri hé so dén Cug Quan ly Duge - B6 Y té. Trong théi han 15
ngay lam vigc ké tir khi nhén duoc ho so hop 1€, Cuc Quan ly Dugc - B§ Y té xem
xét cap gidy phép nhép khéu va yéu ciu giri hé so, mdu cho Vién Kiém dinh Quéc

gia Vic xin va Sinh phdm y té d6i véi véc xin, sinh pham y té nhap khiu trong
trudng hop can thiét.

* Khoan nay dugc sira d6i theo quy dinh tai Khoan 2 Diéu 7 cua Théng tu s6 45/2011/TT-BYT,
c6 hiéu lyc ké tir ngay 05 thang 02 nam 2012.
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Trudng hop khéng cip gidy phép Cuc Quan ly durge - B Y té c6 vin ban tra
101 doanh nghiép va néu rd ly do.
‘Diéu 14. Thudc d4p émg nhu ciu cip bach cho phéng, chéng dich bénh,
khiéc phuc hau qua thién tai, thim hoa
1. Hd so: Don hang nhap khiu (Mdu sé 8);
2. Thu tuc:

Doanh nghiép guri hé so dén Cuc Quan ly duge - B§ Y té. Trong thoi han 05
ngay lam v;e;c ké tir khi nhéan dugc hd so hop 1¢, Cuc Quan lydugc-BoY té xem
xét cap glay phép nhap khau. Truomg hop khong cip gidy phép, Cuc Quan Iy dugc -
Bd Y té c6 van ban tra 16i doanh nghiép va néu rd ly do.

Piéu 15. Thudc phyc vu cho céc chwrong trinh muyc tidu y té quéc gia

1. Ho so:

a) Pon hang nhap khiu (Mdu s6 9);

b) Van ban cua co quan ¢ tham quyén ve viéc nhdp khau thudc phuc vu chuong
trinh myc tiéu y té qudc gia (truong hop can thiét Cuc Quan ly duge - B§ Y té ¢

thé yéu ciu cac hd so theo quy dinh tai diém b, ¢, d va e khoan 2 Diéu 11 cia
Thong tur nay),

c) Péi véi vic xin, sinh pham y té la huyét thanh c6 chira cac khang thé dung
dé phong bénh, chira bénh ngoai cac gidy t& quy dinh tai diém a va b khoan 1 Didu
ndy phai c6 thém céc gidy to sau day:

- Glay chu‘ng nhén cua co quan ¢4 thim quyén nudc s& tai cho phép luu hanh
ho#c xuét khau véc xin, sinh phim y té;

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

- Phiéu kiém nghi¢m dat tiéu chuan chit lugng vic Xin, sinh phim y té cuia co
quan kiém dijnh qudc gia hoic co quan khac cé thim quyén nudc s& tai dbi véi 16
hang nhdp (c6 xac nhén sao y ban chinh cia doanh nghiép nhap khau);

- Két qua thir thudc trén 1am sang hodc két qua thir nghiém an toan trén ngudi
& thyc dia theo quy dinh tai diém b khoan 5 Diéu 4 cia Théng tu nay.

d) Péi voi cac vic xm sinh phim y té nhap khau theo két qua triing thau cua
d4u thau quéc gia hodc quoc té tai Viét Nam, cdc gidy t& theo quy dinh tai tiét 1, 2
va 3 diém ¢ khoan 1 Diéu nay d dugc chuong trinh xem xét khi xét hd so thau thi
ho so dé nghi nhap khau khong phai bit budc cé cac gidy to trén.

2. Tha tuc:

a) Thuéc ciia chuong trinh muc tiéu y té quoc gia phai dugc nhap khau uy thac
qua cac doanh nghiép c6 chirc ning nhap khiu thudc tryc tiép. Trén nhan thudc
phai c¢6 dong chir "Thudc chuong trinh khéng duge ban”;

~
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b) Trong thoi han 15 ngay lam vige ke tir khi nhan dugc hd so hop 18,
Cuc Quan ly Dugc - By Y té xem xét cap glay phép nhap khéu. Trudng hop khéng
cap gidy phép, Cuc Quan ly Dugc - B§ Y té ¢ vian ban tra 10i doanh nghiép va néu
ro ly do.

Diéu 16. Thudc vién trg, vién trg nhan dao

1. Hb so:

a) Cong van dé nghi nhap khéu cia co s& nhén vién trg, vién tro nhan dao;

b) Danh muc thudc vién trg, vién trg nhan dao (Mdu sé 10);

¢) Vin ban cia co quan c6 thim quyén vé viéc cho phép co s& nhan thudc vién
tro, vién trg nhan dao;

d) Péi véi vic xin, sinh pham y té la huyét thanh c6 chira cac khang thé dung
dé phong bénh, chira bénh ngoal cac gidy to quy dinh tai diém a, b va ¢ khoan 1

Piéu nay phai c6 thém céc gidy t& quy dinh tai tiét 1, 2 va 3 diém c khoan 1 Diéu 15
cua Thong tu nay.

2. Thu tyc:

Co so nhap khéu gm hé so dén S& Y té trén dia ban, ‘truomg hop thuoc chira
dwoc chit mdi, thubc co su két hop mdi cua cac dugce chat da luu hanh, vac Xin,
sinh phim y té: co s& nhap khau giri hd so dén Cuc Quan ly dugc - BOY té. Trong
thoi han 15 ngay lam viéc ké tir khi nhdn dugc don hang, hd so hop 1§, So Y té
hodc Cuc Quan ly dugc - BY Y té xem xét cp gidy phép nhép khau. Trudng hop
khong cép gidy phép, S& Y té hodc Cuc Quan Iy duogc - Bd Y té c6 vin ban tra 1oi
co s& va néu rd ly do.

Piéu 17. Thudc ding cho muc dich thir lim sang, 1Am miu ding ky va phuc vu
viéc nghién ciru, kiém nghi¢m, kiém dinh, nghién ciru sinh khi dung/twong
dwong sinh hoc

Thyc hién theo quy dinh tai khoan 1, 2, 4 Diéu 9 Quyet dinh sb 15 1/2007/Qb-TTg
ngay 12/9/2007 cua Thi tuéng Chinh phi Quy dinh vé viéc nhap khau thudc chua
¢0 sO dang ky tai Viét Nam.

1. H so:

a) Don hang nhap khiu (Mdu sé6 11a, 11b, 11c);

b) Dé cuong nghién ciru thir thudc trén 1am sang da dugc B truéng Bo Y té
phé duyét doi véi thuoc nhdp khau dé thir nghiém lam sang;

c¢) Pé cuong nghién ciru sinh kha dung, twong dwong sinh hoc da dugc phé
duyét tai co quan k¥ thudt chuyén nganh do B Y té uy quyén d6i véi thudc nhap
khau dé nghién ciru sinh kha dung, twong duong sinh hoc;

d) Van ban phé duyét cua co quan ¢ thdm quyén cho phép thyc hién ddi véi
cac de tai nghién ciru c6 phé duyét hodc van ban yéu cdu ciia co quan c6 thim
quyen vé viéc nhap khau thudc dé kiém nghiém, kiém dinh;
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d) Truong hop co s san xuit, nghién ciru, kiém nghiém mudn nhap khau
thube dé phuc vu viéc nghién ciru, kiém nghiém cta chinh co sé phai kém theo vin
ban dé nghi va cam két thudc nhap khau chi str dung dé phuc vu viéc nghién ciru,
kiém nghiém cua co sd;

S6 lugng xin nhép khau phai phu hop véi quy md san xudt, nghién ciru, kiém
nghiém, kiém dmh Truong hop sau khi san xuat thur, nguyén liéu nhép khiu con
du ma cong ty mudn dua vao san xuat thube da duogc cp sb dang ky thi phai bao
c40 vé Cuc Quan ly duoc so lugng tén, han dung, tinh trang chét lugng va xin
phép duge sir dung dé san xuét thudc thanh pham

e)° Ban sao Glay chimg nhan du diéu kién kmh doanh thude ¢ dong dau cua
doanh nghiép d6i véi truong hop doanh nghiép 14n déu tién xin nhap khiu thube
lam mau.

2. Tha tuc:

Co s& nhap khéu giri hd so dén Cuc Quan ly duge - BY Y té. Trong thoi han 15 ngay
lam viéc ke tir khi nhén duogc don hang, hé so hop 18, Cuc Quan ly duge - B Y té
xem xét cip g1ay phép nhap khau. Trudng hop khéng cip gidy phép, Cuc Quan ly
dugc - Bd Y té c6 van ban tra 10i co s& va néu rd ly do.

Piéu 18. Thudc dé tham gia trung bay, trién 1am hi chg va cic trudng
hgp tam nhép, tdi xuit thudc khac

Thuc hién theo quy dinh tai khoan 3 Diéu 9 Quyét dinh sb 151/2007/Qb-TTg
ngay 12/9/2007 cua Thu tuéng Chinh phu quy dinh vé vigc nhép khiu thudc chua
c6 so ding ky tai Viét Nam va quy dinh tai Diéu 12 Nghi dinh s0 12/2006/ND- CP
ngdy 23/01/2006 cua Chinh phu quy dinh chi tiét thi hanh Luat Thuong mai vé
hoat dong mua ban hang hoa quéc té va cac hoat dong dai ly mua, ban, gia cong va
qua canh hang héa véi nude ngoai.

Piéu 19. Nguyén liéu 1am thude, dwgc liéu chwa cé s6 ding ky lwu hanh,
bao bi tiép xiic true tiép véi thude ’

1. Nguyén li¢u lam thuéc dugc phép nhap khiu theo Danh ‘muc nguyén li¢u
lam thudc dugc phép nhép khau do Cuc Quan ly Dugc cong b6 (khong yéu cu
phai ¢6 glay phép nhép khéu) theo quy dinh tai Khoan 2 Piéu nay hoic theo hinh
thirc gidy phép nhap khau theo quy dinh tai Khoan 3 Diéu nay.

2. Nhép khau theo Danh myc nguyén li¢u lam thuoc duoc phép nhép khiu do
Cuc Quén ly Dugc cong bd (khéng yéu ciu phai c6 gidy phép).

> Poan nay dugc bd sung theo quy dinh tai Khoan 3 Diéu 7 cia Théng tu sé 45/2011/TT-BYT,
c6 higu lyc ké tir ngéy 05 thang 02 nam 2012.

5 Piém nay dugc bd sung theo quy dinh tai Khoan 4 Diéu 7 cua Théng tu s6 45/2011/TT-BYT,
cé hiéu lyc ké tir ngay 05 théang 02 nam 2012.

7 Piéu nay dugc sira ddi, bd sung theo quy dinh tai Khoan 2 Diéu 1 cua Théng tu sb 38/2013/
TT-BYT, c6 hiéu luc ké tir ngay 01 thang 01 nam 2014
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a) Danh myc nguyén li¢u lam thudc dugc phép nhap khiu (khong yéu cau phai
c6 gidy phép) do Cuc Quan ly Duogc cong b6 gdm cic dugc chit, trir cac nguyén
li¢u thudc danh muc thuoc gay nghién, hlrong tdm thén, tién chat dung lam thude.
Trudng hop co sd san xuét thay dbi ngudn goc hoéc tiéu chuén chét lugng nguyén
liéu, co so san xudt phai ndp ho so ding ky thay d6i theo quy dinh tai Phu luc II
ban hanh kém theo Thong tu s0 22/2009/TT- BYT ngay 24 thang 11 nam 2009 cua
By truémg BO Y té quy dinh viéc dang ky thudc va chi duge nhép khéu sau khi cé
vin ban cia Cyc Quan Iy Dugc ddng v ndi dung thay ddi, bd sung cia Cuc Quan
ly Dugc;

b) Trinh ty, thu tuc cong bd

-Bo Y té (Cuc Quan ly Dugc) cong b Danh myc nguyén li¢u lam thudc duge
phép nhap khau (khéng yéu cau phai c6 gidy phep) tai trang thong tin di¢n tur cua
Cuc Quan ly Dugc (www.dav.gov.vn) theo Maiu sb 16 ban hanh kém theo Thong
tu nay.

- Trong vong 30 ngay ké tir ngay thudc dugc cép sb ding ky, Cuc Quaén ly
Duoc cong bd Danh muc nguyén liéu lam thudc dugce phép nhap khau;

¢) Doanh nghiép nhap khéu

Co s& san xuit thudc duogc cép sb déng ky chi dugc phép nhép khdu nguyén
liéu theo ding Danh myc da dugc cong bo.

Doanh nghiép kinh doanh c6 chirc ning nhap khiu nguyén liéu lam thube

dugc phép nhép khau nguyen liéu thugc Danh muc nguyén li¢u lam thudc dugc
phép nhép khéu (khéng yéu cau phai c6 gidy phép) do Cuc Quan ly Dugc cong bd;

d) Hé so va thu tuc nhap khau

- Co s§ san xuét cé nhu ciu nhép khau nguyén liéu dé san xuat thudc, doanh
nghi¢p nhép khiu nguyén liéu dé kinh doanh lam thu tuc truc tiép v&i Hai quan
ctra khau dé dugc nhap khiu cac nguyén liéu theo Danh myc dd dugc Cuc Quan ly
Dugc cong bd;

- Co s san xuét thudc phai xuat trinh Gidy chimg nhén du diéu kién san xuat
thuoc hoic Gidy chimg nhén thyc hanh t6t san xuét thudce theo quy dinh tai diém c,
diém d khoan 1 Piéu 3 Théng tu nay;

- Doanh nghi¢p nhép khéu nguyén lidu dé kinh doanh phai xuét trinh Gidy
chimg nhén du dleu kién kinh doanh thuéc (hinh thitc ban budn hodc xuét nhép
khau thuoc;) va gidy chung nhan GSP v6i pham vi kinh doanh phu hgp theo quy
dinh tai diém a khoan 1 Pi€u 3 Thong tu nay;

- Thoi han nhép khau nguyén ligu lam thuoc theo hinh thirc cong bd cé thoi
han nhu higu lyc s6 dang ky cia thudc san xuét tir nguyén liéu do;

- Doanh nghi¢p nudc ngoai cung cap nguyen liéu lam thuoc: vao Viét Nam
phai c6 Gidy phép hoat dong vé thudc va nguyén liéu 1am thudc tai Viét Nam con
hiéu lyc theo quy dinh tai khoan 12 Piéu 3 Thong tu nay.

awSoft = Tel: +84-8-3930 3279 * www. ThuVienPhapLuat.vn



CONG BAO/S 743 + 744/Ngay 09-8-2014 29

3. Nhap khau nguyén liu lam thudc theo hinh thirc gidy phép nhap khiu

a) Nguyén li¢u 1am thubc dugc nhép khau theo hinh thirc gidy phép nhap khéu
bao gém:

- Nguyén ligu lam thudc khong thudc dién dugc phép nhap khau theo hinh
thirc cong bd quy dinh tai khoan 2 Diéu nay;

- Nguyén liéu thuc danh myc thubc gdy nghién, hudng tdm thén, tién chat
dung lam thudc;

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

- Nguyén liéu dung cho nghién ctru, kiém nghiém;

b) Doanh nghiép nhap khau nguyén li¢u theo hinh thirc glay phép nhap khau
va doanh nghi¢p nudc ngoai cung cap nguyén li¢u lam thudc vao Viét Nam dugc
quy dinh tai Diéu 3 Théng tu nay;

c) Ho so dé nghj cip gidy phép nhép khiu

- Pon hang nhap khiu theo Miu sé 12a, 12b, 12¢, 12d, 12d ban hanh theo
Thong tu nay;

- Ban tiéu chuan chét lugng va ban phuong phap kiém nghiém nguyén liéu,
dugc liéu, bao bi tiép xuc truc tiép vdi thude déi véi cac nguyén li¢u, bao bi c6 tiéu
chuan chéit lugng va phuong phép kiém nghiém cuia nha san xuét hogc ban photo

chuyén luén tiéu chuin chit luong cua dugc dlen trir truong hop ap dung tiéu
chuén dugc dién chau Au, Anh, Hoa Ky, Quéc té, Nhat Ban;

- Déi vai nguyen ligu lam thubc 1a thuoc gdy nghién, huéng tdm than, tién chét
lam thudc phai giri kém theo Béo c4o tdn kho theo Mau sé 3 ban hanh theo Théng
tur nay.

d) Trinh tu, thu tuc
Doanh nghiép gui hé so dén Cyc Quan ly Dugc - B0 Y té. Trong thoi han

07 ngay lam v1¢c ké tir khi nhan dugc hd so hop 1é, Cuc Quan ly Duge - B Y té
xem xét cip gidy phép nhép khau;

Péi véi nguyén lidu 1am thude 14 thude gdy nghién, hudng tam than tién chét
lam thudc, trong théi han 15 ngay lam vige ké tir khi nhén dugc hé so hop 18,
Cuc Quan ly Dugc - B§ Y té xem xét cép gidy phép nhap khiu;

Trudng hop khéng cap gidy phép, Cuc Quan Iy Dugc - B§ Y té c6 vin ban tra
161 doanh nghiép va néu 5 ly do.

d) Gidy phép nhap khéu nguyén liéu 1am thudc chua c6 sé dang ky co gia tri
toi da 02 nam ké tir ngay ky.”

Piéu 20. Thubc phong xa

1. P6i véi thudc phong xa trong trudng hop duge mién trir khai béo, cip phép:
thuc hién theo quy dinh tai Piéu 11 cua Thong tu nay.
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2. Déi véi thube phéng xa trong trudng hqp khéng duqc mién trir khai bao,
cép phep thuc hién theo quy dinh tai Piéu 11 cia Thong tu nay va kém theo Gidy
phép tién hanh céc cong viéc birc xa do co quan cé thim quyén cép cho doanh
nghiép truc tiép kinh doanh thudc phéng xa.

Muc 3
KIEM PINH THUOC NHAP KHAU

Piéu 21. Vic xin, sinh phdm y té 1a huyét thanh c6 chira cic khang thé

1. H6 so:

a) Phiéu giri mAu kiém dinh;

b) H6 so tom tit san xuit va kiém dinh cia 16 vic xin, sinh phdm y té nhap
khéu (ban sao c6 dong diu x4c nhan cia nha san xuét);

c) Gidy phép xuit xudng ciia Co quan cé thdm quyén nudc sé tan hodc co quan
tuwong duwong khac kém theo timg 16 hang nhép (béan sao c6 déng dédu x4c nhén cia
Giam ddc doanh nghiép nhap khau),

d) Bing chimg bao dam vé day chuyén lanh trong qui trinh vén chuyén 16
hang nhap khéu;

e¢) Mau vﬁc xin, sinh phim y ! té la huyet thanh c¢é chira cac khang thé nhap
khau dé krem dinh (sb lugng mau theo qui dinh cho timg loai vic xin, sinh
pham y té).

2. Thu tuc:

Doanh nghi¢p nhép khéu giri hé so dén Vién Klem dinh qudc gla Vic Xin va
Sinh pham y té. Trong thoi han 07 ngay lam viéc ké tir khi _nhén du mau va hé so
theo qm dinh, Vién Klem dinh quoc gia Vac xin va Sinh phim y té tra 15i bing vin
ban vé chit lugng vﬁc xin, sinh pham y té va vé an toan trén dong vat thi nghiém
cua vic xin, sinh phdm y té giri doanh nghiép.

Chuong IV
HO SO, THU TYC XUAT KHAU THUOC VA BAO Bi
TIEP XUC TRUC TIEP VOI THUOC

Pidu 22. Thudc giy nghién, hwéng tim than va tién chit
1. Hé so:
a) Pon hang xuat khiu (Mdu sé 13a, 13b);

b)® Vin ban cho phép nhép khau cuia co quan ¢ thim quyén cua nuéc nhap
khau (ban chinh, ban sao ho#c ban dich tiéng Viét dap img quy dinh tai tiét 1,2 va
3 diém a khoan 11 Diéu 4 ciia Thong tu nay);

® Piém nay dugc sira ddi theo quy dinh tai Khoan 6 Diéu 7 cia Théng tr sb 45/2011/TT-BYT,
¢0 hiéu lyc ké tir ngay 05 thang 02 ndm 2012.
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¢) Thudc thanh phdm giy nghién dang phéi hop quy dinh tai khoan 2 Piéu 1
cia Thong tu s6 10/2010/TT-BYT ngay 29/4/2010 huéng din cac hoat dong lién
quan dén thudc gay nghién; thudc thanh phdm hudng tam than, tién chét dang phéi
hop quy dinh tai khoian 2 Piéu 1 cua Thong tu s6 11/2010/TT- BYT ngay
29/4/2010 hudng dan cac hoat dong llen quan dén thudc huéng tam than, tién chét
dung 1am thubc xuit khdu dé lam miu dang ky, hoi cho, trién 1am, nghién ciru
khéng bit budc phai c6 hd so theo quy dinh tai dlcm b khoan 1 Piéu nay nhung
phai c6 van ban giai trinh 15 ly do va muyc dich xuét khau thuéc cia doanh nghiép
xuat khéu;

d)’

2. Tha tuc:

Trong thoi han 15 ngay lam viéc ke 1114 khl nhan dlrgc don hang, hé so hop 1€,
Cuc Quan ly duge - Bo Y té xem xét cip glay phép xuét khau. Truong hop khong
cép gidy phép, Cuc Quan ly duge - BO Y té ¢6 vin ban tra 1&i doanh nghi¢p va néu
16 ly do.

Dnéu 23. Céc thudc khac khéng phai 12 thuoc giy nghlen, hwéng tam than

va tlen chit dung lam thudc & dang don chit hodic phdi hgp, bao bi tiép xiic
truc tiép véi thude

Thudc san xuét trong nude dugc cap Gxay chimg nhan Iuru hanh ty do (FSC)

hoic Gidy chimg nhan san phim dugc phim (CPP) dé xuét khiu. Sé lugng FSC,
CPP dugc cap theo yéu cau cua co so.

1. Hd so:
Bon dé nghi cap FSC hoic CPP (Mdu s6 14);

Truong hgp nudce nhap khau yéu cau co s¢ ngp FSC hoic CPP theo mau do
mmrc d6 quy dinh, Cyc Quén ly dugce - B6 Y té c6 thé xem xét cap FSC dua trén
mau dugc yéu cau.

2. Thu tuc:

a) Thu tuc cép lai FSC theo quy dinh cua Diéu 13 Quyet dinh s6 10/2010/QP-TTg
ngay 10/02/2010 ciia Thu tuéng Chinh phu quy dinh gidy chimg nhéan lvu hanh tu
do d6i véi san phdm hang héa xuat khau va nhap khiu;

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

¢) Trong thoi han 05 ngay lam viéc ké tir khi nhén dugc hé so hep 1§, Cuc Quan ly
dugc - B Y té cap FSC hoic CPP (Mdu sé 15a, 15b).

? Diém nay dugc bii bo theo quy dinh tai Khoan 7 Diéu 7 cia Théng tir sé 45/201 1/TT-BYT., 6
hi¢u lyc ké tir ngay 05 thang 02 nam 2012.
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Chuwong V
XU LY VI PHAM

Piéu 24. Xir Iy vi pham

1. Truomg hop doanh nghiép xudt khau, nhdp khau cé hanh vi gia mao hodc ty
y sira chira hd so, tai liéu, gidy to phap 1y cia cic co quan chirc niang cia Viét Nam
ho3c ciia nudc ngoai; sir dung con déu gia hodc gia mao chir ky hoic déu ciia co s&
nhap khiu, co s& san xudt va cac co s& lién quan trong hd so xuét khau, nhap khiu
thudc thi Cuc Quan ly Duge - Bo Y té ¢ cong vin canh bdo co s& va dimg tiép
nhén, xem xét hd so xuit khiu, nhap khéu thudc cia co sé, cy thé nhu sau:

a) Dirng tiép nhan, xem xét hd so xuét khiu, nhap khau thudc ciia co s& trong
thoi han 03 thang déi v6i truomg hop vi pham lan dau;

b) Dimg tiép nhan, xem xét hd so xuét khiu, nhap khau thuéc cia co s& 06
thang dén 12 thang ddi véi trudmg hop vi pham 02 lan trong 12 thang;

c¢) Tuy theo mic dd vi pham Cuc Quan ly Dqurc Bo Y té s&ch cong van gui
cong ty san xuat, cong ty cung cip thudc va dimg tiép nhan, xem xét hd so ding ky
thudc hosic du'ng tiép nhan, xem xét ho so dang ky hoat dong vé thudc va nguyén
liéu 1am thudc tai Viét Nam cuia cong ty nudc ngoai;

Ngoai cac hinh thirc trén, Cyc Quan ly Dugc - By Y té s& cong khai ndi dung
vi pham cla co s¢ trén trang thong tin dién tr cia B§ Y té; thong bao tdi co quan
Thanh tra, co quan Hai quan va cac co quan chirc néng ¢6 thAm quyén dé xem xét,
xir ly theo quy dinh cua phap luat.

2. Co quan, td chirc, ca nhin vi pham tly theo mirc do s& bi dimg tiép nhan,
xem xét hd so xuét khau, nhap khau thudc hodc bi xir phat hanh chinh hoic truy
ctru trach nhiém hinh su theo quy dinh cta phap luat.

i Chwong VI
PIEU KHOAN THI HANH

Pidu 25. Hiéu lyc thi hanh'

' Théng tu s6 45/201 1/TT-BYT c6 hiéu lyc ké tir ngay 05 thang 02 ndm 2012 quy dinh nhu sau:

“Diéu 8. Hi¢u lyc thi hanh

Théng te nay c6 hiéu luc thi hanh ké tir ngay 05 thang 02 ndm 2012. Cde quy dinh trude
ddy trai voi quy dinh tgi Thong tw nay déu bai bo.

Trong qud trinh thuc hién, néu c6 kho khdn vieong mdc, dé nghi cdc don vi phan anh kip
thoi vé Cuc Quan Iy dugc - Bg Y té dé nghién ciru swra doi, bo sung cho phit hop./.
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Thong tu nay c6 hi¢u lyc thi hanh sau 45 ngay ké tir ngay ky. Bai bo Théng tu
s6 06/2006/TT-BYT ngay 16/5/2006 cua B6 Y té hudng dan xudt khiu, nhap khau
thuéc va my pham Théng tu s6 13/1998/TT-BYT ngay 15/10/1998 cia Bo Y té
huémg din viéc tiép nhan, quan ly va sir dung thudc vién trg cua nudc ngoai vao
Viét Nam; cic quy dinh vé nhdp khau vic xin va sinh pham y té tai Thong tu 56
08/2006/TT-BYT ngay 13/6/2006 cua B§ Y té hudémg dan nhap khéu vic xin, sinh
pham y té; hoa chit, ché phim diét con trung, diét khuin dung trong linh vyc gia
dung va y té va trang thiét bj y té.

Trong qua trinh thyc hién, neu ¢6 khé khan, vudng mac dé nghi céc don vij bao
c4o vé Cuc Quan ly dugc - B Y té dé xem xét, gidi quyét./.

BO Y TE XAC THUYC VAN BAN HQP NHAT
S6: 09/VBHN-BYT Ha Ngi, ngay 09 thang 7 ndm 2014
KT. BQ TRUONG
THU TRUONG
Pham Lé Tuén

Théng tu s 38/2013/TT-BYT c6 hiéu lye ké tir ngay 01 thang 01 ndm 2014 quy dinh nhu sau:

“Diéu 2. Diéu khoan ckuyen tiép

1. Hé so dé nghi cap gidy phép nhdp khiu thuéc chua 6 56 dang ky ngp trweoc ngay 01
thang 01 nam 2014 thyc hién theo quy dinh tai Théng tw sé 47/2010/TT-BYT ngay 29 thang 12
ndam 201 0 ciia Bp trucng B§ Y té hieomg ddn hoat dong xuat khau, nhdp khéu thuéc va bao bi
triec tiép voi thuéc.

2. Gidy phép nhép khéu nguyén ligu lam thudc chiea cé sé dang ky duac cdp truede ngay
Thong tu nay co hiéu luc dugc phép thuc hién cho dén hét thoi han ghi trong gidy phép.

Diéu 3. Trich nhi¢m thi hanh

1. C uc Quan Iy Dugc cong bo truée ngay 31 thang 12 nam 2014 déi vai tat ca céc thuée da
dige cap s6 dang ky trudc ngay 01 thang 7 nam 2014.

2. Ké tir ngay 01 thang 7 ndm 2014, Cuc Quan Iy Dugc cong bo nguyen liéu thugc Danh
muc nguyén liéu lam thuée dwge phép nhap khdu (khdng yéu céu phai cé gidy phép) trong vong
30 ngay lam viéc ké tir ngay thuéc duge cdp sé ding ky.

Diéu 4. Hi¢u lyec thi hanh

Thong tu ndy c6 hiu luc thi hanh ké tic ngay 01 thang 01 nam 2014.

Khoan 3 Diéu 4, Diéu 19 Théng tu 47/2010/TT-BYT va Mdu sé la, Mdu sé 12a, 12b, 12c,
12d, Méu sé 3 ban hanh theo Thong tu 47/2010/TT-BYT hét hiéu lwc thi hanh ké tir ngay Thong
tu nay co hiéu lyc.

Trong qud trinh thuc hién, néu cé kho khan, vuong mdc, dé nghi cac 16 chire, cd nhén phan dnh
kip thoi vé Bo Y té (Cuc Quan Iy Dupc) dé dirpe hiuémg dan hodc sira déi, bé sung cho phit hop./.”
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) ‘ DANHMUC
NGUYEN LIEU VA THUOC THANH PHAM CAM NHAP KHAU
PE LAM THUOC DUNG CHO NGUOI
(Ban hanh kem theo Thong tw s6 47/2010/TT-BYT ngay 29 thang 12 nam 2010
ciia BY truong B Y té)

TT Tén hoat chit Tén khoa hoc
. 9, 10-didehydro-N,N-diethyl-6-methylergoline-
+)-L -
1 |- Lysergide(LSD, LSD-2) \ gy, corboxamide |
.2 _|1-Phenyl-2-propanone  _ |. I-phenyl-2-propanone
3 |]2cB  |4-bromo-2 5dimethoxyphenyl-ethylamine |
3,4-Methylenedioxyphenyl-2- _ .
4 loropanone ______|(propanone,l-[3 d(methylencdioxyphemyl]);
N-(3-methyl-1-phenethyl-4-
5 [3-methylfentanyl | piperidyl)propionanilide |
6 |3-methylthiofentanyl N-—[3—fnerhy!- I-{.?-(Z'-‘ﬂ.uenyl)ethy y-4-
................................................. piperidylpropionanilide ]
7 |4-methylaminorex | (+)-cis-2-amino-4-methyl-5-phenyl-2-oxazoline
8 |4&-MTA  |a-methyl-4-methylthiophenethlamine
9 |Aceticanhydride |aceticoxide ...
10 |Acetone |2-propamone ...
. 3-O-acetyltetrahydro-7a-(1-hydroxy-1-
(A1 |Acetorphine \othylbutyl)-6,14-endo-ethenooripavine
N-[1 a -methylphenethyl)-4-
12 |Acetyl-alpha-methylfentanyl |, o iayijacetanitide.
13 |Acetylmethadol | 3-acetoxy-6-dimethylamino-4,4-diphenylheptane
a-3-acetoxy-6-dimethylamino-4,4-
14 |Alphacetylmethadol | g heptane
15 |Alphameprodine o-3-ethyl-1-methyl-4-phenyl-4-
____________________________________________________ propionoxypiperidine |
16 |Alphamethadol |a-G-dimethylamino-4,4-diphenyl-3-heptanol |
N-[1-( a-methylphenethyl)-4-
17 |Alpha-methylfentanyl | piperidyljpropionanilide |
: N-[1-[1-methyl-2-(2-thienyl)ethyl]-4-
18 | Alpha-methylthiofentanyl | oo\ idyljpropionanitide J
19 | Alphaprodine a-1,3-dimethyl-4-phenyl-4-
.................................................. propionoxypiperidine
20 | Amfetamine (Amphetamine) |(+)-a-methylphenethylamine
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TT Tén hoat chét Tén khoa hoc

) ) 7-[(10,11-dihydro-5H-dibenzo[a,d]cyclohepten-

21 |Amineptine ) S-yl)amino]heptanoic acid
22 |Ampletamine |

23 Analgin .

.. |(metamizol; Dipyrone) | ]
e g 4-Piperidinecarboxylic acid, 1--[2-(4-

24 |Amilenidine. ,..........,..........‘ff!?!fi{f?ﬂ&?ﬂxf).?fmff.i.).-)ff&?nx{-f.f{fexgﬁqfﬁf.’ ..........
25 |Anthranilicacid |2-aminobenzoicacid

26 | APIOtIIN
""""""""" 1-/(4-fluorophenyl)methyl]-N-[ 1-[2-(4-

27 |Astemizole methoxyphenyl)ethyl]-4-piperidyl]-

RSN ST, | benzoimidazol-2-amine |
28 |Benzaldehyde |Benzoic Aldehyde; Benzenecarbonal

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

29 |Benzethidine carboxylic acid ethyl esterBenzylmorphine 3-
oo | benzylMOrphiRE
.30 [Benzyl Cyanide  |2-Phenylacetonenitrile |

31 |Betacetylmethadol g;j;;ijﬁt; }Z—’imerhy iamting-4,4-

32 Beta-hydroxy-3- N ;[ 1- (ﬁ--hydroxyphégérh yl)-3- mefi:ﬂ 4
_______ |methylfentanyl |piperidyl]propionanilide

N-[I-( B-hydroxyphenethyl)-4-
33 Pearhydroxyfenamyl RFZ?:[‘??!;;J;’,‘?}?;?@???F?; e

34 |Betameprodine p-3-ethyl-1-methyl-4-phenyl-4-
................................................... propionoxypiperidine
.35 |Betamethadol | p-6-dimethylamino-4,4-diphenyl-3-heptanol
.36 |Betaprodine p-1,3-dimethyl-4-phenyl-4-propionoxypiperidine

37 |Brolamfetamine (DOB) (x) -4-broma-2,5—df{?re:hoxy s
.............................. oo | methylphenethylamine
38 |Cannabis and Cannabis resin | Cdy cdn sa va cdc san phdm chiét xudt tir cdy can sa
39 |Cathinone 1 ()-(S)-2-aminopropiophenone |

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

40 |Cerivastatine (méthoxyméthyl)-2,6-bis(1-méthyléthyl)-3-
................................................... pyridyl]-3,5-dihydroxyhept-6-énoique
.41 |Chlormezanone

42 |Clonitazene 2-(p-chlorobenzyl)- I -diethylaminoethyl-5-

nitrobenzimidazole
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TT Tén hoat chit Tén khoa hoc
A3 |Cocaleaf  lldeayCoca
44 [Codoxime " |dikydrocodeinone-6-carboxymethyloxime
.45 |CYCLOBARBITAL  |5-(I-cyclohexen-1-yl)-5-ethylbarbituric acid |
46 |Desomorphine |dihydrodeoxymorphine
_47 |Desomorphine |dihydrodeoxymorphine
48 \DET  |3[2-(diethylamino)ethyl]indole

49 ?S::g:;a:;ﬁm) (+)-a-methyphenethylamine
50 |Dexfenfluramine |

a- (+)- 4- dimethylamino- 1,2- diphenyl- 3- methyl-
St Dexwoproporypten | onate
) . N-[2-

52 |Diampromide ....,..,...__._--.._-_.._(_f_'?;fﬁ.}f(Rﬁf{f_efﬁx{wﬂ!’!‘{?_)fr?fx{!erfeefiq'?.f?r!f.'{ridf...
53 |Diethylamine  |N-Ethylethanamine
54 |Diethylthiambutene | 3-diethylamino-1,1-di(2 -thienyl)-1-butene

. ) 7.8-dihydro-7 a-[1-(R)-hydroxy-1-methylbutyl]-

55 |Dihydroetorphine .‘?:.1’,ff:?;@t??f!?{’.é‘?{{’f;f’.!;{?9‘.";4;?!‘_’?!??..{......U.).{..
56 |Dihydromorphine |
- 57 Dimenoxadol j-.dfmefhylaminoerhy[-f -ethoxy-1,1-

................................................. iphenylacetate
58 |Dimepheptanol |6-dimethylamino-4,4-diphenyl-3-heptanol
59 | Dimethylthiambutene | 3-dimethylamino-1,1-di(2"thienyl)-1-butene |
60 |Dioxaphetyl butyrate | Ethyl-4-morpholino-2,2-diphenylbutyrate

61 DMA ] (1)-2,5-dimethoxy-a-methylphenethylamine
62 DMHP 3-(1,2dimethylheptyl)-7,8,9,10-tetrahydro-6,6,9-

e |trimethyl-6H-dibenzo[b,d]pyran-1-0]
63 DMT_ |3-[2(dimethylamino)ethyljlindole
64 |DOET |(X)-4-ethyl-2,5-dimethoxy-a-phenethylamine
) 6aR, 10aR)-6a,7,8, 10a-tetrahydro-6,6,9-
65 |Dromabinol f(rfmefhy3)Pen0116ﬁdfbe"z:!bdfpymnIm’
) its esters and derivatives which are convertible

66 |Ecgonine . .
e |toecgonine and cocaine

67 Erythromycine d'ng muéi
L Estolate e
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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TT Tén hoat chit Tén khoa hec
.J1 |Eticyclidine (PCE) _ [N-ethyl-l-phenylcyclohexylamine . |
7 | Etonitazene | -‘dzethyla.m {noerh yl-2-p-ethoxybenzyl-5-
e |Mitrobenzimidazole ||
73 |Etorphine tetrahydro-7 a-.( 1 -h.ydro,\y-l -methylbutyl)-6,14-
e | ENAOCthENOOipaVine.
- 1-[2-(2-hydroxyethoxy)ethyl]-4-
74 |Broxenidine phenylpiperidine-4-carboxylic acid ethyl ester _
15 |Etryptamine | 3-(2-aminobutyl)indole . . ... . .|
76 |Fenetylline 7-[2-f (a-rf:ethylphenethyl)ammo]ethyﬂ -
e |theophylline ]
17 |Fenfluramine | ]
/8 |Formamide | Methanamide; Carbamaldehyde
.. 1-(2-tetrahydrofurfuryloxyethyl)-4-
9 |Forethidine phenylpiperidine-4-carboxylic acid ethyl ester
.80 |Gatifloxacin |
81 /GHB 13&?!1@{9{2@!{5}.{':{?. acid
.82 |Glafenine
.83 |Heroin . |Diacetylmorphine |
.84 |Hydrocodone  |Dihydrocodeinone
.85 |Hydromorphinol /. 14-hydroxydihydromorphine |
86 |Hydroxypethidine 4-m-hydr.oxyp:':en yl-1-methylpiperidine-4-
carboxylic acid ethylester |
87 |Isomethadone 6-dimethylamino-5-methyl-4,4-diphenyl-3-
oo |hexanoRE.
88 |Isosafrole |(l3-benzodioxole 5-(I-propenyl)-) |
89 |Ketobemidone 4-m-hydroxyphenyl-1-methyl-4-
................................................... propionylpiperidine |
Levamfetamine )
29 |(Levamphetamine) | O)-(R)-o-methylphenethylamin
91 |Levamisole (6S)—?, 3,5,6-Tetrahydro-6-phenylimidazo [2,1-
.................................................... bj thiazole ]
.92 |Levomethamphetamine | (-)-N,a-dimethyiphenethylamine
.93 |Levomethorphan* |, ()-3-methoxy-N-methylmorphinan
. (-)-4-[2-methyl-4-oxo0-3,3-diphenyl-4-(1-
4 |Levomoramide pyrrolidiny)butyllmorpholine
95 |Levophenacylmorphan (-)-3-hydroxy-N-phenacylmorphinan
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TT Tén hoat chit Tén khoa hoc
96 | Lysergic acid ((88)-9,1 l'ﬂ-didehydro-6-mefhylergo!ine—8—
....... L Jcarboxylic
-N-ethyl-a-methyl-3,4-
97 | MDE, N-ethyl M (2)-N-ethy yl-3,
....... | MPE, N-ethyl MDA |(methylenedioxy)phenethylamine
98 | MDMA (+)-N,a-dimethyl-3,4-(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 ) )
102 (Metamphetamine) | (+)-(S)-N.a-dimethylphenethylamine
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
106 | Methaqualone  |2-methyl-3-0-tolyl-4(311)-quinazorinone ...
‘107 | Methyl ethyl ketone  |\2-butanone
108 | Methylamine | Monomethylamine; Aminomethane
109 | Methyldesorphine |6-methyl- 6-deoxymorphine |
‘110 | Methyldihydromorphine _ |6-methyldihydromorphine
111 |Metopon |S-methyldihydromorphinone
5-methoxy-a-methyl-3,4-
__1“1__2. MMDA (methylenedioxy)phenethylamine |
113 | Moramide intermediate Z—methyi—_.?—mc?rpholmo-l , 1-diphenylpropane
T . |ecarboxylicacid ]
- 1-(2-morpholinoethyl)-4-phenylpiperidine-4-
114 Mompheridine | arpoxylic acid ethylester
115 | MPPP 1-methyl-4-phenyl-4-piperidinol propionate
.................................................... (ester)
116 | N-Acetylanthranilic acid _|benzoic acid, 2-(acetylamino)- |
(+)-N-[a-methyl-3,4-(methylenedioxy)
17| N-hydroxy MDA~ phenethyl]hydroxylamine
Nimesulide (trir thudc thanh
118 pham dang dung ngoai da,
nguyén liéu dé san xuat
________ thuécdungngodida) | ]
119 | Nitroethane | ]
120 | N-Methylpseudoephedrine
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TT Tén hoat chit Tén khoa hoc
(x.)-a-3-acetoxy-6-methylamino-4,4-
121 Noracymethadol | g penyineptane
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 |
4'-fluoro-N-(1-phenethyl-4-
126| Para-fluorofentanyl piperidyl)propionanilide
3-hexyl-7,8,9,10-tetrahydro-6,6,9-trimethyl-6H-
127Parahexy' dibenzo[bd] pyran-i-ol |
128 |PEMOLINE ~~ |2-amino-5-phenyl-2-oxazolin-4-one
129 f PEPAP 1-phenethyl-4-phenyl-4-piperidinol acetate (ester)
130 | Pethidine intermediate A |4-cyano-1-methyl-4-phenylpiperidine |
131 | Pethidine intermediate B |4-phenylpiperidine-4-carboxylic acid ethy! ester |
132 | Pethidine intermediate C ~_|. I-methyl-4-phenyipiperidine-4-carboxylic acid _
133 | Phenacetine N-(4—Ethaxy{0}3enyl) 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 .:1',3 -bis (4-hydroxyphenyl)-1-(3H)-
.................................................... isobenzofuranone
139 | Phenomorphan | 3-hydroxy-N-phenethylmorphinan
g 1-(3-hydroxy-3-phenylpropyl)-4-
140| Phenoperidine phenylpiperidine-4-carboxylic acid ethyl ester
141 | Phenylaceticacid  |benzeneaceticacid |
Phenylpropanolamin :
12| Norephearin)  |Benzenemethanol, a- (I- aminoethy)- (+)-
143 | Piminodine 4—pheny!-'1 -(3_-phenylaminoprapyl)piperfdine-4-
e |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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TT Tén hoat chét Tén khoa hoc
49| PMA p-methoxy-a-methyiphenethylamine
A0 Pratolol
151 | Proheptazine | 1,3-dimethyl-4-phenyl-4-propionoxyazacycloheptane
152 | Properidine 1 -methyl-4-phenylpiperidine-4-carboxylic acid
____________________________________________________ isopropyl ester .
153 | Psilocine, psilotsin |3-/2-(dimethylamino)ethyl]indole-4-0l
) . 3-[2-(dimethylamino)ethyl]indole-4-yl
..l.%..??.l.l.??{l?.l?i..“...........-.....-...F?’?!'Z;J_{‘?’(?f‘?gf‘%{'_;_’!@ﬂ‘_"?;ﬁ___‘_P_’{ ............. o
155 Pyrafnidon 4-diméthylamino-2,3-diméthyl-1-phényl-3-
_________ (Aminophenazone) ~|pyrazolin-S-one
156 | Racemethorphan |, (£)-3-methoxy-N-methylmorphinan 4
i +)-4-[2-methyl-4-oxo-3,3-diphenyl-4-(1-
57| Racemoramide . ;(?x)rrqéfffefﬂ)k;w_wemﬁe€i@? ..... o ( ..............
158 | Racemorphan | (£)-3-hydroxy-N-methylmorphinan
------------------------- 1-(2-methoxy carbonylethyl)-4-
159 | Remifentanil (phenylpropionylamino)piperidine-4-carboxylic
e |acid methyl ester ]
160 | Rolicyclidine (PHP, PCPY) |I-(1-phenylcyclohexyl)pyrrolidine
1,3-benzodioxole,5-(2-propenyl)-); HS code:
161 | Safrole  osren Casmumber: sao357
""""""""""""""""""""" [35-(3 a, 3aa, SaB, 9bB]-3a,5,5a,9b -
162 | Santonin Tetrahydro - 3 5a, 9 - trimethylnaphtho [1,2-b]
______________________ furan-2, 8 (3H,4H)- dione
163 | Secobarbital | S-ally-S-(I-methylbuty)barbituricacid |
) . +)-dimethyl-1-[1-(4- chlorophenyl) cyclobutyl]-
64| Stbutramine . ;i’3mm};fhﬂ{fmf(an1amfwy)cy ........ W
165|STP,DOM ___|25-dimethoxy-a,4-dimethylphenethylamine |
166 | Sulphuricacid 1 sulfuricacid R
167 | Tenamfetamine (MDA) _|a-methyl-3,4-(methylenedioxy) phenethylamine |
168 | Tenocyclidine (TCP) | I-[1-(2-thienyl)cyclohexylpiperidine
' l 69 q Te i'i"én'adine _______________________________________________________________________________________
---------------------------- 7,8,9,10-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d] pyran-1-o0l;
170 | Tetrahydrocannabinol (9R, 10aR)-8,9, 10, 1 0a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6H-dibenzo[b,d]pyran-1-01;
6aR,9R, 10aR)-60,9,10, 10a-tetrahydro-6,6,9-
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TT Tén hoat chit Tén khoa hoc
trimethyl-3-pentyl-6H-dibenzo[b,d]pyran-1-01;
(6aR,10aR)-6a,7,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6H-dibenzo[b,d]pyran-1-01;
6a,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d]pyran-1-0l;
(6aR,10aR)-6a,7,8,9,10, 10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6H-

e |dibenzo[b d]pyran-1-0f
: 6,7,8,14-Tetradehydro-4,5-epoxy-3,6-
| hebaine . |dimethoxy-17-methylmorphinan; paramorphine
N-[1-[2-(2-thienyl)ethyl]-4-

172 | Thiofentanyl piperidyl]propionanilide
173 | Tilidine (£)-ethyl-trans-2-(dimethylamino)-1-phenyl-3-
.................................................. cyclohexene-I-carboxylate |
A74)TMA ] (£)-3,4,5-trimethoxy-a-methylphenethylamine
A75 | Toluene ... .|benzene methyl- .
176 ) Trimeperidine | 1,2,3-trimethyl-4-phenyl-4-propionoxypiperidine

177 | Ziperol a-(a-methoxybenzy)-4-(B-methoxyphenethyl)-1-

O SO piperazineethanol o

178 | Zomepirac 5 —(4—.Chi(?robenzoy1)—] , 4-dimethyl-H-pyrrole-2-
acetic acid

* Danh muc sé bao gom ca céc hoat chét thudc Danh muc cac chit ma tay va tién
chét do Chinh phu ban hanh nhung khéng thugc danh myc thudc gay nghién, danh myc
thudc huéng tam than va danh muc tién chét diing 1am thudc do B§ Y té quy dinh.
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Mau sb 1a '
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
] Pic lop - Ty do - Hanh phic
BAO CAO NHAP KHAU VAC XIN SINH PHAM
Tenvdoxin, | |\ Boi véi Gdg;!&éns Xin Tén don
SPYT, ham Don | sin |Ngiy|oi| <t | o Cingy TénCong | Cong | vily
lwong, : o | oa |S0| SO0 | Cong| oz . Lo f | tycung | ty | théc
STT g bioché,| "1 | 8¢ (0080 |15 yyong | g | SOBAYPREP |y | S8 | i e | nhiy |y
AN 040K, ok | Han | khéu nhip khiu | & | Tenmube | e | T
quy céch din (n6u cf) cap nuéc | khau khau
dong goi & (neu c0)

..... , ngay... thang... ndm......
Giém dbe doanh nghiép nhap khiu
(Ky, ghi r ho tén, dong dau)

' Mau ndy duge thay the boi Méu s6 3 Phy Iyc I'ban hanh kém theo Thong tw 0 38/2013/TT-BYT sira ddi, bo sung mot s diéu ciia Thong
tr s6 47/2010/TT-BYT cia BY trudmg BY Y té hudng dén hoat dong xuét khau, nhip khau thudc va bao bi tny tiép voi thuge, co higu Iue ké
tir ngay 01 thang 01 ném 2014.
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Mau sb 1b1

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

L Dic lip - Tr do - Hanh phic
THONG TIN THUOC C0 SO DANG KY NHAP KHAU
(Ti..... dén......)
Kinh gl oo
Norg | | oo | en | Ten | Ten | T || s | . |Loigd\gsy Phuon
o | G0 | Ten| <71 ' |sonhdp| " | 6 |Don Gid | nhip | 8|Ngiy| Cia | o'
én cdch | co 5o |nude | cosé |, ; - nudc . |Ma|lugng| . 2| gid | Pl | thie
ST thudic h(i,ac hogt dong| san | sin | nhj khu vy xudt ding| v HS | (thye rhip khiu tri rhip | kb vén
him | chit |5tk | M || [t nhaL;) kidu| (CF, | o |k ohip |
Iwong (néu cd) FOB...)|
PL2 13 (4051617180 9 Jwjnfnuluwlis] w6 [/ ]19] 20
ey NGAY... thang... ndm......
Ngurdi 1gp Giém dde doanh nghigp nhip khdu

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

+102-8-60 AeSNUPFL + £¥L 9S/OVE DONOD
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Mau 5o 1b2
TEEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
80 veesrrsersens Dic ldp - Ty do - Hanh phic
THONG TIN THUOC CHUA C0 S0 DANG KY NHAP KHAU
(Tir...... den.....)
Kinh gl oo
Nong A P , : Loigid|
g |Ten| Q| Ten | Ten | Ten | Ténoy) Ten | Bom) | 0 |y | Ting iy i |08
Tén cdch |co s nude|cosd| soNK |nude | o | vi | M3 [luong| .. il 0 P | thie
STT| ¢ | hofc [hoat| ;o | o | o | ora | v shin | wuike | SO | nhdp | khau |gidtri|nhp|khau| .
thude | *|dong| sn | sin |nhdp| iy thic | xuat | . [tinh| HS [(thye |\ | | van
bim | cha 6i | xut | xudt | khdu | (néu co) Khéu ngay) nhép) khiu | (CIF, | nhip |Khéu| nhdp chuyén
ugng| | © - FOB...) Y
121 3 [als el 718 9 [0 JR2]B[1M4]15] 16 [17]18]19] 2
...... , ngay... thang... ndm.....,
Ngubi lip Giém d6c doanh nghiép nhip khau

(K, ghi ho tén)

(Ky, ghi ho tén, dong dau)

=
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Mau s6 1b3

TEN DOANH NGHIEP NHAP KHAU
80:wcrrsrrrrn Die ldp - Ty do - Hanh phic

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

CONG HOA XA HQI CHU NGHIA VIET NAM

(Ti..... den......)
Kinh glH: ..o
Nong [ | Quy | Tén | Ten | Ten | Ténco | Ten s | . |loued ||
ST Tén | hode Ten cach |co s&| nuwde |co sd | soNK | nude GPNK Bqn Mi | luong Gl.a nh?p TO"E. Ng?y Clﬁa Pl?uor{g
il hogt | . || 2| i | (80, | vi nhip | khau |gidtrj| nhdp |khau|thirc vin
thuoc| him chit dong | san | sin | nhdp |ly thic| xuat tinh HS | (thue khiu | (C i | kidu |t | chuyd
huong || 6 | xudt | xdt | Kb | ()| Kt | V) | U | | g | Kb o oY e et A
1] 2 J J4]1 516|718 9 0| I [ 12]13] 14|15 16 17118 | 19] 2

...... , ngay... thang... ndm......
Ngudi lip Gidm doc doanh nghiép nhip khdu
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

v 10Z-8-60 ATBN/PPL + £¢L 9S/OVE DNOD
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Miu 50 1b4
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
88 Pic lip - Ty do - Hanh phic
THONG TIN THUOC NHAP KHAU
PHUC VU CHO CAC CHUONG TRINH MUC TIEU QUOC GIA
(Tie...... dén......)
Kinh gUiz....oovveiieniineiee
N("mg Tén o | s . : Loai gia _ P
2 | | Quy Tén | Tén | Ténco | Tén 80 | ;s | o [a Inose| (i |PRUONE
Tén hdo }T ent cich | 0 | nude |oosd| soNK nude G(I;]:K D\?i" Ma | lugng ni:;) E:zﬁ ;gnlf! T:ﬁ:g lg;i thire
e o o dog | G sin | obi iy i | i | OO b i |
m1ehatl o | S | udt | khiu | (néu c6) | Khéu hip) | | cop. P chuyén
wrong Xuat )
112 3[4l s 6] 78] 9 [0 [ 1201314 [15] 16 |17]18]19] 2
....... ngay... thing... nim.....
Ngui lip Gidm ddc doanh nghiép nhip khiu

(Ky, ghi ho tén)

(Ky tén, ghi ho tén, dong dau)

ot
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Mau s6 1b5

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
| S bic Iap - Tw do - Hanh phiic

THONG TIN THUOC NHAP KHAU VIEN TRQ VA VIEN TRQ NHAN DAO

(Tw...... deén......)
Kinh gUi:.cvovice s

Norg | | oy | Tin | Ten | e | Tenco | T g | . |Loaigd Phuong

Ten | 80160 cieh o so{nude corst| sNK | muce [P | DO g | ugng | G1d | ohép | Tong Nedy) Clia
STT hud hoic | hoat dbne | sin | sa |2 (8o, | vi nhap| khau |gia tri|nhdp khau| .
Cl s ;| dong | sin | sin nhdp|dy thac| xuat | . ° | " | HS | (thye |, i s |ppd | s | VAN
ham | chit 01 | xuat | xuat |khau |(néu co)| khdu ngiy ) inh nhép) khu | (CIF/ | ahdp |Khdu | nhdp chuyén

ling| | 8 | F0B... J

1] 2 3 1456|718 9 10| 1 [ 12013 14 [15] 16 |17 18]19] 20

...... ,ngay... thang... nm......
Ngudi lip Giém dbc doanh nghiép nhp khau
(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

=
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MAu sb 1b6

TEN DOANH NGHIEP XUAT KHAU

CONG HOA XA HQI CHU NGHIA VIET NAM

SO vevrerssnne Dic lap - Tu do - Hanh phic
THONG TIN THUOC XUATKHAU
(Khdng bao g0m thudc gy nghién, hréng tim than)
(Tir..... dén......)
KInh @l
. | Nongdo | Tén Quy | Tén | Ten | g, o) Ten | Soding | p I lwong | Gid Tong Ngay| . |Phuong
Tén \ cdch | cosd | nwde | . o | nude | ky/Gidy | . o |gidt| So | Cuaf )
STT| . ; |hodc ham| hoat | ,. . |soxudt| ., | u | vio| (thwe | xuat|® c'fxuat |, : |thicvin
thudc "y e |y | 400 | san | san s ©nbdp phepakdp o E ihdu | X2 | hdu % | chuyén
ome goi | wuft | wdt khiu | khdu khiu
1|2 3 4 1 5 6 U 8 9 10 11 12 Bl I15]16| 17

Ngudi lap
(Ky, ghi ho tén)

...... , ngay... thing... ndm......
Giém dbc doanh nghiép nhdp khiu
(Ky tén, ghi ho tén, dong dau)

8
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Méu s6 1b7

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HQI CHU NGHIA VIET NAM

N F— Dic ldp - Ty do - Hanh phic
THONG TIN NGUYEN LIEU LAM THUOC NHAP KHAU
(CO SO DANG KY HOAC CHUA CO SO DANG KY)
(Tw...... dén......)
Kinh gUi......oovviivcceneeees e seeee e
$0 ding . Loai gi4 . | Ténco
Y Tén ||, . ;| Tén , Phuong
STT Té". ky/gidy Ngay | co s NuGe Mé an 86 Gl‘é thdp Tong C0 S0 SG;“ h?p Nu?c Ngéy Cira | thic
nguyén phép do | sin sin HS | Y |4 nhip | khau |gidtr hi khau Uy | xuat | xudt dhdu | v
ligu | nhdp | Xt | h |78 | khdu | (CIF, [nhdp | P | thdc | Kndu |Kndu || ¥
Khdu FOB.)| | K™ | (néy ) chuyén
1| 2 3 4 | S| 6 [ 789110 1l 12113 14 [ 15[ 16[17] I8
...... , Ngay... thang... ndm......
Nguii lip Gidm doc doanh nghiép nhip khdu
(Ky, ghi ho tén) (Ky tén, ghi ho tén, dong dau)

+10Z-8-60 AeBN/E¥L + E¥L 9S/0VH DNQD
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Mau sb 1b8

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

IV Pic lip - Ty do - Hanh phic
THONG TIN BAO Bi, TA DUGC LAM THUOC NHAP KHAU
(Ti...... den......)
KInh gl
, ., | Loaigid | .z (Ténco Téa «
Tén bao S0 dang ky/ Noj Ténco|Nude |, .. |Don| o | Gid | . oz [Tong| " |s0nhap (Nuc|Ngay| . |Phuong
N80 190 NS Ngay | T IMA| | 86 | . [nhdpkhaul LR so | pe oo x| e Gl
STT| bi,td | gidy phép c% sosin| sin ol Vi nhdp (CIF gid trj ahip khau uy| xuat | nhip khiu thirc vén
duge | nhip khéu P bt | xut || tioh | khdu FOB ’) nhip | i théc | khau | khu chuyén
(néu cd)
1| 2 3 ¢ | s e 7890 1 [ 1213 14 [15]16]17] 18
ey NEAY... thANg... nAM......
Ngwi lip Gidm doc doanh nghiép nhap khau

(K, ghi ho tén)

(Ky tén, ghi ho tén, déng dau)

0s

=
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Mau sb 1b9

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHiA VIET NAM
N Pic lip - Tw do - Hanh phiic

THONG TIN THUOC THANH PHAM NHAP KHAU CO CHU'A HOAT CHAT GAY NGHIEN

HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC
(Ti........ den......)
Kinh gl
o , Gid Cosd
Ham Tén $0 Gy S0 | Ngay| Bon . | Loai gia |y
. | lngmg Quy co |Nuoc| phép | Ngdy [ding| cap | vi | nhaiip nhgp | Tong Ten‘ théc |Nudc|Ngiy| Cira Phugmg
Tén cich| =, |, e 2| 56 |Khdu| . : ., ° | co's0 2| 2| aa | thie
ST thude hofc dong| 39 | S0 nhip |capso| ky [SDK| tinh oz | th khau | gid tri h nhdp | xuat | nhdp | khau vin
ning |7 sin | xuit | Kb |GPNK| (nu | (néu | ahg | “"%| 4| (CIF, | ahdp | b | Wndu | Kbl | K | nbip |
6 | B | xit|  |(GPNK) 00 | c6) | nhit ¢ | F0B...) (néu
od)
L2 3 a5 e 7 [s (oo (nuln[B] & |56 17 [ 8[Hn]0]2
...... ,ngay... thang... nam......
Ngwi lip Giém d6c doanh nghigp nhap khiu
(Ky, ghi ho tén) (Ky, ghi ho tén, dong dau)

0S/0Vvd DNOD

v10Z-8-60 AeSN/BFL + €FL
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Mu 50 1b10

TEN DOANH NGHIEP XUAT KHAU

CONG HOA XA HQI CHU NGHIA VIET NAM
Pjc 1ap - Ty do - Hanh phic

THONG TIN THUOC THANH PHAM XUAT KHAU CO CHUA HOAT CHAT GAY NGHIEN

HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC

(Tir...... den......)
Kith gl ..o,

Nong Té Quy | Ten | Ten Tén co Tén Gslg dgr(: Bon 89 Gia Tng Nga Phuon
Ten |dyhodc| " | cch | coso [mudc| "% mube| ) | B | P | hugng i | g B! O | - 1ONE
ST e | him | ™% | dong | sin | sin |58 nhgp |PAP| KF | V1| e | XU | g | My | A
thu M| opgr | 9ON8 | S SR\ iy | TP yudt | (néu | tink |\ | khdu | s [ Khéu chuyén

lrgng goi | xuat | xuat khau Khiu | of) Xua) khau
1| 2 3 4 | 5 6 1 § |10 11 14116 | 17 18 9] 20

oy NEAY... théng... ndm......
Nguwbi lip Giém doc doanh nghiép nhdp khiu

(Ky, ghi ho tén)

(Ky, ghi h tén, dong dau)

s
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Mau 56 1b11

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SO vreererrns Dic Iap - Ty do - Hanh phic
THONG TIN NGUYEN LIEU THUOC GAY NGHIEN HOAC HUGNG TAM THAN,
TIEN CHAT DUNG LAM THUOC NHAP KHAU
(Ta......dén......
KB 0o
Tén | S6dangky/ |, . |Ténco| Nus D Gid Loiauigié Téng |Tenco| 2% | Nuge | Ngi Ph
én | 30 dangky énco| Nudc on | o2 i@ | nhgp | Tong (Ténco| .. \p: [Nuoc|Ngay| rong
ST nguyén| gidy phép “i?y sisin| sin {‘fg i ms" hip | Kbl | gik s nhp “';@ptﬂ':” it | nhip m thic vin
liéu | nhgpkhdu | | xut | xudt || tinh | OB | khiu | (CIF, | nhdp | khin (néu v | K |k chuyén
FOB...)
[ 2| 3 415 |6 780w @ [16]07 ] ® [19]220][2]2

...... , ngdy... thang... nim......
Neuwbi lip Gidm ddc doanh nghi¢p nhap khiu
(Ks, ghi ho tén) (KS;, hi ho tén, dng du)

-60 AeSN/FFL 4 £¥L 9S/OVE DNQD

+10C-8
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Mau sb 1b12

TEN DOANH NGHIEP NHAP KHAU
-

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lip - Ty do - Hanh phic

THONG TIN DUQC LIEU, THUOC TU' DUQC LIEU, THUOC BONG Y NHAP KHAU

(Ti...... den......)

K G
A Ten [ |y Bonvi | . | ot Gid [ |\
Tenduge | [ Cosd\ Nube | oo o | e gy | NGO | SODKRoRe 10 1ge | gy | TOnB INEY)
STT | liéu, holic san | sin | x| .o, | xuat |GidyphépNK | i |giatri[nhdp |,
e | 19 | i | it [TipKhau| gy thic | s )T es oy (Vitinh luong ) Kk 1T s | K
(néu co) (néu c6) B8 (CIFy | ™
| 2 31 4] 5 | 6 7 g 9 0 (1] 12 |13 |14]15

Ngwdi lap
(Ky, ghi hg tén)

...... , ngay... thing... nam......
Gidm dde doanh nghiép nhdp khiu
(Ky, ghi ho tén, déng dau)

123
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Mau s6 1b13

TEN DOANH NGHIEP XUAT KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

SO evrrssissens Dée 1ap - Tyr do - Hanh philc
THONG TIN DUGC LIEU, THUOC TU DUGC LIEU, THUOC BONG Y XUAT KHAU
(Ti...... den......)
Kinh gl
X .| Tén |Ténco| Ten . | Tong |,
Ténduge | Tén | . Soding | Don | Gia | ., > | Ngay| .. | Phuong
STT | ligu, hokc | Khoahoe | 57 | 50 | MOy gicise ohp | vi | SOMOmE | gy | @il |t | GO e van
hube | (nduos) | | XA | nD e mh | K [ kbdu ) M|y | K] g
xudt | khiu | Kkhiu | "M K Y
Ll 2 [ 3 1451 61 7 T8 9 [w|n|n|nB]| u
...... , Ngdy... thang... ndm......
Ngudi lip Gidm doc doanh nghiép nhip khiu

(Ky, ghi ho tén)

(Ky, ghi ho tén, dong dau)

+10Z-8-60 AeSN/LFL + £4L 9S/OVE DNOQOD
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56
MAu sb 1¢

Tén co sé nhap khiu

CONG BAO/Sé 743 + 744/Ngay 09-8-2014

CONG HOA XA HOI CHU NGHIA VIET NAM
Pdéc 1ap - tir do - hanh phic

Kinh giri: Cyc Quan Iy duge - B§ Y té

BAO CAO TAM NHAP/TAI XUAT THUOC

Tén thudc, ndng £ W S6 gidy
So Sé gidy
d9, ham lwgng, Pon Ngay | phé Ngay
TT|  dangbaoché, |vitinh |08 | PREPIaM | g, xuélt, xudt
quy cach déng géi "P *P khau
Ngay........ thang....... nam.....
Ngudi dimg diu co sé

(Ky tén, ghi ho tén, dong dau)

awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vn



Miu 55 la

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
A Déc Iap - Ty do - Hanh phic

DON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
PA CO SO DANG KY

Kinh giri: Cyc Qudn Iy duge-Bj Y té

Tén doanh nghiép nhap khau (bao gom c4 tén viét tit, tén tiéng Vi, tén NG ABR): s

Dia chi (bing tiéng Viét ,tiéng Anh}....

nnnnnnnnnnnnnnnnnn

s g Tén hoat chét giy
Tén thuoc, L
e’L él:oc nghién (hodc hogt Tong khoi lugng hoat| Tén &
lugmg Y cht hudng thm thn, |cht gﬁy nghién (hodc| dja chi | Tén & dja | Tén & dia
> | Hoat [Don vj Han | S5 | tién chét dung lam hoat chat huéng tim | Cong ty |chi Cong ty|chi Cong ty
STT| dang ¢ | ., '|ding| .. R ]
bilo ché chat | tinh " diing [lugng| thubc) - ham luqng than, tién chét diing sin  |xuat khau - cung cap -
Qy CéC;l y ¢6 trong | don vi d lém.thuéc) xinnhdp | xuat- | ténnudc | tén nwoc
.. chia liéu hofc chua | khau (quy ra gam) |tén nudc
dong goi L
chia liu
Cita khéu dy dinh s& dira hing vé (ghi 16 tén sin bay, hal céng).
Chi y: Tén va dia chi cia Cong ty sin xudt, Cong ty xudt khau, Cong ty cung cdp phai ghi ddy du, chi tiét
Noi nhgn: ; vy NGAY... thAng... ndm....
- Cye Quinly Duge - BY Y &, Gism doc doanh nghigp nhip khiu
- Liru tai don v (Ghi 1 ho tén, ky, dong déu)
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MAu s6 2b

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET
A Do 1ap - Ty do - Hanh phike

DON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
DA C0 S0 DANG KY & DANG PHOI HOP

Kinh gii: Cyc Quin If dwge - B Y té

NAM

Tén doanh nghiép nhép khau (bao gdm ci tén viét tit, tén tiéng Vit tén tleng Anh) ..........................................................................
Dija chi (bing tiéng Viét, tiéng Anh)........... s
Tén hoat chat ghy| ~;  : .. ..
, i oo L Tén&
Tén thude, | chit hung tim gaﬂghieﬁ oge T il Tenedia| - (Ten i
S| gt " 1 | o | 6 | il hoscithng ) U ity 8 518
o iy | it |t || cing | lagng |G | dimhdn, e | Y ST | VAR g by
quy cact 4 MBE0 | chit ding lam | 1%~ | AU oy gy TAP KhaU
dong goi trong I don vi da thude) i Tén nude| Tén nudc it (néu co) *
itk | o
Cita khdu dy dinh s& dua hang vé (ghi rG tén sén bay, hdi cang):
Chi y: Tén va dia chi cia Cdng ty san xudt, Cong ty xut khau, Cong ty cung cap phii ghi dy d, chi tiét
o Néu khong phai 13 nhap khiu iy thac, phai ghi rd 1a; “Kinh doanh tryc tiép”.
gp p Khau uy thac, phat g p"
[
Noi nhn: o Ngay... thang... néim....
- Cyc Quan Iy duge - BY Yt Giém ddc doanh nghi¢p nhip khiu

- Luru tai don vi. (Ghi 16 ho tén, ky, dong dau)

8¢
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Mau s63°

TEN DOANH NGHIEP NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

80 Dic lip - Ty do - Hanh phiic
BAO CAO TON KHO THUOC GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
(Nguyén liéu, thanh phm)
Kinh giri: Cyc Quin Iy Dwge - B} Y té
Tén thudc, him hugg, Don | S5 hugng | $6 hugng WA Ry
STT| dangbioché,quy | vi |tonkhoky | nhiptrong | Tong s TC)tng so]:( uat | Ton kh? ie“ Hu hao | Ghi chi
cachdong goi | tinh | trudc ky OISKY | EY-ofod

Noi nhdn: , Ngudi lap bdo cdo
-Cuc QLD - By Y t; . Ngay... thang.. nim.d..
- Laru tai don vi.

Gidm doc doanh nghiép nhip khiu
(Ky, ghi rd ho tén, dong dau)

* Chit 2 §6 hepng bio cdo phdi diege ¢dp nhit ngay triedc théi gian xin nhip khin.
* Bio cdo ap dung: Cor s ban budn thud.

Mau ndy dugc thay thé béi Mau s6 4 Phy Iy T'ban hanh kém theo Thong ti s 38/2013/TT-BYT sita doi, bb sung mit 50 diéu clia Thong

tw s6 472010T-BYT cia B truong B9 Y t6 huéng din hoat dng xuat khau, nhap khau thue va bao bi try tiép véi thude, ¢ higu Iy ké
tirngay 01 thang 01 niim 2014,

=
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Miuso4

TEN DOANH NGHIEP NHAP KHAU
R —

CONG HOA XA HOI CHU NGHIA VIET NAM
Pic 13p - Twr do - Hanh phic

DANH MUC NHAP KHAU THUOC THANH PHAM C0 S0 DANG KY

Kinh giri: Hii quan cira Kt

(Doanh nghiép) kinh giri Hai quan cita khAu.........

danh myc thudc c6 s déng ky nhap khau nhur sau:

Tén cong ty
ding ky -
Tén nudc

Tén cong ty
san xuat -
Tén nude

Tén thubc, him
lrong, dang béo ché,
quy cach déng gdi

Hoat chét

Tén cong ty
cung cdp -
Tén nuoc

Tén & dia chi cdng
ty Uy théc nhdp khau
(méu co) *

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

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

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

.........

* Néu khong phéi 14 ship khdu iy théc, phi ghi 16 1 “Kinh doanh trye tép”

Noi nhin:
- Nhu trén;
- Luru tai DN

...... , ngdy... thang... ndm......

Giém déc doanh nghiép nhip khiu

(KY, ghi hg tén, dong déu)

09

=
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I
Miu s6 5a

TEN DOANH NGH]EP NHAP KHAU

$:....

Tén doanh nghiép nhap khau (bao gom ca tén viét tit, tén tiéng Viét, tén tiéng Anh):
Pia chi (bing tiéng Viét, tiéng Anh):

CONG HOA XA HOI CHU NGHIA VIET NAM
Dbic Iap - Tu do - Hanh phiic

DON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC) CHUA C0 S0 DANG KY

Kinh giri: Cuc Qudn Iy dwge - B Y ¢

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

Tén thude, ham
lrgng, dang
bdo ché, quy

cach dong goi

Hoat
chat

vi
tinh

8
lugng

Han
ding

Tiéu
chuf;m
chat
lwgng
(ghi rd
TC Duge
dién hode
TCNSX)

Cong
dung

Tén hoat chit gy
nghién (hofc hoat
chat hudng tim
than, tién chdt
diing lam thuc) -
Ham lwong co
trong 1 don vi di
chia liéu hoc chua
chia liéu

Tong s6 khoi
lwong hoat chat
gy nghién (hoic
hoat chét huéng
tam thén, tién chat
diing lam thuc)
tinh ra gam

Tén&
dia chi
cong ty
san
xuét -
Tén
nurée

Tén & dia
chi cong
ty Xudt
khau -
Tén nudc

Tén &
dia chi
cOng ty
cung
cfip - Tén
nudc

Cira khau dy dinh s& dua hang vé (ghi tén sdn bay, hai cang):
Chi y: Tén v dia chi cia Cong ty sén xuat, Cong ty xuat khéu, Cong ty cung cép phai ghi day i, chi tiét,

Noi nhn:

- Cyc Quan Iy dugc - By Y té;

- Liru tai dom v,

Ngay... thang... nm....

Gidm ddc doanh nghiép nhip khau
(Ghi rd hg tén, ky, dong dau)

19
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Méu 50 5b
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
R Dic lip - Ty do - Hanh phic

DON HANG NHAP KHAU THUOC THANH PHAM CO CHUA THUOC GAY NGHIEN
(HOAC THUOC HUUNG TAM THAN, TIEN CHAT DUNG LAM THUOC)

CHUA €O SO DANGKY 0 DANG PHOI HQP
Kinh giri: Cuc Quén Iy duwgc - By Y té
Tén doanh nghlep thdp khau (bao gom ca tén viét tit, tén tiéng Viét, tén tleng ADB):coveseesrtecsssersisssrs s s
Dia chi (bAg 110G VEL I ANRY..vrssvssmesrssssssstisstsssmssssss s s
Tén thud Tén hostch gy nghin | 7B K1 Tend
N al chal gy Nghie lugng hoat chat Tén & dia| Tén& dja| .. . | Tén& dia
ham lugng, (hodc hoat chat huong tim | , ¥ ° ., . . .| diachi |,
\ Bon : © o x .. o gdynghién (hodic | chicong | chicdng | chi cong ty
dangbdo | Hoat | . |Han| S0 | than, tien chat ding ldm £ : 0| congty [, T
STT| i quy | chit | ¥4 [ding| tuomg | thudc)- Ham lugngeo | MO Chathuomg |ty san | tyxuat | " 7| Uy thic
CE, Uy | CRRL g | 08 | 08 M OBO o thin, tidn cht] xudt- | khdu- | S, | nhdp khiu
cach dong trong | don vi d chia liéu AUV IR PV P [V B 11| I
. g ding lam thudc) | Tén nude | Tén nwde | ™ , | (néu cd) *
goi hofc chua chia liu . g
tinh ra gam
Cira khdu dy dinh & dura hang ve (ghi 18 ién sén bay, hai cang):
Chi y: Tén va dia chi cia Cong ty san xuit, Cong ty xudt khau, Cong ty cung cAp phai ghi ddy du, chi tiét
* Néu khong phai 14 nhap khdu ty théc, phi ghi rd 2: “Kinh doanh trye ticp”
Noi nhén; o ngay... thang... ndm....
- Cyc Qun Iy dugc - B9 Y té Gidm dbe doanh nghi¢p nhp khau

- Luru tai don vi (Ghi 18 ho tén, ky, dong dau)

z9

Yd DNOD
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Miu 56 5¢

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
R Do ap - Ty do - Hanh phiic

DON HANG NHAP KHAU THUOC THANH PHAM CHUA CO SO DANG KY

Kinh giri: Cuc Quan 1§ Duge - By Y té

(Doanh nghiép) kinh dé nghi Cyc Quan Iy Dugc - B3 Y té xem xét duyét dé Doanh nghiép nhap khdu thubc chua
¢6 56 ding ky sau:

Tén thuéc, ham '
lrong, dang bao che,
quy cach dong goi

Tén cong ty | Tén cong ty | Tén don vj ly
sanxuat - | cungcdp- |thac nhdp khau
Ténnuoe | Ténnude | (méucd)*

Hogt (Bomvi| S0 | Han | Tiéu chuin | Cong
chat | tinh | lwong | ding | chat heong | dung

* Néu khong phai 12 nhap khau iy thac, phai ghi o la: “Kinh doanh tryc tiép”

~ CUCQUANLY pvopc .. , ngdy... thing... nam.....
Chap thuin dom hing nhip khau gom... trang... Giém doc doanh nghiép nhap khiu
khodn kém theo Cong vin s0..../QLD- KD ngdy.... (Ky tén, dong dau)

thang.... nim.... cia Cuc Quan Iy dugc - BY Y t6.
Ha Ni, ngay... thang... nim...
Cuc truéng

»10Z-8-60 AeSN/EFL + €L 9S/OVE DNOD

€9

awSoft = Tel: +84-8-3930 3279 = www. ThuVienPhapluat.vn



MAu 56 5d
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
R DPic 13p - Tw do - Hanh phic

DON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE LA HUYET THANH
0 CHUA KHANG THE CHUA C0 SO DANG KY

Kinh giri: Cuc Quén Iy Duge - B§ Y t¢

(Doanh nghiép) kinh d& nghi Cuc Quén Iy Duge-Bo Y té xem xét duyét dé Doanh nghiép nhdp khau vic xin,
sinh phdm y té 14 huyét thanh c6 chira khéng thé chua cd s6 ding ky sau:

Tén vic xm,‘hami Donvi| SO |Ngaysin xuét/ Cong | Tén cong ty san Tén cong Y T‘.m do.n v
ugng, dang bao ché tinh | lw Handing | dung | xult-Ténnuoe | S P~ thic nhp kh
quy céch dong gdi mg| FHandung ) Cung Tén nuoc (néu co)*
* Néu khong phi 14 nhap khau iy théc, phai ghi rd 1a: “Kinh doanh tryc tiép”
CUC QUANLY DU'QC ...... , ngdy... théng... ndm......
Chdp thun don hang nhap khau gom .... trang ... Gidm doc doanh nghiép nhép khau
khoan kém theo Céng vin s0..../QLD-KD ngay... (Ky, ghi h tén, dong dau)

thang.... ndm.... ca Cuc Quan ly dugc - By Y té,
Ha N¢i, ngdy... thang... ndm...
Cuc trwdng

10Z-8-60 AeBN/FHL + £FL 9S/0VEH DNQD

awSoft = Tel: +84-8-3930 3279 = www. ThuVienPhapl aat.vin



Mau sb 5d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
) S Pic lip - Tw do - Hanh phiic

DON HANG NHAP KHAU SINHPHAM Y TE
DE CHAN DOAN BENH CHUA CO SO PANG KY

Kinh giri: Cuc Quan Iy Dwgc- By Y té

(Doanh nghiép) kinh dé nghi Cuc Quén Iy dwgc - B3 Y té xem xét duyét dé Doanh nghiép nhip khéu sinh phim y té
diing dé chan doan bénh cha ¢6 56 déng ky sau:

Tén sinh phan‘l y te,; ham Ponvi| S lrong | Naiy sin xui/ Cong chn cong ty| Tén cong ty | Tén do;n ity thac
lwgng, dang béo che, quy tinh | ahao khdu | Han din dmo | S0 Xuat- | cung cap - ihdp khau
cach dong goi P o Ung Y18 | Tennude | Tén nude (néu co)*

* Néu khong phai I nhdp khéu ty théc, phai ghi rd 14: “Kinh doanh tryc tiép”

, CUCQUANLYDUGC L , gdy... thang... nam.....
Chap thuin don hing nhdp khau gom trang ~ khoin Gidm doc doanh nghiép nhéip khau
kem theo Cong viin s0..../QLD-KD ngay.... thang.... (Ky, ghi ho tén, dong dau)

nm.... cia Cuc Quén Iy Dugc - BY Y t6,
Ha N§i, ngdy... thang... ndm..,
Cuc trwéng

+102-8-60 ABBN/PFL + €FL 9S/OVEH DNQOD
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Méu 56 62
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
NIV Dic lip - Ty do - Hanh phic

PON HANG NHAP KHAU THUOC HIEM, THUOC CHO NHU CAU BIEU TRI CUA BENH VIEN
TRONG TRUUNG HQP DAC BIET

[Kinh giri: Cuc Quan Iy Dwge-Bg Y té

(Doanh nghiép) kinh d& nghi Cuc Quan Iy Duge - B9 Y t€ xem xét duyét dé Doanh nghiép nhap khéu thudc hiém,
thudc cho nhu cau diéu tri ciia bénh vién trong trxomg hop dic bigt nhu sau:

fan thyoc, }:am lum’lg, Hoat Bqn S0 | Han |Tiéu chuan| Cong |Téncongtysin| Téncong ty cung T(?n do?l " uly

dang bao ché, quy cch| 7 | vi : : e o o | 2 me o 2 | thac nhap khau
Lo chat | . [lwong ding |chat lwong| dung |xudt- Ténmude| cép - Ténnuoc ;T
dong goi tinh (néu co)*

o Doanh nghiép chi dugc nhfn dy thic nhap khau khi ngp ﬂéx dit h so theo quy dinh tai Diéu 12 Thong tu nay. Néu khong
phéi 12 nhp khdu iy thac, phai ghi rd 1a; “Kinh doanh tryc tiép”

CyC QUANLY DUQC wernsy NEAY... thing... ndm......
Chdp thun don hing nhép khau gom .... rang ... Gidm ddc doanh nghip nhp khilu
khoan kém theo Cong vin s6..../QLD- KD ngay.... (Ky, ghi rd ho tén, dong dau)

thang.... néim.... ctia Cuc Quén Iy Duge - By Y t6,
Ha Noi, ngay... thng... nim...
Cuc trwdng

Mﬁu ndy duge thay thé bdi Miu s6 5 Phy luc I ban hanh kém theo Thong ti $6 38/2013/TT-BYT sira doi, b sung mot s dicu cia Thing
tir s6 472010/TT-BYT cia B§ truong BY Y té hudng dén hoat dong xudt khau, nhap khau thude v bao bi trye tip voi thuge, ¢6 higu lyc ke
tir ngay 01 thang 01 ndm 2014
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Mau sb 6b

TEN BENH VIEN CONG HOA XA HOI CHU NGHIA VIET NAM
80: . Dic lap - Tw do - Hanh phiic
Viv dy tri mua thuoc dieu tri

DY TRU THUOC HIEM, THUOC CHO NHU CAU BIEU TR CUA BENH VIEN
TRONG TRUONG HQP DAC BIET
Kinh giri: (Tén doanh nghi¢p nhap khau)
Tén bénh vi¢n:
Dia chi:
Dién thoai:
Fax:
$0 giwdmg bénh:
Pé dép | {mg du thuoc phuc v cdng tac khdm chita bénh, Bénh vién.... ¢ nghi doanh nghiép (tén doanh nghiép) nhap
khdu cc thude sau dé cung cép cho nhu cau diéu trj ciia Bénh vién:

Tén thude, ham . o 1oz .
: Ponvi| Solrong | Tiéu chuin Tén nha sén xuét -
STT|lwgng, dang bao ché, | Hoat chat| ) p Céng dung X
quy cich dong g tinh du tri chat lwgng Tén nuée

55 SRS IUSSSIISN IUTONY SRS USRS RO NS
L35 NS N SR SRS SRR HU U

3
Cam két ciia Bénh vién:

1. Céc thube dy tri trén ddy chi sir dung 06 phyc vu cdng tac kham chira bénh ciia bénh vign.
2. Bénh vién chiu tréch nhiém vé viéc tiép nhdn, sir dung thude hop Iy, an toan.

...... ., Ngay... thang... nam...
Giém ddc bénh vien
(KY, ghi rd h tén, dong déu)

+10Z-8-60 AeBN/EHL + €F. 9S/OVE DNOD
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Miu 50 7a*
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
80 v Pgc lap - Ty do - Hanh phic

DON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE THEO NHU CAU PIEU TR] DAC BIET
CUA CO SGDIEU TRI, CO S TIEM PHONG, CO SO XET NGHIEM

Kinh gii: Cuc Quén Iy Durgc - BY Y té
(Doanh nghiép) kinh d& nghi Cyc Quan 1y Dugc - BG Y té xem xét duyét dé Doanh nghiép nhdp khéu v xin, sinh
phém y té chura cd s6 ding ky sau:

Tén vic xin, SPYT ham

luong, dang bao ché,
quy cach dong gdi

Téncongty | Téndonviu
cung cép - | thac nhdp khéu
Tén nude (néu co)*

Cong | Téncongty sin

Ponvi | $6 eong !
dung | xuat- Ténmudc

finh | nhdp kg | 70 408

* Néu khong phéi 1a nhip khdu Uy thac, phéi ghi rd 14: “Kinh doanh tryo tiép”
Doanh nghigp xin cam két thyc hign ding cc quy dinh lién quan dén viéc nhap khu, vin chuyén, bao quan, phan phdi céc

véc xin (sinh phém y té) trén theo ding quy dinh hién hanh.

‘ CUC QUAN LY pygc , ngdy... thing... nm......
Chap thudn don hing nhép khau gom... trang... khodn Giém dde doanh nghiép nhip khéu
kém theo Cong vén 50../QLD-KD ngdy... théng... ndm... (Ky, ghi 13 h tén, dong dau)

ciia Cyc Quan ly Duge - B3 Y t€.
Ha Noi, ngdy... thing... nam...
CUC TRUONG

Mau ndy dugc thay thé béi MAu 50 6 Phy luc I'ban hanh kém theo Thong tr 56 38/2013/TT-BYT sira d6i, bd sung mét 80 diéu cia Thong
tur s 47/2010/TT-BYT cia B trwomg BY Y té huéng dan hoat dgng xudt khd, nhdp Khdu thudc va bao bi trye t;ep voi thudc, co hiéu lyc ké
tir ngdy 01 thing 01 ndm 2014.
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Mau s6 7b

Tén co'si: CONG HOA XA HOI CHU NGHIA VIET NAM
Do 1ap - Tur do - Hanh phiic

...... , 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 nghigp (tén doanh nghiép) xem xét cho nhdp cdc san pham chura co so diing ky sau:
Tén vc Xin, ham lrgng, - ; Tén don vi san xut | s, v d
T dang bao che, quy cach dong goi Bon vitinh | - 56 hugng (tén nudc) DO tugng s dung
1
2
3

Sau khi nghién ciru Thong twr s6 22/2009/TT-BYT ngay 24/11/2009 ciia B{ truong Bo Y té Quy dinh viéc déng ky thude,
Thong twso _ 2010/TT-BYT ngay huéng dn thyc hién viéc nhap khiu thudc, bao bi tiép xiic tryc tiép v
thude, Quyét dinh 50 23/2008/QD-BYT ngay 07/7/2008 vé viéc quan Iy, sir dung vic xin, sinh phém y té diing cho ngu, ching
t6i xin cam két sir dung cdc vic xin (sinh phdm y té) trén ding myc dich, ding d6i twgng, déing chi dinh theo céc quy dinh hién
hanh, chiu su thanh tra, kiém tra ctia co quan ¢6 tham quyén, chi sir dung trong co quan chiing t6i. Trong trudng hop 6 tai bién
xdy ra hoéic cac vi pham khac, chung t6i xin hoan toan chiu trach nhiém trudc phdp luét vé myc dich, di twgng, chi dinh cing nhu
moi van dé lién quan dén viéc sir dung loai vic xin (sinh phm y t6) nay.

GIAMBPOC COSO
(Ky, ghi rd ho tén, dong dau)
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Mau sé 7¢ *

COMMITMENT

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

To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, Viet Nam
Kinh giri: Cuc Qudn Iy Dugc - B Y té

1384, Giang Vo, Ha Ngi, Viét Nam
Supplier’s name/Tén cong ty cung cdp:
Address/Bija chi:
Telephone number/Dién thoai Fax: Telex:
Manufacturer’s name/Tén cong ty san xudt:

Address/Dija chi:
We ensure that the following vaccines and medical biological products distributed by our company:
Chung 16i xin bao dam cac vdc xin, sinh phdm y té sau do chiing 16i cung cdp:

No Name of vaccine, biologicals, Produced by
) Packaglng form (Sén xuit béi)
(Tén vac xin, sinh pham va quy cidch déng géi)

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

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

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

Dugc san xuat theo tiéu chudn GMP, dong thoi dat cdc yéu cau vé chat lwong vdc xin, sinh
phdm y té cia co quan c6 tham quyén tai nuwée xudt xi.

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

San pham trén hién dang dwgc phép luu hanh tai meoc xudt xir va dwge 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 mspect:on and examination of Vietnam authorities.

Chiing t6i xin chdp hanh cdc ludt I¢ va quy dinh trong linh viec vdc xin, sinh phdm y té ctia
nwoc Cong hoa xd hgi chu nghia Viét Nam va chju sw thanh tra kiém tra cua co quan cé tham
quyén cua Viét Nam.

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

Chiing t6i xin hodn toan chju trach nhiém truée phap lugt vé tiéu chudn chat luong ctia vic

xin, sinh pham y té trén.
....... , ngay..... thang.... ndm ...

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

5 Miu ndy dugc thay thé boi Mau sb 7 Phy lyc I ban hanh kém theo Thong tu so 38/2013/TT-BYT sua
dm b sung mot so diéu cia Thong tu s6 47/2010/TT-BYT cua B¢ truong BY Y té hudng dan hoat dong
xuét khiu, nhap khéu thudc va bao bi tryc tiép véi thudce, ¢6 hiéu lyc ké tir ngay 01 thang 01 ndm 2014,

awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vn



Mau s6 8

TEN DOANH NGHIEP NHAP KHAU
S0 nvrrevsrrersersrnens

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic 1ap - Tur do - Hanh phic

DON HANG NHAP KHAU THUOC KHAN CAP CHO NHU CAU PHONG CHONG DICH,

THIEN TAIL THAM HQA

Kinh giti: Cuc Quén Iy dwge- B Y té
(Doanh nghigp) dé nghi Cuc Quan 1y duge - B Y té xét duyét don hang phong chéng dich, thién tai sau:

ST TE;Z“::;Z;T 2::‘;("3 Pon | $6 Tiéu chudn| Han Hoat | Céng |Tén cdng ty sén 1;31;1';% ty SDK | Ghi
cich dong gb vi tinh{lwong| chdt lwong | ding | chat | dung |xuat- Tén nudc Tén nuéc (néu cd)| chi
LS S N U AU N N S SO S A
I —
CYC QUANLY DUQC ooy NGAY... thang... ndm......

Chp thugn don hang nhp khéu gom... rang...
khodn kém theo Céng vin s0../QLD-KD ngay...
théng... nim... clia Cuc Quan Iy dwoc - B9 Y .
Ha N, ngay... thang... nam...
Cuc truémg

Gidm déc doanh nghiép nhap khu
(Ky, ghi rd ho tén, dong dau)
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MAu 50 9
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
) Dijc Iap - Tw do - Hanh phic

DON HANG NHAP KHAU THUOC PHUC VU CHO CAC CHUONG TRINH, DY AN QUOC GIA
(Ghi rd tén chuong trinh)
Kinh gitic Cyc Quin Iy Dwge - B§ Y t¢

(Doanh nghiép) & nghi Cuc Quin 1y duoc - BG Y té xét duyét don hing nhip khau thude cho chuong trinh (tén
chuong trinh) nhu sau:

Tén thuc, ham hrng dang | Bon vi 86 Han | Hoat Téncongty | Téncongtycung | SDK
STT| o i | : A T L S B SR L
bao ché, quy cach dong goi | tinh | lwgng | ding | chat | sinxuat-Ténnude | cap- Ténnudc | (néuco)

o e ,ngdy... thing... nam......
~ CUCQUANLY DUQGC Y kién Chii nhi¢m chwong trinh ~ Gidm déc doanh nghiép nhdp khéu
Chap thuan don hang nhdp khau gom... trang... (Ky, ghi ho tén, dong dau)

khoan kém theo Cong van s0../QLD-KD ngay...
thang... nam... cia Cuc Quan ly Duge - BY Y t€.
Ha Noi, ngdy... thang... ndm...
Cuc trudng

L
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M 56 10

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N Dic 1ap - Twr do - Hanh phic

DANH MUC THUOC VIEN TR, VIEN TRQ' NHAN DAO
(Kém theo Cong vin 0..... ngay... thang.... nim...,)

Tén thudc, ham lwgng, dang | Don vi

STT ool i quycichdong g | tnh 96 lugng|Hoat chét chinh| Handing | Tén cong tysinxudt|  Ghi chi
1
2
Cuc Quén ly dwge Ngy.... thing.... ndm....
Xéc nhan danh myc nay gdm..... trang.... khoan ding theo quy Ngudi dimg ddu co s xin tiép nhdn vién try
dinh trong Cong vén s6.../QLD-KD ngay... théng... nim... (Ky, ghi ho tén, déng ddu)

clia Cyc Quan ly duoc
Ha Ngi, ngay.... thang.. ndm...
Cuc trirdmg

=
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M 56 112°

TEN CO'SG NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S0 vvvrnrsssns Dic lp - Tur 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 BUONG SINH HQC

Kinh giri: Cyc Quan Iy Dwge - B§ Y té

(Co 56 nhép khdu) kinh d¢ nghi Cuc Quan Iy Dugc - B3 Y té xét duyét cho nhan cdc thude lam mdu dang ky lu
hanh, kiém nghiém/nghién cirw/thir nghiém lim sing/nghién ciru sinh kha dung/twong dwong sinh hoc sau:

Tén thude ham lugng | ponvil sb Tén cong ty | Tén cong ty
STT | dang bdo che, quy cich |  Hoat chat L Handing' | sanxult- | cungcdp- | Ghichd
ddng gbi tih | luong Ténnude | Ténnude
g8
L0 SRS AU IS SN AU SN A
e e
Cyc QUAN LY ptvgc ... , Ngay... théng nAMm......
Chap thusn don hang nhdp khéu gom... trang... khoan kém Nguisi dimg dau co si
theo Cong vin s0......../QLD -......... ngdy... théng... nim... (Ky, ghi 1 ho tén, déng déu)

cua Cuc Quan ly Duqc -By Y té,
HaNgi, ngay... thing.. nim...
CUC TRUONG

Mau nay dugc thay thé boi Mau s6 8 Phy luc I'ban hanh kém theo Thong tu $6 38/2013/TT-BYT sra dbi, b sung mt s6 diéu cia Thong
tu 5 47/2010/TT-BYT ciia B truong B§ Y té hudng dén hoat dong xuét khau, nhap khiu thudc va bao bi trye tiép voi thuge, co hiéu luc ké
lu ngdy 01 théng 01 nim 2014,

Nhap khdu voi myc dich gi thi chi ghi muc dich d6 (Mdu ding ky lwu hanh hodc klem nghi¢m/nghién ciru hofc thir nghiém...)

¥ Cic truong hop khdng xéc dinh han dung thi ghi khong xac dinh va ly do (hda chit diing kiém nghiém...).

L
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Mu 56 11b

TEN CO SO NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N Dic 14p - Ty do - Hanh phiie

DON HANG NHAN THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)

(' DANG PHOI HQP LAM MAU DANG KY LUU HANH, NGHIEN CU'U, KIEM NGHIEM,
NGHIEN C('U SINH KHA DUNG/TUONG DUGNG SINH HOC’

Kinh giri: Cuc Qudn Iy dwge- By Y té

(Doanh nghiép) kinh dé nghi Cuc Quan 1§ duge - BG Y té xét duyét cho nhin cac thudc lam mAu déng ky lwu hanh sau:

Tén thue, ham Tén hoat chit giy nghién (hodc Tong; 0 khoi I}Iqmg hoat Tén,dia chil Tén,diachi
lone. dane bio | Hoat Bon 5 hoat chét hudng tam thn, tién chét| chat gay nghién (hofc conetysan| conat
gTT| o6 AN L] v diing lam thudc) - Ham hrong ¢ hoat chathuorngtam thn, Iy 8
ché, quycach |chat| " |lwong e e '| xuat - Tén | cung cép -
N tinh trong 1 don vi d6 chia liéu hojc  |tién chét ding lam thudc) . .
dng goi L nwéc | Tén nuoc
chua chia liéu tinh ra gam
55 A R N NS N S N S
2
CUC QUANLY pbgc .. ,gdy... thing... nam.....
Chap thusn don hang nhdp khau gom... trang... khoan kém Ngwdi dimg diu co 50
theo Cong van 50../QLD-KD ngay... thang... ném... (KY, ghi rd ho tén, déng dau)

clia Cuc Quén Iy Duge - BY Y t6.
Ha Noi, ngdy... thing... nim...
Cuc trwdmg

 Nhp khau v6i myc dich gi thi chi ghi muc dich d6 (Mdu déing ky vu hanh hoc kiém nghiém/nghién ciru hojc thi nghiém...)

+10Z-8-60 AeSN/PPL + £¥L 9S/OVH DNOD
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Mu 50 11¢
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
80 s Dic lap - Ty do - Hanh phiic

BON HANG NHAN THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
LAM MAU BANG KY LUU HANH, NGHIEN CU'U, KIEM NGHIEM, NGHIEN C{'U SINH KHA DUNG/
TUGNG DUONG SINH HOC

Kinh giri: Cuc Quén Iy dwge - By Y té

(Doanh ngh1¢p) (bao gbm ten viét tht, tén tiéng viét, tiéng Anh)
Dia chi (bang tiéng Viét v tiéng Anh)
Kinh dé nghij Cuc Quan Iy dwoc - BY Y té xét duyét cho nhan cic thudc lam méau déng ky lwu hinh sau:

Tén thubc Tén hoat chag gay nghi¢n | Tong sg khi lung
N (hodc hoat chét hwdng tAm | hoat chat gy nghi¢n| Ten, dia chi | Teén, dia chi| Tén, dia chi
ham lwgng, Pon| oz Y AT TR : : A .

STT dang bio ché Hogt Vi S0 | than, tién chat ding lam |  (hodc hoat chat | cong tysan | congty | congty
ang aoc;l 'l chat i 'h lgmg| thudc) - Ham lugng c6 trong hucmg thm thén, tlen xuat - Tén | xuat khau - | cung cép -
ggi ey . | don v d6 chia liéu hoge chit ding lam thude)| nuéc | Ténmude | Tén nuée

B80! chua chia liéu tinh ra gam
|
2

Cita khéu dv dinh hanh dua vé (ghi 19 tén sin bay, cang)
Chi y: Tén va dja chi cdng ty san xudt, cung cp phai ghi day di va chi fiét,

........ , ngay... thang... nim.....,
Noi nhjn: Ngwdi dimg dau co s&
-Cuc QLD - BYT; (K, ghi rd ho tén, dong déu)
- Luru tai don vi.

9L
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Miu 56 124’

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM

N Dijc lip - Ty do - Hanh phiic

DON HANG NHAP KHAU NGUYEN LIEU, TA DUGC,
BAN THANH PHAM THUOC CHUA CO SO DANG KY

Kinh giri: Cuc Quan I Dwge - B3 Y té

(Doanh nghip) & nghi Cyc Quan I Duge - B Y té xét duyét nhap khiu céc nguyén liéu, 4 dure dé sin xuit thube
nhu sau;

Tén nguyén ligu, ham A YR P . | Téncongty | S0 ding ky cia thuf'n; duge sin
STT| lumg, dnghioché, || %0 | T iin I;:t"",}légn‘fl:z'; cung o -Tén| xut b thinh phm déngh
quy cich dong géi ong | chal lugmg nuéc | nhdp (néu nhdp bén thanh pham)
;
8 000 S ) O A A
3
‘ CYCQUANLYDUGC , Ngay... thng... nim......
Chap thudn don hing nhp khéu gom.... trang... Giém ddc doanh nghigp nhp khdu
khodn kém theo Cong vén 50..../QLD-KD ngay.... (K, ghi rd ho tén, dong dau)

thang.... nim... cia Cuc Quén ly Dugc - BY Y té,
Ha Ngi, ngay... thing... nam..
CUC TRUGNG

" M ndy duge thay thé bdi M 5 22 PhyIyc 1 ban hinh kém teo Thang t 5 38/2013/TT-BYT sta d6i, b6 sung ma s didu cia Thong

trs0 47/2010/TT-BYT cuia B tradmg BY Y t hurdng dén hoat dgng xust khdu, nhdp khdu thudc va bao bitrye tiép véi thude, o6 hicu lyc ke
tirngdy 01 thang 01 niim 2014,

+102-8-60 AeBN/FFL + £¥L 9S/OVE DNQD
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Miu s 120°
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
80 Dic lap - Ty do - Hanh phic

DON HANG NHAP KHAU DUQC LIEU CHUA CO SO DANG KY
Kinh giri: Cuc Qun Iy Duge- B{ Y té
(Doanh nghiép) d& nghj Cyc Quan If duge - BY Y té xét duyét nhap khau cac duge ligu dé sin xut thude sau:

Tén duoc liéu | .. o 2 s 4 g i
b{ phén ding
5 RN USSR NSO U DU HOSR N SV S
2 A A S
3
CYCQUANLYDUGC .. ,ngay... thang... nim......
Chap thuan don hang nhép khdu gom..... rang.... khoan Gidm doc doanh nghi¢p nhép khéu
kém theo Cong vin 0..../QLD-KD ngdy.... théng.... (Ky, ghi 16 ho tén, dong dau)

nm... cia Cyc Quan Iy Duge - B) Y té,
Ha Ngi, ngdy... thing... nim...
CYC TRUONG

* M ndy duge thay thé boi Méu s0 2b Phy lyc I ban hinh kém theo Théng o 50 38/2013/TT-BYT sia i, b6 sung mt sb diu cia
Thong tu so 4712010/TT-BYT cua B§ trudmg B Y 1€ hudng dn hoat dong xuit khéu, nhp khdu thudc va bao bi tnye tiép véi thude, c6
hiéu lye ké ti ngay 01 théng 01 nim 2014,

8L
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Méu sb 12¢’

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
A Dic 1ap - Ty do - Hanh phiic

PON HANG NHAP KHAU BAO Bi TIEP XUC TRYC TIEP VOI THUOC
Kinh gii: Cyc Quan Iy Durge - B) Y 6

(Doanh nghiép) dé nghi Cuc Quan Iy Duge - BS Y té xét duyét nhp khdu bao bi tiép xic trre tiép véi thudc sau dé
san xuat thuoc:

77 | Tén baobi tiépxic | Donvi S luomg | T8 chudn | Tén congty sin xudt- | Téncongtycung cdp- | Ghi
true tiép véi thude | tinh T8 | chit luong Tén nuée Tén nude chi
|
2
Cuc QUAN LY DUQC ..... , Ngay.... thang.... ndm... i
Chap thudn don hing nhp khéu gom.... trang.. Gidm doc doanh nghiép nhip khiu
khoan kém theo Cong vin s6...../QLD-KD (Ky, ghi & ho tén, dong dau)
ngay.... thang.... ndm.... cia Cyc Quén Iy Duge -
BoYte.
HaNgi, ngdy... théng... nam...
CUC TRUONG

? Mau ndy duge thay thé bi Méu s6 2c Phy Iuc I ban hanh kém theo Thong tu $0 38/2013/TT-BYT sira dbi, bd sung mit sb dicu cila Thng
tr 50 47/2010/TT-BYT cia B{ treong By Y t hudng dén hoat dong xuat khéu, thp khau thudc va bao bi truc tiep véi thudc, ¢6 hiéu e ké
tir ngdy 01 théng 01 nam 2014,

+107-8-60 AeSN/TPL + £FL ©S/0VE DONQD
awSoft = Tel: +84-8-3930 3279 = www. ThuVienPhapl uat.vn
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Méu 56 12d "
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
80 Djc 1dp - Ty do - Hanh phiic

DON HANG NHAP KHAU NGUYEN Lll;fU THUOC GAY NGHIEN
HOAC NGUYEN LIEU THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC

Kinh gii: Cuc Quén Iy Dwge - B) Y té

Tén doanh nghiép nhap khau (bao gOm ca tén viét tit, tén tiéng Vet, tén tiEng ABD):....owwesmrrrsmsssn
Dia chi (bAng tiEng ViEt, NG ABN):...ovesorsssss s
Tén nguyén ligu, Don ' ’ ' Ténvadia | Ténvadia C’hi Tén va dia
STT hém lugng, dang ¥ Tiéuchudn | Soddngky | S0 | chiCongty | Congtyxuat | chiCongty | Ghi
bioche,quy | . | chatlugng | (néuco) |lwong| sanxudt- | khau-Tén | cungcap- | chi
.| tinh . , Lo
cach dong goi Tén nuoc nudc Tén nudc
|
2

Cira khéu dy dinh & dua hang vé (ghl 10 tén san bay, hai cang):
Chi y: Tén va dja chi cia Cong ty sin xudt, Cong ty cung cép phi ghi déy du chi tiét,

Noi nhén: ‘ oo Ngady... thang... ndm...
- Cuc Quan ly Dugc - By Y € Giém doc doanh nghiép nhip khéu

- Luru tai don vi (Ky, ghi rd h tén, dong dau)

08
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Miu sb 124"

TEN DOANH NGHIEP CONG HOA XA HOI CHU NGHIA VIET NAM
Dic Ilép - T do - Hanh phiic

S6: /
DON HANG NHAP KHAU NGUYEN LIEU, BAN THANH PHAM CHUA €O S0 DANG KY
(Ddi vai cdc trudng hop ddc biét, nguyén liéu, ban thanh pham chira Streptodornase,
Streptokinase va chita cac Cephalosporin, cdc chat ik ché beta-lactamase.....)
Kinh giri: Cuc Quén Iy Durgc - B Y té
(Doanh nghiép) dé nghi Cuc Quan 1y Duge - BS Y € xét duyét nhip khdu cic nguyén ligu, t4 dwrge dé san xuét thudc nhu sau:

Ten nguen | po | Tle:l Tencing!y | Ten chngty 8 ding ky cia Hoat cl!at, nong do, har}n
liéu, ham .| S0 | chuan | |, T 2 | thube duge san xudt lrgng cua thuoc dugc sin
STT vi ;| sanxut- | cungcép- AR S
lwong, dang | . |[lwgng | chat . Lo oir nguyén liu & | xudtty nguyén ligu dé nghi
,>' ¢~ | tinh Ténnwde | Tén nude ) M
bio ché lwong nghi nhp nhdp khau
1
Cam két ciia doanh nghiép:

Céc nguyén liéu dé nghi nhdp khéu chi dé san xuat thudc thanh pham da dugc cap s dang Ky Twu hanh con hiéu lyc.
(Doanh nghiép) cam ket thuc hién diing cac quy dinh hién hanh vé xuit nhdp khdu thudc v cic quy dinh vé durge c0 lién quan.
CUC QUAN LY DUQC g NGAY.... thng.... ndm...
Chép thudn don hang nhdp khiu gom.... trang.... khodn Gidm dbc doanh nghiép nhdp khéu
kém theo Cong vin s0.../QLD-KD ngay.... thing.... nim.... (Ky, ghi 16 ho tén, dong dau)
ctia Cyc Quén I Duge - BY Y t.
Ha N§i, ngdy... thang... nam...
CYC TRUONG

" Mau niy duge b sung béi Méu sb 2d Phy Iyc I ban himh kém theo Thong tw s 38/2013/TT-BYT sia d6i, bd sung g s6 diéu cia Thong
tur s0 47/2010/TT-BYT ciia By trwdmg Bo Y t€ hudmg dén hoat dgng xuat khau, nhdp khau thudc va bao bi tryc tiép véi thudc, cd hiéu lyc ké
tir ngay 01 thang 01 ndm 2014.

I8
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Mau s6 132"

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HQI CHU NGHiA VIET NAM
I Dic lap - Tur do - Hanh phic

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

Kinh giti: Cuc Quan Iy dwgc - By Y té
Tén doanh nghiép Xudt khau (bao gom ca tén viét tit, tén tiéng Viét, tén tiéng Anh).....

Dia Chi (DANg tENG VIEE, G ABN)........oourrcsremesssmsssmsss

J Tén thuog, ghynghién | Tong sb ]cho:
Tén thudc, hatp Bon | S ting | . (h}oﬁc,t;huoc:hu({ng t:{m lug}lg thudc gy Tén, da ch 'Een, dia Cl]l
STT luong, dang bao | Hoat il ke S0 (than, tién chat dung lam|nghién (hodic thude cone tv sin cong ty nhip
ché, quycach |chat|  ° y lwgng | thudc) - Ham lrgng c6 hudng tam than, | 8y khau - Tén

trong | don vj ¢ chia | tién chit diing ki - Tennudel ) e

liéu hoc chua chia lidu | thudc) tinh ra gam

ding g6 tinh | (néu co)

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

Cita khéu dy dinh & xudt hang (ghi r tén san bay, héi cang):

(**) Doanh nghigp xin cam két thec hién theo hop dong xuat khau v khong hew hanh cdc sin phim chiea duege cdp 5o
ddng ky lew hnh tai Viét Nam va san pham vdi mdu nhin san xudt dé xudt khdu.
Chi y: (*) Tén va dia chi cia Cong ty sén Xudt , Cong ty nhdp khdu phai ghi day di, chi tiét.

(**) Truong hop xin xudt khau thudc chiea c6 SDK leu hanh

Noi nhén: - Ngay... thang... ndm....
- Cyc Quin Iy duge - BY Y €. Giém doc DN xuat khau
- Luru tai don vi (Ghi rd ho tén, ky, dong dau)

" M iy duge sia d6i boi Mu s6 13a ban hanh kém theo Phu lyc $ cla Thong t s 45/201 L/TT-BYT, co higu Iy ké tir ngiy 05 thing 02
ndm 2012,

Z8
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Miu sb 13b"

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
[ Dic Iap - Ty do - Hanh phic

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

Kinh giri: Cyc Quan If drge - B Y té

Tén doanh nghiép Xudt khau (bao gbm ca tén viét tit, tén tiéng Viét, t8n tiéng ARh):.....coovcssrsc
Dia chi (bng tiéng Viét, TN S,

Tén thude, ham Tén hoat chit gdy nghién (hofic hoat Tong b khoi lwgng hoat chat | Tén, dia chi | Tén, dia chi

STT lugng, dang béo | Hoat | * . S5 | chit hudng tam thén, tién chét diing | ghy nghién (hodic hoat chit cong ty san |cong ty nhip

che, quy cach | chat lwong| lim thubc) - Ham hrgng c6trong | | huong tim than, tién chdt | xudt- Tén | khau- Tén
dong gbi don vj da chia liéu hoc chua chia liéu| ding lam thudc) tinh ra gam | mude(*) |  mude

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

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

Cira khdu dy dinh & xuit hang (ghi rd tén sn bay, hai cang):

(**) Doanh nghiép xin cam két thi hién theo hpp dong xudt khau vii khng heu hamh cdc san phim chiea doc cdp 56 ding
k9 liew hanh tai Vigt Nam v san pham voi mau nhéin san xudt dé xudt khdv,

Chi y:

(*) Tén va dia chi ciia Cong ty sin XUAt, Cong ty nhap khau phai ghi day i, chi tiét.

(**) Truomg hop xin xudt khau thudc chiea c6 SDK heu hanh

Noi nhén: - Ngay... thang... nm....
- Cyc Quan 1y dugc- By Y té Gidm dde DN xuit khéu
- Liru tai don vi (Ghi rd ho tén, ky, dong déu)

" Mau nay dugc sira d0i bai Mau s6 13b ban hanh kém theo Phy luc 5 cita Thong tw s0 45/2011/TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02
ndm 2012

=
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MAu sb 14

TEN DOANH NGHIEP  CONG HOA XA HQI CHU NGHIA VIET NAM
SO:eeirirercennins Poc lap - Ty do - Hanh phic

Doanh NEhifP: .o s

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

Dija chi:
Pién thoai: Fax:

Kinh d& nghi Cuc Quan ly dugc - Bo Y té xem xét cip Gidy chlmg nhén luu
hanh ty do (FSC)/Gidy chimg nhan san phdm dugc pham (CPP) cho cic san phim
thubc sau:

Tén Hoat chit, thanh
I'T £ phﬁn, ham lugng
thudc 3 n
(nong d9)

Quy céch | Tiéuchudn | Han | SO ding
déng gbéi | chatlugng | dung ky

GIAM POC DOANH NGHIEP
(Ky tén, ghi ho tén, dong dc’fu)

awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vn
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MAu s6 15a

CONG HOA XA HQI CHU NGHIA VIETNAM  THE SOCIALIST REPUBLIC OF VIETNAM
B Y té Viét Nam Ministry of Health
Cyc quén ly Dugc Drug Administration of Vietnam

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

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

Nha mdy san xuit dugc phim:
The pharmaceutical manufactuer:

Dia chi:

Address:

Puogc san xut va luu hanh trén ldnh thd Viét Nam san phidm dugc 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:

i ) ) Specification:
TIEU CHUAN CHAT LUQNG:
‘ Shelf-life:
HAN DUNG:
) ) Registration number:
SO PANG KY:

awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vi

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

Name of authorized pers



Mau si 15b MINISTRY OF HEALTH VIETNAM
Certificate No: DRUG ADMINISTRATION

Exporting (certifying) country: Viet Nam

Certificate of a Pharmaceutical Product o o oy

(This certificate conforms to the format recommended by the World Health Organization)
Proprietary Names (if applicable) and dosage form:

Active [ngredient (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?
Is an approved technical summary appended? D no D

Is the attached product information complete and consonant with the licence? || o required D no requested D under consideration D refused D

yes D no D not provided D

Applicant for certificate if different from the licence holder:

Status of applicant:

2. Does the certifying authority arrange for the periodic inspection of the manufacturing plant in which the dosage form is produced?  yes D 1o D
Ifno, 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 D
Do the facilities and operations conforms GMP as recommend by the World Health Organization?  yes no D

3. Does the information submitted by the ﬁlicam satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?

yes no if no, explain:
Address ifying 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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Mau s6 16 "

CONG BO DANH MYC NGUYEN LIEU LAM THUOC BUGC PHEP NHAP KHAU KHONG YEU CAU
PHAI CO GIAY PHEP NHAP KHAU DE SAN XUAT THUOC THEO HO SO DANG KY THUOC
" . . oo | TenCong
Tén Tle;u Ter} YN8 | Tennute | Tén thude 3K Ngdy . ngay‘cong ty san xuat
.| chuan |tysdnxut| . ; X thudc ? han | bo, s0 vén ;
STT| nguyén ¥ .| (noisdnxuat | thanh wanh | | ieule | banco thuoc
liéu chat | - nguycn nguyén lidu |  phim thanh | gpyg | M6 €| DANCONE | gy
lwong ligu pham SDK bo :
pham
I
2
3

* Mau ndy uge b sung b Mau sb 1 Phy lye I ban hinh kém theo Thng tr s 38/2013/TT-BYT sim ddi, bd sung mit s0 dieu cia Thong

tur s6 47/2010/TT-BYT ciia B§ truomg Bo Y té hugng dan hoat dong xuélt khau, nhap khiu thudc va bao bi tryc tiép véi thudc, c6 hiéu lyc ké
tirngdy 01 thang 01 nim 2014,

Y102-8-60 AeSpUbL + £¥L 9S/OVH DONQOD
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