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PHAN VAN BAN KHAC

VAN BAN HQP NHAT

CONG HOA XA HQI CHU NGHIA VIET NAM
Pijc 1ap - Ty do - Hanh phiic

THONG TU
Huéng din hoat djng xuit khau, nhip khiu thudc
va bao bi tiép xiic truc tiép véi thuoc

Théng tu s6 47/2010/TT-BYT ngay 29 thang 12 ndm 2010 cua B§ Y té Hudng
dan hoat dong xuat khau, nhap khau thudc va bao bi tlep xuc tryue tiép véi thude co
hiéu lyuc ké tir ngay 13 thang 02 nam 2011, dugc sira ddi, bd sung boi:

Thong tu s& 45/2011/TT-BYT ngay 21 thang 12 nam 2011 cua By Y té sira
dbi, bd sung mdt sd dleu cua Quyet dinh sb 1570/2000/QD-BYT ngay 22/5/2000
cua B¢ truong BY Y té vé vige trién khai ap dung nguyén tic “Thuc hanh tét phong
kiém nghiém thuoc” Quyet dinh s6 2701/2001/QP-BYT ngay 291‘6/2001 cua Bo
truong B6 Y té vé viéc trién khai ap dung nguyén tic “Thuc hanh tét bao ‘quan

thude”; Thong tu s& 06/2004/TT-BYT ngay 28/5/2004 hudng dan san xuét giaj &
cong thuoc Quyét dinh s 3886/2004IQD-BYT ngay 03/1 l/2004 cua By Y té vé
viéc trién khai ap dung nguyén tac, tiéu chuan “Thyc hanh tot san xuat thudc” theo

khuyen cdo cua T6 chic Y té thé gidi; Thong tu s6 13/2009/TT-BYT ngay
01/9/2009 ctia B§ Y té huéng dan hoat dong thong tin quang cao thudc; Thong tu
s6 22/2009/TT-BYT ngay 24/11/2009 cua By Y té quy dinh vé dang ky thudc;
Théng tu s6 47/2010/TT-BYT ngay 29/12/2010 hudéng dan hoat dong xuat khau,
nhap khau thudc va bao bi tiép xiic truc tiép véi thudce (sau day goi tat 1a Thong tur
s6 45/2011/TT-BYT), ¢6 hiéu luc ké tir ngay 05 thang 02 nam 2012.

Cin cir Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 nam 2005;

Cén cur Luat Phong, ch{mg ma tly s6 23!2000/QH10 ngay 09 thang 12 nam 2000
va Luat stra ddi, bd sung mot sé diéu cia Luat Phong, chdng ma tiy s6 16/2008/QH12
ngay 03 thang 6 nam 2008;

Cin cir Nghi dinh s6 188/2007/ND- -CP ngay 27 thang 12 nam 2007 cua Chinh
phu quy dinh chirc ndng, nhlem vy, quyén han va co cau to chirc cia By Y té;

Cén cir Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nam 2006 cua Chinh
phu quy dinh chi tiét thi hanh mét sé diéu cua Luéat Duoc;

Céan cir Nghi dinh so 58/2003/ND-CP ngay 29 thang 5 nam 2003 quy dinh vé
kiém soat nhép khau, xuét khau, van chuyén qua canh lanh thé Viét Nam chit ma
tiy, tién chat, thudc gay nghién, thudc huéng tam than;
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Can cir Nghi dinh s6 12/2006/ND-CP ngay 23 thang 01 ndm 2006 cua Chinh phu
quy dinh chi tiét thi hanh Luat Thuorng mai vé hoat dong mua ban hang héa quoc té
va cac hoat dong dai ly mua, ban, gia cong va qua canh hang hdéa vdi nude ngoai;

Cin cir Quyét dinh s6 15 1/2007/QD-TTg ngay 12 thang 9 nam 2007 cua Thu tuéng
Chinh phu ban hanh quy dinh vé viéc nhap khiu thudc chua c6 sé dang ky tai
Viét Nam;

BoY té hudng din hoat dong xuat khau, nhap khau thudc va bao bi tiép xuc
true tiép véi thude nhu sau:’

) Chuong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh

I. Théng tu nay hudng dan hoat dong xuét khau, nhap khiu thubc va bao bi
tiép xtc truc ticp véi thude.

2. Thubc xuét khau, nhap khéu theo duong phi mau dich dé chita bénh cho ban
than va cho gia dinh khong thudc pham vi di€u chinh cia Théng tu nay.

Diéu 2. Giai thich tir ngir

Trong Théng tur nay, cac tir ngir dudi day duge hiéu nhu sau:

1. Nuwede xudt xir 1a nudc san xut dang bao ché cudi cung va/hodc Xuat xuéng
16 hodc nudce noi san pham dugc van chuyén dén nudce nhap khiu.

2. Co so san xuqt la co s& thuc hién it nhat mot cong doan san xuét va‘hoic

xudt xuong thanh pham.

3. Bao bi thuong pham cua thuéc 1a bao bi chira dung thudc va lru thong cliing
voi thudc. Bao bi thuong pham cua thuée gom hai loai:

- Bao bi truc tiép la bao bi chira dung tiép xiic truc tiép voi thude;

- Bao bi ngoai 1a bao bi dung dé bao goi mot hodc mot s6 don vi thudc co bao
bi truc ti€p.

4. Chdt phong xa la chit phat ra birc xa do qua trinh phén ra hat nhan, chuyén

mirc nang lugng hat nhéan, c¢6 hoat d phong xa riéng hodc tong hoat d§ 16n hon
mirc mién trur.

! Thong tu s6 45/2011/TT-BYT ¢6 cén cir nhu sau:

"Can cur Ludt Dugc 56 34/2005-QH-11 ngay 14 thang 6 nam 2005;

Can cw Nghi dinh so 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy dinh
chitc ndng, nhiém vu, quyén han va t6 chirc bé mdy Bo Y té; .

Bg Y té huong dan viéc trién khai ap dung nguyén rac tiéu chuan * ‘Thuc hanh tot
phong kiém nghiém thuée”, “Thue hanh 16t bao quan thuéc”, “Thuc hanh 16t san xudt
thuéc”, hmmg dan san xuat gia cong thuéc, rhong tin quang cdo :huoc, huong d.:m hoat
dong xudt khau, nhap khéu thuéc va bao bi tiép xiic triec tiép véi thuée, quy dinh vé ding
ky thuéc nhir sau:
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5. Duroc chat phong xa 1a dugc chét c6 chira chét phéng xa dung cho viéc chin
doan va di€u tri bénh.

6. Thuéc phong xa 13 thubc c6 chira mot hodc nhiéu duge chit phéng xa dung
dé chidn doén hay diéu trj bénh.

7. Mikc mién trir khai béo, cdp phép 1a mixc hoat do phéng xa ma tir mirc 46 tré
xuong chat phong xa dugce coi 1a khong nguy hai cho con ngudi, moi truong.

Piéu 3. Picu kién va pham vi cia té chirc, ¢4 nhin tham gia xuit khiu,
nhap khiu thudc, bao bi tiép xiic tryc tiép véi thudce

1. Péi véi thuong nhén 1a doanh nghiép Viét Nam:

a) Doanh nghié€p c6 Gidy chung nhdn du diéu kién kinh doanh thudc va ¢6 kho
thuoc dat tiéu chuén “Thyc hanh tét bao quan thuée” (GSP) duoc nhap khau truc
tiép va nhan uy thac nhap khau thuéc thanh phim, nguyén li¢u lam thudc, vac Xin,
sinh pham y té, thude tir dugce liéu, thudc déng y, thubc phong xa dugc mién trr

khai béo, cap phép phu hqp voi pham vi kinh doanh ghi trong Gidy chimg nhan du
diéu kién kinh doanh thudc va gidy ching nhan GSP;

b) Doanh nghiép kinh doanh trang thiét bj y té va Doanh nghiép c6 Gidy chimg
nhén du diéu kién kinh doanh thudc dwoc nhip khau truc tiép va nhan uy thac nhap
khiu sinh pham chén doan In Vitro;

c) Doanh nghiép ¢é Glay chimg nhan du diéu kl¢l‘l kinh doanh thuéc va cé glay
chimg nhén dat tiéu chuan “Thyc hanh tdt san xuat thudc” (GMP) dugc nhap khau
nguyén liéu dé san xuat thudc cia chinh doanh nghi¢p va ban cho cac doanh
nghiép san xuit thuc khac;

d) Doanh nghiép san xuat c6 Gidy chimg nhan di diéu kién kinh doanh thuéc
tr duoc liéu duge nhdp khau dugce liéu dé phuc vu nhu ciu san xuét cua chinh
doanh nghiép va ban cho cac co s¢ san xuat thudc khac, cac co sé kham chira bénh
dong y;

d) Doanh nghiép c6 Gidy chimg nhan du diéu kién kinh doanh thuoc va ¢6 Gidy

phép tién hanh cac cong vi€c birc xa do co quan c6 tham quyén cép con hi¢u luc
dugc nhap khau truc tiép thude phong xa khong duqc mién trir khai bao, cap phép.

2. Déi véi thuong nhén 1a doanh nghiép c6 vén déu tu truc tiép nudc ngoai tai
Viét Nam cé Glay chimg nhan du diéu kién kinh doanh thuéc (pham vi san xuét thudc)
dugc nhap khau nguyen lidu dé phuc vu san xuit thudc cua chinh doanh nghlep
Cac hoat dong xuét khéu, nh@p khiu thubc khéng phuc vu san xuét thubc cia
doanh nghiép sé& dugc Bo Y té huéng dén tai vin ban khac.

3. Thuang nhén Viét Nam c6 Glay chimg nhén du diéu kién kinh doanh thudc
duge xuat khau, ay thac xuit i(hau nhin 1y thic xuit khdu thuéc, trir thudc gay
nghién, thubc huéng tam than, tién chét diing 1am thudc va thuéc phong xa.

-~
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4. Thuong nhan dugc phép uy thac nhap khau thudc theo ding pham vi hoat
dong quy dinh tai Gidy chung nhan du diéu kién kinh doanh thude, trir thube giy
nghién, thudc huéng tdm than, tién chit ding lam thudc va thudc phéng xa.

5. Céc tb chirc, ca nhan khong phai la thuong nhén trén co s& hop dong duoc
ky két theo quy dinh cua phap luét, dugc uy thac xuat khau, ay thac nhép khau
thubc phuc vy nhu cdu sir dung cua chinh td chirc, ca nhan d6, trir thuéc gy
nghién, thudc hudéng tdm than, tién chit ding lam thude va thudc phéng xa.

6. Vén ph&mg dai dién cua cac thucmg nhan nudc ngoai co Glay phép hoat
dong ve thudc va nguyén ligu 1am thudc tai Viét Nam, cac thuong nhan Viét Nam
c6 Gidy chlmg nhan du diéu kién kinh doanh thude dugc phép nhap khau thudc
phuc vu cdng tic dang ky luwu hanh (bao gdm ca céc thudc dé kiém nghiém, kiém
dinh theo yéu cau ciia viéc dang ky thudc).

7. Cac co sé cg& chirg ning nghién cin, kiém nghiém,n co s& san xuét thudc
dugc phép nhép khau thudéc phuc vu cong tiac nghién ctlru, kiém nghiém

8. Cac co s& kham bénh, chira bénh cua cac tinh, thanh phd, y té nganh va céac
tb chu'c cua Viét Nam (gol tit 1a bén Viét Nam) dugc phép nhén thudc vién trg tr
cac td chirc tir thién, td chirc phi Chinh phu, ca nhan ngudi nudc ngoai, ngudi Viét
Nam & nudc ngoai (goi tat la bén nudc ngoai) giri téng, vién trg va chiu trach
nhiém vé sit dung thudc hiéu qua an toan, hgp ly, ding muc dich vién trg.

9. T5 chirc, ca nhan <6 thude thir 14m sang dugc nhap khéu thubc dé phuc vu
vigc thir 1am sang theo dé cuong nghién ciru thir thudc trén 1am sang da dugc B6 Y
té phé duyét.

10. Té chirc, c4 nhin c6 dé cuong nghién ciru sinh kha dung, twong dwong sinh
hoc da dugc phé duyét tai co quan k¥ thudt chuyén nganh do BO Y t€ uy quyén dugc
nhap khau thuéc dé phuc vu viéc nghién ciru sinh kha dung, trong duong sinh hoc.

11. Thuong nhan duoc phép nhap khiu, xuit khdu bao bi tiép xuc truc tiép
v@i thudc.

12. Déi véi thuong nhan nudc ngoai cung cap thudc vao Viét Nam:

a) Thuong nhén nudc ngoai cung cap thuéc, duo'c liéu, thudc tir dm;rc Ileu,
thudc d6ng y vao Viét Nam phai 12 doanh nghiép ¢6 Gidy phép hoat dong vé thudc
va nguyén liéu 1am thudc tai Viét Nam;

b) Thuong nhan nudc ngoai cung cap ta dugc, bao bi tiép xiic tryc tiép voi
thudc va céc td chirc, ca nhan quy dinh tai khoan §, 6, 7, 8 va9 Piéu nay khéng bit
budc phai 12 cac doanh nghiép cé Gidy phép hoat dong vé thudc va nguyén ligu
1am thudc tai Viét Nam;

c) Trucmg hgp céc thuoc can cho nhu cdu phong, diéu tri bénh va nguyén li¢u
cén cho nhu cau san xuit thudc trong nudc nhung cac doanh nghiép ¢6 Gnay phép
hoat dong vé thudc va nguyén liéu 1am thudc tai Viét Nam khong cung cép hodc
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cung cip khong du nhu cau, Cuc Quan ly ducc BQ Y té xem xét, quyet dinh cho
phép nhép khau tir cac doanh nghlep cung cap thude ¢o uy tin trén thé gidi.

Piéu 4. Quy dinh chung vé nhap khiu, xuit khiu thude

1. Chét lugng thudc, bao bi tiép xiic truc tiép véi thude nhap khiu

Thuqng nh:fs‘m sép xufit,’ nhap khau, xuat khau, cung cép, uy thac, nhan uy thac
nhip khéu, xuéat khau thudc, bao bi ti€p xuc tryc tiep vdi thude phai chiu trach
nhiém vé chat lugng, an toan cia thudc nhdp khau t}}eo quy dinh cua Luat Dugc,
Luat Thuong mai va cac quy dinh khac vé quan ly chat lugng thuoc hién hanh.

2. Han dung cta thudc nhap khiu:

a) Thudc thanh pham nhap khu vao Viét Nam c6 han ding trén 24 théng thi
han dung con lai t6i thiéu phai la 18 thang ké tir ngay dén cang Viét Nam. Doi voi
thuée co6 han dung bang hodc dudi 24 thang thi han dung phai con toi thiéu la 12
thang ké tir ngay dén cang Viét Nam;

b) Véc xin, sinh pham y té chua c6 s6 dang ky, khi nhap khéu vao Viét Nam
phai ¢6 han dung con lai it nhat 1a 2/3 han dung ké tir ngay dén cang Viét Nam;

¢) Vic xin, sinh pham y té c6 s6 dang ky luu hanh con hi¢u lyc tai Viét Nam,
khi nhap khau vao Viét Nam phai ¢6 han dung con lai it nhat la 1/2 han dung ké tir
ngay dén cang Viét Nam;

d) Sinh phdm chan doan bénh In Vitro c¢é han dung bang hodc dudi 12 thang

nhdp khau vao Viét Nam han dung phai con lai it nhat 03 thang ké tir ngay dén
cang Viét Nam;

d) Nguyén liéu 1am thuéc nhap khau vao Viét Nam, trir duoc ligu, phai c6 han
dung con lai trén 36 thang ké tir ngay dén cang Viét Nam, d6i véi nguyén ligu co
han dung bing hodc dudi 36 thang thi ngay hang vé dén cang Viét Nam khong
duge quéa 06 thang ké tir ngay san xuét;

e) Thudc vién trg, vién trg nhan dao, thudc hiém, thude cho nhu ciu diéu tri
cua bénh vién co han dung Ién hon hodc bang 24 thang, han dung con lai cua thudc
phai con tdi thiéu 12 thang ké tir ngay dén cang Viét Nam. Trudng hop thudce co
han dung dudi 24 thang thi han dung con lai ké tir ngay dén cang Viét Nam tbi
thiéu phai bang 1/3 han dung cua thudc;

g) Céc thudc, nguyén liéu lam thudc khong dap (g cac quy dinh vé han dung
cia thudc tai cac diém a, b, ¢, d, d khoan nay nhung dam bao chat lugng va can
thiét nhap khau dé phuc vu nhu cau diéu tri, nhu céu san xuat thubc trong nuér,
Cuc Quién ly dugc - B Y té xem xét, quyét dinh va chiju trach nhiém cho phép
nhap khau.

? Piém nay dugc sta ddi theo quy dinh tai Khoan 1 Piéu 7 cua Théng tu sd
45/2011/TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 nam 2012.
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3. Yéu cau d6i véi phiéu kiém nghiém:

Khi 1am thu tuc thdng quan, doanh nghiép nhap khau thudc, bao bi tiép xuc
truc tiép vai thuoc phai xuat trinh Hai quan cira khau ban chinh phiéu kiém nghi¢ém
clia co s& san xuat chimg nhén dat tiéu chuin chit lugng cho tumng 16 thudc nhap
khau clia nha san xuét trir dugc liéu va cac thube quy dinh tai Diéu 12, 13, 14, 15, 17
va 18 cua Thong fur nay.

Hai quan ctra khﬁg lru ban sao phiéu kiém nghiém c6 déng déu xac nhén cia
doanh nghiép nhap khau.

4. Quyén s¢ hiru tri tué vé thudce, bao bi tiép xuc truc tiép véi thude:

Thuong nhén san xuét, nhap khau, xuat khau, cung cép, uy thac, nhin uy thac
nhép khau xuat khéu thuéc, bao bi tlep Xuc tryuc tlep véi thube phai chiu trach

nhiém vé quyén sO hiru tri tué cua thuéc, bao bi ti€p xuc tryc tiép voi thuoc do
chinh co s& san xuét, nhap khiu, xuat khiu, cung cép, uy thac nhédp khau, xut khéu.

5. Kiém dinh, thir thudc trén 1am sang d6i voi vic xin, sinh phdm y té 1a huyét
thanh cé chira cic khang thé nhap khéu:

a) Déi véi vic xin, sinh pham y té la huyét thanh cé chira cac khang thé ding
dé phong bénh va chira bénh ¢6 sé ding ky hoic chua c6 sé dang ky luru hanh tai
Viét Nam nhap khau sau khi thong quan dugc dua vé kho cua doanh nghiép bao
quan theo quy dinh va chi dugc phép dua ra st dung khi c6 van ban cua Vién
Kiém dinh quc gia Vic xin va Sinh phdm y té xac nhan 16 véc xin, huyét thanh ¢
chira cac khang thé ding dé phong bénh va chita bénh nhap khiu dat tiéu chuén
chit luong va an toan trén dong vat thi nghiém;

b) D6i véi vic xin, sinh phdm y té 1a huyét thanh c6 chira cac khang thé dung
dé phong bénh va chira bénh chua c6 sb ding ky nhap khau ding cho cac 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 B truémg Bo Y té quy dinh
vé thir thudc trén 14m sang.

Riéng d6i véi vac xin, sinh phidm y té 1a huyét thanh c6 chira cac khang thé
ding dé phong bénh va chira bénh chua c6 s6 dang ky lwu hanh nhung da dugc T
chucy te thé gigi (WHO) tién kiém dinh va d3 dugc luwu hanh rong rai trén thé glm
do cac td chirc qudc té da thudng xuyén hep tac voi Viét Nam trong linh vuc y té
nhu WHO, UNICEEF... vién trg cho Viét Nam, tuy timg truong hop cuy thé, Cuc
Quan ly dugc - BoY té yéu cdu bang chimg thwc hién day chuyén lanh va cé két
qua dat yéu cau vé thir nghiém an toan trén ngudi ¢ thyc dia méi dugc phép dua
vao sur dung;

c) Péi voi vic xin, sinh pham y té 1a huyét thanh c6 chia khang thé dung dé
phong bénh va chira bénh dugc nhap khéu theo quy dinh tai Diéu 13,14, 15 va 16
Théng tu nay, truomg hop cin thiét, Cuc Quén Iy dugc - B Y té s& yéu ciu thir
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nghiém an toan trén nguoi & thuc dia va sau khi c¢6 két qua dat yéu cau vé thir
nghiém an toan trén nguoi ¢ thuc dia madi duge phép dua vao sur dung.

6. Nhan thudc nhép khau:

Nhan thuéc nhdp khau phii thuc hién theo ding quy dinh tai Nghi dinh so
89/2006/ND-CP ngay 30/9/2006 cua Chinh phi vé nhén hang héa, cac quy dinh tai
Thong tu sé 04/2008/TT-BYT ngay 12/5/2008 cua B9 truong Bo Y té vé huong
dan ghi nhan thudc trir nhan cua cac thudce quy dinh tai Piéu 12, 13, 14, 15, 16, 17
va 18 cua Thong tu nay.

7. K& khai, ké khai lai gia thudc:

Vigc ké khai, ké khai lai gia thudc nhap khau thuc hién theo quy dinh tai
Thoéng tur lién tich s6 11/2007/TTLT-BYT-BTC-BCT ngay 31/8/2007 cua B Y té -
B Tai chinh - Bé Cong Thuong hudng din thuc hién quan 1y nha nuéc vé gia
thudc dung cho ngudi.

8. Bao cao:

a) Trong vong 10 ngay ké tir khi vic xin, sinh phdm y té la l]uyét thanh cé
chira cac khang thé dugc nhép khau vé kho, doanh nghiép nhap khau guri bao céo
nhap khau ddi voi timg 16 hang nhép vé Cuc Quan ly dugc - BO Y té va Vién Kiém
dinh Quoc gia Vic xin va sinh pham y té (Méu s6 la);

b) Doanh nghiép nhap khéu phai béo cdo vé Cuc Quan 1y duge - B Y té tinh
hinh xudt, nhap khau thudc dinh ky hang thang bing file dién tir t6i hop thu
qlkdd@dav.gov.vn truée ngay 10 théang sau; bao cao 06 thang bang vin ban trudc
ngay 10 thang 7 va bao céo ca ndm trude ngay 10 thang 01 ctia nam sau. (Mdu s6 1b1
dén bl3);

¢) Doanh nghiép nhap khau thudc dé tham gia trung bay, trién 1am hoi chg va
cac truong hop tam nhdp, tai xuat khac: trong thoi han 10 ngay sau khi két thic
hoat ddng trung bay, trién 1am héi cho hoidc hét han tam nhép phai tai Xuat va phai
¢6 van ban bao cao Cuc Quan ly dugc - Bo Y té vé sb lugng va tinh hinh tai xXudt
(Mau sé Ic).

9. L¢ phi:

Doanh nghiép nhap khau thuéc phai ngp 1¢ phi theo quy dinh tai Quyét dinh s6
44/2005/QD-BTC ngay 12/7/2005 cua Bd truong B6 Tai chinh quy dinh ché do
thu, ndp, quan ly va sir dung phi tham dinh kinh doanh thwong mai cé diéu kién
thudc linh vurc y té, phi thdm dinh tiéu chudn va diéu kién hanh nghé y duoc, 18 phi
cap gidy phép xuét, nhap khau va cip chimg chi hanh nghé y, duoc; Quyét dinh sb
59/2008/QD-BTC ngay 21/7/2008 vé viéc sira d6i, bd sung Quyét dinh sb
44/2005/QD-BTC ngay 12/7/2005 cia Bo truong Bo Tai chinh quy dinh ché do
thu, nép, quan ly va sir dung phi thim dinh kinh doanh thuong mai cé diéu kién
thudc linh vyc y té, phi tham dinh tiéu chudn va diéu kién hanh nghé y duoc, 1é phi
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cap gidy phép xuit, nhap khau va cip chimg chi hanh nghé y, dugc va céc van ban
phap luat khac c6 lién quan.

10. Thoi han hidu lyc cia gidy phép nhap khiu, xuat khau thube:

Gidy phép nhap khau, xuit khau thudc co gia tri 01 nam ké tir ngay ky.

11. Hb so phép 1y trong hd so nhap khau thudc:

a) Gidy chimg nhén san pham dugc pham (CPP), glay chimg nhén luu hanh ty
do (FSC), gidy chimg nhén dat tiéu chuan thyc hanh tét san xuat thudc (GMP) hoic
cac glay chimg nhén dat tiéu chuén tuong duong dbi vm sinh pham chan doan In Vitro
co thé ndp ban chinh ho#c ban sao hqac 'ban dich tiéng Vgct tur txeng nudc ngoai
nhung phai dap ung cac quy dinh cy thé doi voi timg loai gidy ching nhén quy dinh
tai di€ém b, diém c hodc diém d khoan nay va cac quy dinh chung nhu sau:

- Trudng hop ndp ban chinh: Ban chinh phai c6 day du chir ky tryc tlep, ho
tén, chirc danh, ghi rd ngay cép va déu xac nhén cua co quan c6 thim quyén nudc
sO tai cdp gidy chimg nhan; phai dugc hop phap hoa lanh su tai co quan dai dién
ngoai giao Vi¢t Nam theo quy dinh cua phap luat vé hop phap hoa lanh sy, trir

trurdng hop cac gidy t& phép ly do co quan ¢4 thim quyén cia nuéc da ky két Hiép
dinh tuong trg tu phap véi Viét Nam cap;

- Trudng hgp ndp ban sao: Ban sao do co quan c6 thim quyén cia Viét Nam
chimg thuc hop 1¢ theo quy dinh ctia phép luat Viét Nam vé chimg thuc ban sao tir
ban chinh;

- Truomg hop ndp ban dich tiéng Viét tir tiéng nudce ngoai: ban dich tiéng Viét
phai c6 cong chimg theo quy dinh (cong chimg & diy dugc hiéu la phai dugc co
quan cong ching dia phuong hodc co quan dai dién ngoai giao, co quan lanh sy
hodc co quan khac duogc iy quyén cia nude ngoai chimg nhan chir ky cia ngudi
dich theo quy dinh cua phap luét) va phai ngp kém theo ban chinh hodc ban sao
gidy chimg nhén theo quy dinh néu trén;

- Thoi han hiéu luc cua cac gié‘iy chimg nhén: théi han hiéu luc phai dugce ghi
cu thé trén cac gidy chimg nhén va phai con hi¢u lyc tai thdi diém thim dinh;
khong chap nhan coéng vin gia han gidy chimg nhan nay. Truong hop gidy chimg
nhan nay khong ghi rd thoi han hi¢u luc, chi chép nhén céc gidy chimg nhan dugc
cap trong thoi gian 24 thang ké tir ngay cap.

b) Gidy ching nhan san phdm dugc ngoai viéc dap tmg cic quy dinh tai diém a
khoan nay con phai dap ing cac quy dinh sau:

- Phai ¢6 xac nhan thuéc dugc phép luu hanh & nuée Xuét xi, truong hop
thudc khong luu hanh & nudce xuét xir, Cong ty cung cap phai cé giai trinh ly do dé
Cuc Quan ly dugc - B3 Y té xem xét;

- Truomg hop thudc dugc san Xuat qua nhleu cong doan & cac nudc khac nhau,
khong thé xac dinh duoc nudc Xuat xur duy nhét, co s& nhap khau thude phai nop CPP
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clia nudc san xuit ra dang bao ché cudi cing hoac CPP cua nuéc xut xudng 10.
Truong hop khong c¢6 CPP cua ca hai nudc Xudt xir néu trén, Cuc Quan ly duoc -
Bo Y té s& xem xét chip nhan CPP cua nudc noi san phim dugc van chuyén dén
nudc nhap khau;

- Truong hop khong c6 CPP cia cac nudc xuat xir néu trén, chi chfip nhéan CPP
cua thudc do6 do co quan c6 tham quyén cua mét trong cac nudc Anh, Phép, f)l'rc,
My, Nhét Béan, Uc, Canada hoéc cia co quan tham dinh, danh gia cic san pham y
té cia Chau Au - EMEA cép;

- Do co quan quan ly dugc c6 thim quyén (theo danh sdch cia WHO trén
website hrtp //www.who.int) cia nude xuat xir ban hanh; cap theo mau cuia WHO
ap dung d6i voi Hé thong chimg nhan chét lugng cla cac san phdm dugc lwu hanh
trong thuong mai quoc té.

¢) Gidy chimg nhan luu hanh tu do ngoai viéc dap {mg céc quy dinh tai diém a
khoan nay con phai dap (g cac quy dinh sau:

- Phai ¢6 xac nhan thudc dugc phép luvu hanh & nude xuét xu, trudng hop
thudc khong luu hanh & nuée xuat xir, Céng ty cung cip phai c6 giai trinh ly do dé
Cuc Quan ly dugc - By Y t€ xem xét;

- Do co quan c6 thdm quyf’én & nudc xudt xir cap, cd du cac thong tin vé thanh
phén, ham lugng, dang bao ché va thoi han hiéu luc cia ching nhén.

d) Gidy chimg nhan dat tiéu chuén thyuc hanh tét san xuit thude, hodc céc gidy
chirng nhén dat hf; thdng quan ly chat lu'qng khac (vi du ISO 9001...) va phai do co
quan c6 thdm quyén & nudc xuét xir cdp, cé xac nhan tén va dia chi nha san xuét.

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

1. Pon hang nhap khau, xuat khau thudc, bao bi tiép xic truc tiép véi thude
duoc 1&p thanh 03 ban theo mau phu hop véi timg loai thude theo quy dinh tai Théng
tu nay. Sau khi dugc phé duyet 02 ban Iuu tai Cyuc Quan ly dugce - Bd Y té, 01 ban
gui doanh nghiép nhép khau, xuit khiu thuéc. Ban giri doanh nghiép nhép khau,
xuat khau thubc c6 déng ddu "Ban guri doanh nghiép" lam thu tuc tai Hai qQuan cira
khau. Pon hang nhép khéu, xuét khau thudc gay nghién, huong tdm than, tién chit
dung l1am thudc ké ca dang don chét hodc phéi hop da c6 sé dang ky luu hanh con
hiéu lyc dugc 1dp thanh 02 ban.

2. Trudmg hgp doanh nghiép nhan uy thac nhap khiu, xuit khiu thudc, phai
ghi 16 tén cong ty iy thac nhap khau, xuat khu thudc trén don hang.

3. H6 so, tai liéu kém theo don hang phai duqc chuan bi trén khé gidy A4,
déng thanh 01 bd chic chin. Ho so phai duoc sap xép theo diing trinh tu cua muc
luc, c6 phan cach giita cic phan. Cac phan phan cach phai dugc danh sb thi tu dé
dé tham khao va dugc dong déu xac nhén cia doanh nghiép nhap khiu & trang dau
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tién ctia mdi phan trong toan b ho so va ¢6 trang bia ghi r3: tén don vi nhap khau,
s0 don hang, ngay lap don hang, loai don hang.

4. Ng6n ngir sir dung trong hd so nhap khéu thudc:

Ho so nhdp khau thubc nudc ngoai phéi viét bing tiéng Vit hogc tiéng Anh.
Truong hop ho so viét bang tiéng Anh, cac thong tin trong To hudéng dan sir dung
thudc phai viét bang tiéng Viét, trir cac ndi dung sau dugc phép ghi bang cac ngon
ngir khac co goc chir cai La-tinh:

a) Tén biét dugc, tén géc hodc tén chung quéc té cua thuéc;

b) Tén chung qudc té hodc tén khoa hoc cla thanh phan, thanh phén dinh

lwong cua thudc trong trudng hop khéng dich duogce ra tiéng Viét hodc dich duoc ra
tiéng Viét nhung khong c6 nghia;

c) Tén va dia chi doanh nghiép nuéc ngoai san xuét, nhugng quyén san xuét thudc.
5. D6i v6i thudc thanh pham chua c6 s6 ding ky nhdp khéu theo quy dinh tai

Piéu 11 Thong tu nay, moi thuoc phai lap thanh mét don hang ri€ng, trir trudng
hop thudc c6 chung tit ca cAc yeu t6 sau c6 thé xin nhap khau trong cung mét hd so:

a) Tén thudc;
b) Dang bao ché;
‘ ¢) Cong thirc cho'm{it dcm’vi liél{ (d6i v6i dang thubc don liéu) hodc cing
nong d ham lugng (461 vai thude da liéu);
d) Nha san xuét.
Piéu 6. Mt sé quy dinh khac
L Thudc nhép khau Iuu hanh trén thi trudng phai dap (mg quy dinh tai khoén 1
Piéu 36 Luit Dugc.
2. Thube nhép khiu phyc vu cho cac dyr 4n, chuong trinh myc tiéu y té quéc
gia, thuoc vién trg, vién tro nhan dao; thuc nhap khiu cho myc dich thir 1am san -4
1am miu dang ky, phuc vu cong tac nghién ciru, kiém nghiém, kiém dinh; thubc

nhap khau dé tham gia trung bay, trién 13m hoi cho phai dugc sir dung ding muc
dich, diing ddi twong va khong dugc phép luu hanh trén thi trudng.

3. Thudc vién trg do céc to chirc, ca nhan quy dinh tai khoan 8 Piéu 3 cua
Thong tu nay nhép khéu, sau khi tiép nhan don vi tiép nhan phai thanh 18p Héi
ddng dé kiém ké, danh gia, phén loai thudc va nhap kho dé quan ly. Chi duge phép
dua nhing thuéc dam bao chat lugng, con han dung vao sir dung cho cdng tac
diéu tn DPéi véi nhimg thuée khong dugc phép st dung, phai thanh lap Hoi dong
dé tién hanh huy thuoc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28
thang 4 nam 2010 vé Quan ly chit lugng, dam bao khong gay 6 nhiém méi truong.

Tha trudng cac don vi tiép nhén thudc vién trg phai hoan toan chju trach
nhiém vé chit lugng thudc, sir dung thubc hiéu qua, hgp 1y va an toan.

~
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4. Thubc vién trg, vién tro nhan dao phai dam bao cac yéu cau sau:

a) Phai dugc phép luu hanh & nudc s6 tai. Péi véi yﬁc xin, sinh phﬁm y [é la
huyét thanh ¢6 chira khéang thé phai thuc danh muc vic xin, sinh phdm y t€ da
dugc To6 chirc Y té khuyén cao sur dung,

b) Phai dap ing dung nhimg yéu cau sir dung thuc té cia don vi nhan vién trg
va chinh sach qudc gia vé thude cia Viét Nam;

c¢) Khong thugc danh muc thuoc gay nghién, danh muc nguyén li¢u va thudc
thanh pham cdm nhép khiu dé lam thudc 'dung cho nguoi (trr truomg hop nhap
khau thuéc phuc vu chucmg trinh, du 4n quéc gia d4 dugc Chinh phu phé duyét);

d) Phai cé nguon goc d rang va bao dam céc tiéu chuin vé chat luong, an
toan, hi€u qua sr dung & ca nudc vién trg va Vigt Nam. Vic xin, sinh pham y té
vién trg. phal c6 phiéu kiém nghiém dat tiéu chuén chat luqmg clia co quan kiém
dinh qudc gia nudc s tai hodc co quan co tham quyen dbi vai 16 hang nhap khau,
dong thoi phai duge Vién Kjem dinh qudc gia vic xin va sinh phiam y té danh gia
chit lugng trude khi nhap khiu;

d) Phai dugc dong goi trong dd bao g61 thich hop, c6 ghi rd: tén thubc, hoat
chat ham luqng, dang bao che quy cach dong géi, kém theo huéng dan sir dung
thudc va c6 danh muc chi tiét di kém theo timg dom vi dong goi;

e) Truomg hop dic biét, thudc _vién trg phuc vu cho céac chuo‘ng trinh nghién
ciru khong dap img quy dinh tai diém a, b, c, d va d khoan nay, c6 thé xem xét cho
phép ti€p nhan can cir trén cac tai li¢u phéap ly, k¥ thuét lién quan cua chuong trinh
nghién ciu.

5. Duoc liéu sir dung dé san xuat, pha ché va thudc thang tai cac co s& san xudt
thudc, co sé kham chita bénh béng dong y phuc vu cho cdng tac phong va chira
bénh cho ngudi phai dat tiéu chuén chit lvong va dugc cung cip bai cac co sd co
du diéu kién kinh doanh thudc.

6. Thudc phéng xa, ngoai viéc thuc hién cac quy dinh cua Thong tu nay phai
tudn theo céc quy dinh ciia Phap lut c6 lién quan dén viéc dam bao an toan birc xa.

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

Piéu 7. Nhap khéu thudce, bao bi tiép xic truc tiép véi thube
1. Cdm nhédp khiu dé 1am thudc ding cho ngudi cac thude thanh phim va

nguyen liéu 1am thubc quy dinh tai Danh muc nguyén li¢u va thudc thanh phim
cam nhép khau dé lam thudc (Phu luc).

2. Thuoc co s6 ~dang ky luu hanh con hiéu lyc, trir thudc gay nghién, hudng
tdm than va tién chit ding 1am thudc, dwgc nhap khiu theo nhu cau khong phai dé
nghi cap gidy phép nhap khiu hodic xac nhan don hang nhap khiu.
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3. Thudc, bao bi tiép xuc truc tlep voi thuoc nhéap khiu phai c6 gidy phép nhap
khau cia Cuc Quan ly dugc - B Y té bao gom

a) Thudc gy nghién, hurJng tdm than, tién chit dung lam thubc, ké ca dang
don chét hodc phdi hop da c6 s§ dang ky luu hanh con hiéu lyc;

_b) Thubc thanh phdm, nguyén liéu 1am thudc, vic xin, sinh phdm y té chua c6

s0 dang ky;

¢) Bao bi tiép xuc truc tiép vai thude.

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

1. ?huéc gdy nghién, hudng tdm thén, tién qhét dung lam tbuéc, ké ca dang
don chét hoac ph6i hop khi xuat khau phai cé gidy phép xuat khau cia Cuc Quéan
ly dugc-Bo Y te.

2. Thudc, bao bi tlep Xuc tryc tlep véi thube, trir céc thude quy dinh tai khoan 1

Piéu nay khi xuat khau don vi xuat khau lam thu tuc truc tiép voi Hai quan cira
khau khéng cin cé gidy phép xuit khiu ciia B§ Y té.

. . Chlro’ng 111
HO SO, THU TUC NHAP KHAU THU C, BAO BI TIEP XUC TRUC TIEP
vOI THUOC KIEM DINH THUOC NHAP KHAU

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

Piéu 9. Thudc giy nghién, hwéng tim thin va tidn chit ding 1am thudc

1. Hb so:

a) Pon hang nhéap khiu (Mdu s6 2a, 2b);

b) Bao cao ton kho ’thu("ic gdy nghién (hodc thudc hudng tdm thén, tién chit
dung lam thudc) (Mau so6 3).

2. Thu tuc:

Doanh nghlep giri hd so dén Cuyc Quan ly duge - BY Y té. Trong thoi han 15
ngay lam vigc ké tir khi nhin duoc ho so hop 1€, Cuc Quan ly dugc - BY Y té cép
glay phép nhép khiu. Truomg hgp khong cép gidy phép, Cuc Quan 1y duge - B Y
té c6 van ban tra 1oi doanh nghiép va néu rd ly do.

Diéu 10. Cac thudc khdc, trir cdc thube quy dinh tai Didu 9 ciia Théng tur nﬁy

Doanh nghiép nhap khau lam thu tuc tryc tiép tai Hai quan cira khiu va xuét
trinh Hai quan cira khau danh muc thubc nhap khiu (Mdu sé 4) kém theo ban
chinh hodc ban sao cong chitng hop 1€ cac tai liéu sau :

a) Gidy phép luu hanh san pham hodc Quyét dinh Cé::lp s6 dang ky Ivu hanh; cac
vén ban cho phép thay d6i, bo sung, dinh chinh khéc (néu cd);
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b) Gidy phep hoat dong ve thuoc va nguyen ligu 1am thudc tai Viét Nam d6i
vGi cong ty nudce ngoai cung cip thudc, trir cac thurong nhian quy dinh tai diém b, ¢
khoan 12 Piéu 3 ciia Théng tir nay.

Muc 11
NHAP KHAU THUOC CHUA CO SO PANG KY LUU HANH

“Piéu 11. Thuéc thanh phim cé chira dugc chit chura cé so dﬁng ky hoic
dwgc chit di cé sﬂ dang ky nhung chwa dép img di nhu ciu diéu tri, sinh
pham y té dung aé phbng bénh, chira bénh, chin dosn

1. Diéu kién va s6 lugng thudc xem xét cap gidy phep nhip khiu:

Thyc hién theo quy dinh tai Piéu 7 Quyét dinh sb 151/2007/QB TTg ngay
12/9/2007 cia Thu tuéng Chinh phu ban hanh Quy dinh v€ vi¢c nhdp khau thudc
chua c6 sb dang ky tai Viét Nam.

2. Hb so:

a) Pon hang nhap khiu (Mdu sé 5a, 5b, 5c, 5d, 5d);

b) Gidy chimg nhan san pham duoc. Trudmg hop khong c6 Gléy chimg nhan
san phim dugc, cé thé thay thé bﬁng FSC va GMP. Trudmg hop co nhiéu co s& sdn
xuat tham gia vao qua trinh san xuét thudc, co s& nhép khéu thube phai ndp glay
chimg nhdan GMP cua tAt ca cAc co s& san xuit c6 tham gia trong qué trinh san xuét
ra thanh pham;

¢) Tiéu chuén va phuong phap kiém tra chéit lrong thudc;

d) Nhan thude va tor hucmg dan sir dung c6 dong dAu cia doanh nghiép nhap
khiu, bao gbém: 01 bd nhén goc kem t& hudng dan st dung goc cua thudc dang
dugc luu hanh thyc té & nudc xuit xi (trir vac xin, sinh pham y te) 02 bd nhan du
kién luu hanh tai Viét Nam kém t& huéng dén sir dung tiéng Viét;

d) Béo cao ton kho d6i véi thudc giy nghién, hudng tim thin va tién chit dung
lam thubc (Mdu s6 3);

e:) Ho so tién 1am sang va lﬁpl sang dbi voi thudce chira duge chit méi, thudce co
sir két hgp méi cia cac duge chat da luu hanh.

3. Tha tuc:

Doanh nghiép giri hé so dén Cuc Quin ly dugc - BO Y té. Trong thdi han 20
ngay lam vige ké tir khi nhan dugc hd so hop 1¢, Cuc Quan Iy dugce - B Y té xem
x€t cap glay phép nhap khau. Trudng hop khong cap gidy phép, Cuc Quan ly dugc -
B§ Y té c6 vin ban tra 161 doanh nghiép va néu r5 1y do.

Piéu 12. Thudc hiém, thudc cho nhu chu didu trj ciia bénh vién trong trudmg
hgp dic biét

1. Hé so:

a) Pon hang nhap khiu (Mdu sé 6a);

~
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b) Dy tru thude hlem thudc cho nhu cu diéu trj cia bénh vién trong trudng
hop dic biét (Méu sé 6b);

¢) Céc tai liéu quy dinh tai diém b, c, d, d, va e khoan 2 Diéu 11, trir c4c trudng
hop sau:

- Doanh nghigp 6 chirc chudi nha thudc dat tiéu chudn “Thyc hanh tét nha
thuéc” GPP can thiét ‘nhép khéu cac thudc thudc danh muc thuéc hiém, thude nhép
khéu cho nhu ciu diéu tri cua bénh vién trong trudng hop dic biét dé ban tai cac
nha thuéc dat GPP trong h¢ thong phai c6 vin ban néu rd ly do chua cung cap
duoc ho so, phiéu kiém nghiém gbc, va cam két chju trach nhiém vé dam bao chit
luong thudc nhéap khau;

- Doanh nghiép nhap khau nhing thubc thugc danh muc thubc hiém, thubc
nhap khiu cho nhu cau dleu tri cua bénh vién trong tnrcmg hop dic biét hodc
nhitng thudc c6 hoat chit, ndng d, ham lugng, dang bao ché chua cé sé dang ky
luu hanh tai Vié¢t Nam nhung dugc ghi trong céc tai liéu chuyén mén ma khong
cung cép duoc Cac hé so quy dinh tai khoan 2 Piéu 11 cia Thong tr nay va phiéu
kiém nghiém gbc cua 16 thudc nhép khéu thi hd so phai kém theo: Vian ban néu rd
ly do chua cung cap dugc hd so cia thude nhap khau, phiéu kiém nghiém gbc cua
16 thudc va cam két vé dam béo chat lwgng thudc nhap khiu; Béo cao sur dung
thube (nhu cau st dung, tinh an toan, hiéu qua diéu tri cia thuéc).

2.2 Doanh nghigp gui hd so dén Cuc Quan ly dugc - B Y té. Trong thdi
han 07 ngay lam v1¢c ké tir khi nhan duoc hd so hop 1§, Cuc Quan ly dugc-Bo Y
té xem xét cp glay phép nhap khéu. Trudng hop khong cap gidy phép, Cuc Quan
Iy duge - B Y té c6 van ban tra 161 doanh nghiép va néu rd ly do.

Piéu 13. Vic xin, sinh pham y té theo nhu ciu diéu tri dic biét caa co so
diéu trij, co s& tiém phong va co s& xét nghiém

1. Hé so:
a) Don hang nhp khéu (Mdu sé 7a);

b) Dy tri vic xin, sinh phdm y té cua co sé tiém phong, co s& xét nghiém
(Mdéu s6 7b);

d) Ban cam ket cua cong ty cung cap ve viéc dam bao chéit lwgng vic xin, sinh
pham y té cung cap cho Viét Nam (Mdu sé 7c:)

&) Cic tai liéu kém theo (néu c6) bao gém: Gidy chung nhan co s¢ san xuit dat
tiéu chuidn GMP hoic Glay chimg nhan co sd san xuat dat tiéu chuin hé thong
quén ly chét luqmg (ISO) do co quan c6 thim quyen cap (don véi sinh phdm chén
doan In Vitro), Gidy phép luu hanh vic xin, sinh phim y té, Gidy phép luu hanh tai

’ Piém nay dugc sira ddi theo quy dinh tai Khoan 2 Piéu 7 cua Théng tu sb
45/2011/TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 nam 2012.

~
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mot sé nudc khac ma vic xin, sinh phém y té do da duge dang ky va luu hanh.
Trong trucmg hop dic biét, cong ty chura cung cap du céc tai liéu nay hodc vic xin,
sinh pham y té khong dap ung quy dinh tai dlem b, ¢, va diém d khoan 2 Diéu 4
cua Thong tu nay nhung can thiét cho nhu cau sir dung, Cuc Quén ly dugc - Bd Y
té xem xét, quyct dinh.

2. Thu tuc:

Doanh nghlcp guri hé so dén Cuc Quan ly dugc - By Y té. Trong thdi han 15
ngay lam v1cc ké tir khi nhin dugc ho so hop lc, Cuc Quan ly dugc - BO Y t€ xem
xét cap glay phép nhap khau Va ycu cau gurl hd so, mau cho Vlcn Kiém dmh Quoc
gia Vic xin va Sinh phﬁm y té ddi voi vac Xin, sinh pham y té nhép khau trong
trudmg hgp cén thiét.

Trudmg hop khong cdp gidy phép Cuc Quan 1y dugc - B Y té ¢ van ban tra
1&i doanh nghiép va néu 16 ly do.

Piéu 14. Thudc d4p img nhu ciu cdp bach cho phong, chéng dich bénh,
khiic phuc hiu qua thién tai, thim hga

1. Hé so: Pon hang nhap khau (Mdu s6 8).

2. Thu tuc:

Doanh nghicp giri hd so dén Cuc Quan 1y dugc- Bé Y té. Trong thdi han 05
ngay lam viéc ké tir khi nhan dugc hd so hop 1€, Cuc Quan ly dugc - B§ Y té xem
xét cap gidy phép nhap khau. Trudng hop khéng cép gidy phép, Cuc Quén 1y dugc -
B4 Y té c6 van ban tra 11 doanh nghiép va néu 1 1y do.

Piéu 15. Thudc phuc vu cho cic chirong trinh myc tidu y té quéc gia

1. H6 so:

a) Pon hang nhap khiu (Mdu sé 9);

b) Vian ban cia co quan cd thim quyén vé vig¢c nhap khau thudc phuc vu
chu'cmg trinh muc tiéu y te quéc gia (truomg hop cin thiét Cyuc Quan ly dugc - Bo

Y té co thé yéu cu cac hd so theo quy dinh tai diém b, ¢, d va e khoan 2 Diéu 11
cua Thong tu nay);

c) Di véi vic xin, sinh pham y té la huyét thanh c¢6 chita cac khang thé dung
dé phong bénh, chira bénh ngoai cac gidy t& quy dinh tai diém a va b khoan 1 Piéu
nay phai c6 thém céc gidy to sau day:

- Glay chu'ng nhén cia co quan co thAm quyén nudc sé tai cho phép luu hanh
hodc xuét khau vic xin, sinh phim vy té;

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

- Phiéu kiém nghiém dat tiéu chuin chit lugng vic xin, sinh pham y té cta co
quan kiém dinh quéc gia hodc co quan khac co thim quyén nudc so tai dbi véi 16
hang nhdp (c6 xdc nhén sao y ban chinh cua doanh nghiép nhap khau);

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



CONG BAO/S6 671 + 672/Ngay 22-10-2013 43

- Két qua thir thudc trén 1am sang hoic két qua thir nghiém an toan trén nguoi
& thyc dia theo quy dinh tai diém b khoan 5 Piéu 4 cua Thong tu nay.

d) Déi Vi cac vic Xin, sinh phim y té nhap khau theo két qua tring thﬁu cua
dau thau qudc gia hoic quoc té tai Viét Nam, cac gidy to theo quy dinh tai tiét 1, 2
va 3 diém c khoan 1 Piéu nay da dwoc chuong trinh xem xét khi xét hd so thau thi
hé so dé nghi nhap khau khong phai bét budc cé cdc gidy to trén.

2. Thu tuc:

a) Thudc clia chuong trinh muc tiéu y té quoc gia phai dugc nhap khau uy thac
qua cac doanh nghiép c6 chirc ning nhap khau thudc tryc tiép. Trén nhan thudc
phai c6 dong chit "Thubc chuong trinh khdng dugc ban”.

b) Trong thoi han 15 ngay lam w;c ké tir khi nhan dugc hd so hop 1§, Cuc Quin
Iy dugc - Bd Y té xem xét cdp g1ay phép nhdp khau. Truong hop khong cip gidy
phép, Cuc Quan Iy dwgc - B3 Y té c¢6 vin ban tra 161 doanh nghiép va néu rd ly do.

Piéu 16. Thudc vién tre, vién trg nhin dao

1. Hb so:

a) Cong van dé nghi nhép khiu cia co s& nhin vién trg, vién trg nhan dao;

b) Danh muc thubc vién tro, vién trg nhan dao (Méu sé 10);

¢) Vin ban ciia co quan cé thdm quyén vé viéc cho phép co s& nhan thudc vién
trg, vién trg nhan dao;

d) Ddi véi vic xin, sinh phim y té la huyét thanh c6 chira cic khang thé ding
dé phong bénh, chira bénh ngoai cac gidy tor quy dinh tai diém a, b va c khoan 1

Piéu nay phai c6 thém cac gidy to quy dinh tai tiét 1, 2 va 3 diém c khoan 1 Piéu 15
cua Théng tur nay.

2. Thu tuc:

Co s¢ nhdp khau guri h6 so dén So Y té trén dja ban, trudng hop thude chira
duoc cl}ﬁt mc’r}, thuoc co su k{ét hop mdi cua cac dugc chat da luu hanh, vac Xin,
sinh pham y té: co s& nhap kl}ﬁu gui ho so dén Cyc Quan ly duge - By Y t€. Trong
thoi han 15 ngay lam viéc ké tir kh1 nhan duoc dcrn hang, ho so ho'p 1€, SO Y te
hogc Cuc Quan ly dugc - B Y té xem xét cip gidy phép nhap khiu. Truong hop
khéng cip gidy phép, S& Y té hoac Cuc Quan ly dugc - B Y té ¢6 vin ban tra 1oi
co s va néu 16 ly do.

Piéu 17. Thuoc dung cho myc dich thir 1im sang, 1am miu ding ky va
phuc vu viéc nghién ciru, kiém nghi¢m, kiém dinh, nghién ciru sinh kha dung/
trong duong sinh hoc

Thuyec hién theo quy dinh tai khoan 1, 2, 4 Diéu 9 Quyét dinh s6 151/2007/QD-TTg
ngay 12/9/2007 cua Thu tuéng Chinh phi Quy dinh vé vi¢e nhip khau thube chua
c6 so dang ky tai Viét Nam.
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1. Ho so:

a) Pon hang nhap khau (Mdu s6 11a, 11b, 11c);

b) P& cuong nghién ctru thir thude trén 1am sang da dwoc B truéng Bo Y té
phé duyét d6i vai thuoc nhap khau dé thir nghiém lam sang;

¢) P& cuong nghién ciru sinh kha dung, twong dwong sinh hoc da dugc phé

duyet tai co quan k¥ thuat chuyén nganh do B6 Y té ty quyén d6i véi thudc nhap
khau dé nghién ctru sinh kha dung, twong duong sinh hoc;

d) Van ban phé duyét cua co quan cé tham quyen cho phép thyc hién déi véi
cac de tai nghlen ciru c6 phé duyét hodc van ban yéu ciu clia co quan cé thim
quyén vé& viéc nhap khau thude dé kiém nghiém, kiém dinh;

d) Truong hop co s¢ san Xuét, ‘nghién cir, kiém nghiém mudn nhap khau
thudc dé phuc vu viéc nghién ciru, klem nghiém cua chinh co s& phai kém theo van
ban dé nghi va cam két thudc nhap khau chi sir dung dé phuc vu viéc nghién ctr,
kiém nghiém ciia co so.

Sé lugng xin nhép khau phai phu hop voi quy md sian xuét, nghién ciru, kiém
nghiém, kiém dinh. Tmorng hop sau khi san Xuét thir, nguyén liéu nhép khiu con
du ma cong ty muédn dua Vao san xuat thudc di duoc cap sé dang ky thi phai bao
cdo vé Cuc Quan ly duge so lu:qmg tén, han .dung, tinh trang chit lugng va xin
phép duoc sir dung dé san xuit thudc thanh phdm.*

e)’ Ban sao Glay chirng nhan du diéu kién kinh doanh thudc ¢ déng dau cua
doanh nghiép dbi voi trudng hop doanh nghiép 14n diu tién xin nhip khau thuéc
1am mau.

2. Tha tuc:

Co sd nhap khau giri hd so dén Cuc Quéan ly dugec -BO Y té. Trong thoi han 15
ngay lam viéc ke tir khi nhén dugce don hang, hé so hop 18, Cuc Quan ly dugc - B§
Y té xem xét cép g1ay phép nhédp khau. Tm'cmg hqp khong cap gidy phép, Cuc
Quan ly duge - Bo Y té c6 vin ban tra 1o co so va néu 16 ly do.

Piéu 18. Thudc dé tham gia trung biy, trién 1am hdi chg va céc triromg
hop tam nhép, tai xuit thudc khac

Thuc hién theo quy dinh tai khoan 3 Piéu 9 Quyet dinh s 151/2007/Qb-TTg
ngay 12/9/2007 cua Thu twéng Chinh phi quy dinh vé viéc nhdp khau thudc chura

* Poan "Sé luwong xin nhap khéu phai phu hop véi quy md sén Xuit, nghién ciru,
kiém nghiém, klem dinh. Truong hop sau khi san xuat thir, nguyén li¢u nhép khéu con du
ma cong ty muon dua vao san xuét thubc da dugc cap sb ding ky thi phéi béo céo vé Cuc
Quén ly dugc s6 lugng ton, han ding, tinh trang chét lugng va xin phép dugc sir dung dé
san xuét thudc thanh pham" dugc bo sung theo quy dinh tai Khoan 3 Diéu 7 cia Théng
tur s6 45/2011/TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 nidm 2012.

5 Piém nay dugce bd sung theo quy dinh tai Khoan 4 Piéu 7 cua Théng tr sb
45/2011/TT-BYT, c6 hiéu luc ké tir ngay 05 thang 02 nam 2012.
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c6 s6 dang ky tai Viét Nam va quy dinh tai Diéu 12 Nghj dinh s6 12/2006/ND-CP
ngay 23/01/2006 cua Chinh phu quy dinh chi tiét thi hanh Ludt Thuong mai vé
hoat dong mua ban hang héa qudc té va cic hoat dong dai Iy mua, ban, gia cong va
qua canh hang héa véi nudc ngoai.

Dleu 19. Nguyén li¢u 1am thuéc, dugce li¢u chira c6 sé ding ky luu hanh,
bao bi tlep xuc truc tlep vé6i thudce

1. Hb so:

a) Pon hang nhap khau (Mdu sé6 12a, 12b, 12¢, 12d);

b) Ban tiéu chuan chat lwong va ban phuong phap kiém nghiém nguyén liéu,
duogc heu bao bi tlep xuc truc tiép véi thude ddi véi cac nguyén liéu, bao bi ¢6 tiéu
chuan chét luong va phwong phap kiém nghi¢m cua nha san xuat hoic ban photo
chuyén luén tiéu chuén chét lugng cua duge dién néu nguyén liéu khong 4p dung
tiéu chuan chat luong ctia duge dién Chau Au, Anh, Hoa Ky, Quéc té, Nhat Ban:

¢) Pbi véi nguyén lidu 1am thubc 1a thuoc gdy nghién, hudng tdm than, tién
cht 1am thudc phai giri kém theo Bdo c4o tdn kho (Mdu s6 3).

2. Thu tuc:
Doanh ngh1¢p giri hd so dén Cuc Quan 1y duge - B Y té. Trong thoi han 07

ngay lam viéc ké tir khi nhan dugc hd so hop 16, Cuc Quan ly dugc - B§ Y té xem
xét cap gidy phép nhap khiu.

Péi v&i nguyén liéu 1am thudce 1a thude gy nghién, hudng tdm than, tién chat
lam thudc, trong thdi han 15 ngay lam viéc ké tir khi nhén dugc ho so hop 1€, Cuc
Quan Iy dugc - Bo Y té xem xét cap gidy phép nhép khiu.

Trudng hop khéng cép gidy phép, Cuc Quan 1y dugc - B§ Y té ¢6 vin ban tra
161 doanh nghiép va néu 16 ly do.

Piéu 20. Thubc phong xa

1. Bbi véi thudc phong xa trong trudng hop dugc mién trir khai béo, cip phép:
thuc hién theo quy dinh tai Diéu 11 cua Théng tu nay.

2. Déi véi thubc phéng xa trong truong hop khong dugc mién trir khai bao,
cap phép: thyc hién theo quy dinh tai Diéu 11 cua Thong tu nay va kém theo Gidy
phép tién hanh cac cong viéc buc xa do co quan ¢é thdm quyén cp cho doanh
nghiép truc tiép kinh doanh thudc phéng xa.

Muc III )
KIEM PINH THUOC NHAP KHAU

Piéu 21. Vi xin, sinh phim y té 12 huyét thanh c6 chira cac khang thé
1. Hb so:
a) Phiéu giri mau kiém dinh;
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b) Ho so tém tit san xuit va kiém dinh cia 16 vic xin, sinh phim y té nhap
khéu (ban sao c6 déng du xac nhén ciia nha san xuit);

c) Gidy phép xuit xuéng cia Co quan c6 thdm quyén nudc s tai hodc co quan
twong dwong khac kém theo timg 16 hang nhép (ban sao c6 déng déau xac nhén cua
Gi4m dbc doanh nghiép nhap khau);

d) Béng chimg bao ddm vé ddy chuyén lanh trong qua trinh van chuyén 16
hang nhap khau.

€) M3u vic xin, sinh phim y té 1a huyét thanh c6 chira cac khang thé nhap khau
dé kiém dinh (s6 luong miu theo quy dinh cho timg loai vic xin, sinh phim y té).

2. Tha tyc:

Doanh nghi€p nhap khau giri hd so dén Vién Kiém dinh quéc gia Vic xin va
Sinh pham y té. Trong thdi han 07 ngay lam vigc ké tir khi nhan du mau va hé so
theo quy dmh Vién Klem dinh quéc gia Vic xin va Sinh phim y té tra 1oi bing
vin ban vé chat lrgng vic xin, smh phim y t€ va vé an toan trén dong vit thi
nghiém cuia vic xin, sinh pham y té giri doanh nghiép.

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

Didu 22. Thubc giy nghién, huéng tim thin va tidn chét

1. Hb so:

a) Pon hang xuét khau (Méu sé 13a, 13b);

b)® Vin ban cho phép nhap khiu cla co quan ¢6 thdm quyén cua nudc nhap khéu

(ban chinh, ban sao hogc ban dich neng Viét dap (mg quy dinh tai tiét 1, 2 va 3
diém a khoan 11 DPiéu 4 cua Théng tu s6 47/2010/TT-BYT);

¢) Thube thanh phim gy nghién dang phdi hop quy dinh tai khoan 2 Diéu 1
cua Thong tu s6 10/2010/TT-BYT ngay 29/4/2010 huéng dan cac hoat dong lién
quan dén thudc gy nghién; thudc thanh phim huéng tam than, tién chét dang phéi
hop quy dinh tai khoan 2 Piéu 1 cua Thong tu s6 11/2010/TT-BYT ngay
29/4/2010 huo*ng dan cac hoat dong hen quan dén thudc hucmg tam than, tién chét
ding lam thudc xuat khdu dé lam miu ding ky, th cho, trién 1am, nghién ciru
khéng bét budc phai cé héd so theo quy dinh tai dlem b khoan 1 Piéu nay nhung
phai c6 vén ban giai trinh rd ly do va muc dich xuat khau thudc cia doanh nghiép
xuat khau;

¢ Piém nay dugc sira do: theo quy dinh tai Khoan 6 Piéu 7 cua Théng tu s6
45/2011/TT-BYT, c6 hiéu lyc ké tir ngay 05 thang 02 nim 2012.
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d)’ (Puoc bai bd).

2. Thu tuc:

Trong thi han 15 ngay 1am viéc ké tir khi nhan dwgc don hang, ho so hop 18, Cuc
Quan ly dugc - BO Y t€ xem xét cdp gidy phép xuat khau. Trudmg hop khéng cap gidy
phép, Cuc Quan ly duge - B§ Y t€ ¢6 vin ban tra 161 doanh nghiép va néu rd ly do.

Dleu 23. Céc thudc khéc khdng phai 1a thubc giy n hlén, hwéng tﬁm than
va tlen chit dung lam thudc & dang don chit hoiic phoi hgp, bao bi tiép xiic
tryc tiép véi thuoc

Thuoc san xuét trong nudc duge cap Glay chimg nhén luu hanh ty do (FSC)
hoic Gidy chimng nhén san phidm dugc phim (CPP) dé xudt khau. S6 lugng FSC,
CPP dugc cip theo yéu ciu cia co sd.

1. Hd so:
Pon dé nghi cip FSC hoic CPP (Mdu 56 14);
Trudmg hop nudc nhap khéu yéu cau co sd ndp FSC hogc CPP theo mau do

nu:oc d6 quy dinh, Cyc Quan ly dugc - B§ Y té c6 thé xem xét cap FSC dya trén
mau dugc yéu cau.

2. Thu tuc:

a) Thu tuc cip lai FSC theo quy dinh ciia Diéu 13 Quyét dinh sb 10/2010/
QD-TTg ngay 10/02/2010 cua Thu tuéng Chinh phu quy dinh gidy chimg nhin hru
hanh ty do d6i véi san phdm hang héa xuét khiu va nhép khéu;

b) Co s& xuét khiu thudc khong phai lam thém thu tuc dang ky hd so thuong
nhan dé cp FSC;

c) Trong thdi han 05 ngdy lam viéc ké tir khi nhan duge hd so hep 1¢, Cuc
Quaén ly duge - B Y té cap FSC hoac CPP (Mdu sé 15a, 15b).

_ Chuong V
XU LY VI PHAM

Piéu 24. Xir Iy vi pham

1. Truémg hop doanh nghiép xuét khéu, nhap khiu c6 hanh vi gia mao hoic ty
y sura chita hé so, tai li¢u, gidy to phéap ly cua cac co quan chire nang cia Vigt Nam
hoZc cia nudce ngoai; sir dung con dAu gia hoic gia mao chir ky hodc dAu cua co s
nhap khiu, co s& san xudt va cac co sO lién quan trong hd so xut khau, nhap khau
thudc thi Cyc Quan ly duge - B§ Y té co cong vin canh bdo co s¢ va dimg tiép
nhén, xem xét ho so xuét khau nhép khéu thudc cua co s&, cu thé nhu sau:

a) Dimg tiép nhén, xem xét hé so xuit khau, nhép khéu thudc clia co s trong
thdri han 03 thang dbi véi trudmg hop vi pham 1an dau;

7 Piém nay b bai bé theo quy dinh tai Khoan 7 Diéu 7 ctia Théng tu s 45/2011/TT-BYT,
c6 hiéu lyc ké tir ngay 05 thang 02 nam 2012.

~
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b) Diung tiép nhén, xem xét hd so xuét khau, nhép khau thudc cia co s¢ 06
thang dén 12 thang ddi voi truong hop vi pham 02 lan trong 12 thang;

c) Tuy theo muc d¢ vi pham, Cuc Quan ly dugc - BO Y té sé co cong vén gui
cong ty san Xxuat, cOng ty cung cap thudc va dimg tiép nhén, xem xét ho so dang ky
thu6c hodc ding tiép nhan, xem xét hd so dang ky hoat déng vé thudc va nguyén
liéu 1am thudc tai Viét Nam cua céng ty nude ngoai.

Ngoai c4c hinh thirc trén, Cuc Quan ly duge - Bo Y té '8€ cong khai ndi dung vi
pham cuia co s& trén trang thong tin dién tir ciia Bo Y té; thong bao tdi co quan
Thanh tra, co quan Hai quan va cac co quan chirc ning ¢é thim quyén dé xem xét,
x1r ly theo quy dinh cia phap luét.

2. Co quan, t0 chirc, ca nhén vi pham tuy theo mirc d¢ s& bi ding tiép nhan,
xem xét ho so xuét khau, nhap khau thudc hodc bj xir phat hanh chinh hoic truy
ciru trach nhiém hinh sy theo quy dinh cua phap luat.

Chuong VI
PIEU KHOAN THI HANH®

Piéu 25. Hiéu lyc thi hanh

Thong tu nay co hi¢u lyc thi hanh sau 45 ngay ké tir ngay ky. Bai bo Thong tu
s& 06/2006/TT-BYT ngay 16/5/2006 cua B Y te huo‘ng dan xuat khau, nhap khau
thudc va  my pham Théng tr s6 13/1998/TT-BYT ngay 15/10/1998 cia Bo Y té
huéng din viéc tiép nhian, quan ly va sur dung thubc vién trg cua nudc ngoai vao
Viét Nam; cac quy dinh vé nhap khau vic Xxin va sinh Pham y té tai Thong tu s6
08/2006/TT-BYT ngay 13/6/2006 cua B Y té huéng dan nhép khau vic xin, sinh
pham y té; hoa chét, ché phdm diét con trung, diét khuén ding trong linh vyuc gia
dung va y té va trang thiét bj y té.

Trong qua trinh thyc hién, neu ¢6 kho khan, vmmg mac dé nghi cac don vi bao
céo vé Cuc Quan ly dugc - BO Y té dé xem xét, giai quyét...

BQ Y TE XAC THU'C VAN BAN HQP NHAT

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

Lé Quang Cudng

® Piéu 8 cua Théng tr s6 45/2011/TT-BYT c¢6 hiéu lyc ké tir ngay 05 thang 02 nam 2012
co quy dinh nhu sau:
“Diéu 8. Hi¢u liec thi hanh
Théng twe nay co hiéu liec thi hanh ké tir ngay 05 thang 02 nam 2012. Cdc quy dinh
triede day trdi véi quy dinh tai Thong tu nay déu bai bo.
Trong qua trinh thuc hién, néu cé Kho khan vieong mdc, dé nghi cdc don vi phan dnh
kip thoi vé Cuc Quan Iy duwgc - BY Y 1é dé nghién ciru sira doi, bo sung cho phit hop./.”
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(Ban hanh kém theo Théng tir s6.....

Phu luc
DANH MUC

NGUYEN LIEU VA THUOC THANH PHAM CAM NHAP KHAU
PE LAM THUOC DUNG CHO NGUOI

.2010/TT-BYT ngay.... thang.... ndm

ciia B4 Y té)

Tén hoat chit

Tén khoa hoc

.......

.......

-------

.......

.......

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

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

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

3 /4-Methylenedioxyphenyl-
2-propanone

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

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

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

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

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

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

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

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

N-(3-methyl-1 l};};ég&)&j{zﬁ';}.};&};ﬁ) """""""""
propionanilide

N-[3-methyl-1-[2-(2-thienyl)ethyl]-4-piperidyl]
propfonanil'fde

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

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

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

N-[1-( a-methylphenethyl)-4-piperidyl] |
propiongnilide

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

Amfetamine (Amphetamine)

( i)-a-merhyiphenethylami ne
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Tén hoat chit

Tén khoa hoc

.......

.......

.......

.......

.......

Amineptine

Analgin (metamizol;
Dipyrone)

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

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

Beta-hydroxy-3-
methylfentanyl

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

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

Coca leaf

7-[(10,11-dihydro-5H-dibenzofa,d]cyclohepten-5-yi)
amino]heptanoic acid

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

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

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

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

1-{(4-fluorophenyymethyl]-N-[1-[2-(+-methoxypheny)|
ethyl]-4-piperidyl]-benzoimidazol-2-amine

1-(2-benzyloxyethyl)-4-phenylpiperidine-4-carboxylic
acid ethyl esterBenzylmorphine 3-benzylmorphine

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

N-[1-(B--hydroxyphenethyl)-3-methyl-4-
piperidyl]propionanilide

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

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

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

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

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

acide (6E)-(3R,5S)-7-[4-(4-fluorophényl)-5-
(méthoxyméthyl)-2,6-bis(1-méthyléthyl)-3-

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

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

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

la cay Coca

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



CONG BAO/SH 671 + 672/Ngay 22-10-2013 51
TT Tén hoat chit Tén khoa hoc
| 44 |Codoxime | dihydrocodeinone-6-carboxymethyloxime |
|45 | CYCLOBARBITAL | 5-(I-cyclohexen-1-yl)-S-ethylbarbituric acid |
46 | Desomorphine | dihydrodeoxymorphine |
|47 | Desomorphine | dihydrodeoxymorphine
(48 \DET | 3-[2-(diethylamino)ethyl]indole
49 %::E;tli:;;?ne) (+)-a-methyphenethylamine
50 | Dexfenfluramine |
51 | Dextropropoxyphen a- (+)- 4- d:’methy.lamino- 1,2- diphenyl- 3- methyl-
oo | 2 - butanol propionate
| 52 | Diampromide | N-[2-(methylphenethylamino)propy!]propionanilide
| 53 | Diethylamine | N-Ethylethanamine
| 54 | Diethylthiambutene | 3-diethylamino-1,1-di(2 -thienyl)-1-butene
) . 7,8-dihydro-7 a-[1-(R)-hydroxy-1-methylbutyl]-
> | Dihdrostorphine |, 6 z.’.‘.“.tt‘*’.’i?’??ﬁ?@?’?.gfﬁgf';ﬁl{;’fﬁ?;;@ffﬂﬁ__J.)._..__?f ]
| 56 | Dihydromorphine | ]
| 07 | Dimenoxadol | 2-dimethylaminoethyl-I-ethoxy-1, I-diphenylacetate |
| 58 | Dimepheptanol | 6-dimethylamino-4,4-diphenyl-3-heptanol |
|59 | Dimethylthiambutene | 3-dimethylamino-1,1-di(2"thienyl)-1-butene
| 60 | Dioxaphetyl butyrate | Ethyl-4-morpholino-2,2-diphenylbutyrate
OLIDMA | ()25 dimethoxy-a-methylphenethylamine
62 | DMHP 3 -( 1, Zdimethyif?eptyl)- 7,8,9,10-tetrahydro-6,6,9-
e | frimethyl-6H-dibenzo[bd]pyran-I-0l
|63 |IDMT . |3[2(dimethylaminojethyl]lindole |
|64 |DOET ... (1)-4-ethyl-2,5-dimethoxy-a-phenethylamine
. 6aR, 10aR)-6a,7,8, 1 0a-tetrahydro-6,6,9-
65 |Dromsbinal |t pe st dibenzolslpran-1-ol
) its esters and derivatives which are convertible
66 | Ecgonine _ .
to ecgonine and cocaine
"""" Erythromycine dang | -
&7 |mubiBstolate |
| 68 | Ethylether . l,1-oxybis[ethane
| 69 | Ethylene Diacetate || l,1-Ethanediol Diacetate
70 | Ethylmethylthiambutene | 3-ethylmethylamino-1,1-di(2 -thienyl)-1-butene
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TT Tén hoat chét Tén khoa hoc
| 71 | Eticyclidine (PCE) | N-ethyl-1-phenylcyclohexylamine .
79 | Etonitazene I‘d:ethylcz_m{noethy!- -p-ethoxybenzyl-5-
| nurobenzimidazole |
-7 a- - 4-
73 | Etorphine tetrahydro-7 a-(1-hydroxy-1-methylbutyl)-6,1
| endo-ethenooripavine
) 1-[2-(2-hydroxyethoxy)ethyl]-4-
74 |Broxeridine | phenyipiperidine-4-carboxylic acid ethyl ester _|
| 75 | Etryptamine | 3-(2-aminobutyl)indole |
| 76 | Fenetylline |- 7-[2-[(o-methylphenethyl)amino]ethyl]-theophylline
| 77 | Fenfluramine
| 78 |Formamide | Methanamide; Carbamaldehyde
) 1-(2-tetrahydrofurfuryloxyethyl)-4-
|79 | Furethidine ) phenylpiperidine-4-carboxylic acid ethyl ester _|
| 80 | Gatifloxacin |
81 |GHB ] y-hydroxybutyricacid |
|82 | Glafenine e ]
83 |Heroin | Diacetylmorphine
| 84 | Hydrocodone | Dihydrocodeinone
| 85 | Hydromorphinol | 14-hydroxydihydromorphine
4-m-hydroxyphenyl-1-methylpiperidine-4-
86 | Hydroxypethidine | orboxylic acid ethyl ester
| 87 |Isomethadone | 6-dimethylamino-5-methyl-4,4-diphenyl-3-hexanone |
| 88 |Isosafrole | (1,3-benzodioxole,5-(1-propenyl)-) |
| 89 | Ketobemidone | 4-m-hydroxyphenyl-1-methyl-4-propionyipiperidine
Levamfetamine
9 | (Levamphetaming) | -(R)-a-methylphencthylamin
91 | Levamisole (6S)-2,3,5,6-Tetrahydro-6-phenylimidazo [2,1-b]
ool | thigzole
| 92 | Levomethamphetamine | (-)-N,a- ﬂ!{??ﬁf.’?x!efeﬁ'?f!fex{@w? __________________________
| 93 | Levomethorphan* | (-)-3-methoxy-N-methylmorphinan |
94 | Levomoramide (- )-4-{2-me£iwl-‘?‘-oxo-3,3—a’1pherw1—4—(1 -pyrrolidinyl)
o |butyllmorpholine
| 95 | Levophenacylmorphan | (-)-3-hydroxy-N-phenacylmorphinan
96 | Lysergic acid ((88)-9.1 f)—d:dehydm—6-methyiergoline—8-
carboxylic
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TT Tén hoat chit Tén khoa hoc

97 | MDE, N-ethyl MDA (i)-N—e!hyI—ch-methyl—3,4-(methylenedioxy)
................................................ phenethylamine
98 | MDMA (i)-Ma—dxme.thyl-i4-(merhylene-droxy)
................................................ 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
/)N o .
92| (Metamphetamine) | ()-()-N.o-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 |
107 | Methyl ethyl ketone | 2-butanone ]
108 | Methylamine | Monomethylamine; Aminomethane
109 | Methyldesorphine | 6-methyl-.6-deoxymorphine
110 | Methyldihydromorphine | 6-methyldihydromorphine
111 | Metopon | 5-methyldihydromorphinone |
112 | MMDA 5-me£hoxy-a—-methyl-3,4-(merhylened:oay)
................................................ phenethylamine
113 | Moramide intermediate 2-methylt3-m?rph011no-1 ,1-diphenylpropane
................................................ carboxylicacid
114 | Morpheridine | -(2—mor{9hoh.noethyl)-4-pheny1p:pendme—4—
.. |carboxylic acid ethyl ester |
115|mppPP_ | 1-methyl-4-phenyl-4-piperidinol propionate (ester)
116 | N-Acetylanthranilic acid | benzoic acid, 2-(acetylamino)-
N i :
117 | N-hydroxy MDA (+)-N-[a-methyl-3,4-(methylenedioxy)

Nimesulide (trir thudc thanh
pham dang diing ngoai da,
nguyén lidu dé san xuat
thudc dung ngoai da)

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

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

N-Methylpseudoephedrine
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TT Tén hoat chit Tén khoa hgc
121 | Noracymethadol || (+)-a-3-acetoxy-6-methylamino-4,4-diphenylheptane
122 | Norlevorphanol | ()-3-hydroxymorphinan |
123 | Normethadone | 6-dimethylamino-4,4-diphenyl-3-hexanone
124 | Normorphine | Demethylmorphine . .|
125 | Norpipanone | 4,4-diphenyl-G-piperidino-3-hexanone |
126 | Para-fluorofentanyl | 4%luoro-N-(1-phenethyl-t-piperidylpropionanilide
- -7.8.9, 10-tetrahydro-6,6,9-trim -6H-
el | dbemolbd] pramiiol il
128 PEMOLINE | 2-amino-5-phenyl-2-oxazolin-4-one
129|PEPAP |1 -phenethyl-4-phenyl-4-piperidinol acetate (ester) |
130 | Pethidine intermediate A | 4-cyano-1-methyl-4-phenyipiperidine
131 | Pethidine intermediate B_| 4-phenyipiperidine-4-carboxylic acid ethyl ester
132 | Pethidine intermediate C | I-methyl-4-phenylpiperidine-4-carboxylic acid _
133 | Phenacetine | N-(4-Ethoxyphenyl) acetamide; p-acetophenetidide.
134| Phenadoxone | 6-morpholino-4,4-diphenyl-3-heptanone
135 | Phenampromide | N-(I-methyl-2-piperidinoethyl)propionanilide _|
136 | Phencyclidine (PCP) | I-(I-phenylcyclohexy)piperidine |
137 | Phenmetrazine | 3-methyl-2-phenylmorpholine
138 | Phenolphtalein | 3,3-bis (4-hydroxypheny))-1-(3H)-isobenzofuranone |
139 | Phenomorphan | 3-hydroxy-N-phenethylmorphinan
1-(3-hydroxy-3- ropyl)-4-
0| Fhencperitine. | pherypipetdnectcerbonplic acd e eser
141| Phenylaceticacid | benzencaceticacid ... |
142 ngéﬁzilr:; lamin Benzenemethanol, « - (1- aminoethyl)- (+)-
143 | Pirminodine —phenyt’—.1—(3?phenyk;r;;é;&;;opyl)p:peridine—4-
_______________________________________________ _c:q:_‘éaxyhc acid ethyl ester
144 | Piperidine | Piperidine
145 | Piperonal | 1,3-benzodioxole-5-carboxaldehyde; |
146 | Piperonyl Methyl Cetone | |
147 |PIPRADROL | 1, I-diphenyl-1-(2-piperidyl)methanol |
148 | Piritramide 1 —‘(3-c.y.{?no—3,3-d1phenj'zlpro{uyl)-4-( 1-piperidino)
piperidine-4-carboxylic acid amide
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TT Tén hoat chit Tén khoa hoc
149|PMA ] p-methoxy-a-methylphenethylamine
150 Pratolol L e
151 Proheptazine | 1,3-dimethyl-4-phenyi-4-propionoxyezacycloheptane
152 | Properidine {’-me!hy!-4 -phenylpiperidine-4-carboxylic acid
e | IsOPTOPYLESTEr
153 | Psilocine, psilotsin | 3-/2-(dimethylamino)ethyljindole-4-0 |
154 | Psilocybine 3-[2-(dimethylamino)ethyl]indole-4-yl dihydrogen
_______________________________________________ phosphate ]
155 Pyramldon 4-diméthylamino-2,3-diméthyl-1 -phenyl—.?-
_| (Aminophenazone) | pyrazolin-5-ome
156 | Racemethorphan | (4)-3-methoxy-N-methylmorphinan |
+)-4-[2- -4-ox0-3,3-diphenyl-4-(1-
157 | Racemoramide | bmorpholine,
158 | Racemorphan | ()-3-hydroxy-N-methylmorphinan |
1-(2-methoxy carbonylethyl)-4-
159 | Remifentanil (phenylpropionylamino)piperidine-4-carboxylic
e | ORI ESICT e
160 | Rolicyclidine (PHP, PCPY) | I-(1-phenylcyclohexylpyrrolidine |
,3-b 1  5-(2-propenyl)-); :
o fsawre | 53208 CAS mamber: 9587
[35-(3 &, 3aa, 5aP, 9bB]-3a,5,5a,9b - Tetrahydro - 3
162 | Santonin 5a, 9 - trimethylnaphtho [1,2-b] furan-2, 8
__________________________________________ (3H4H)-dione
163 | Secobarbital | S-ally-5-(I-methylbutybarbituric acid
+)-di -1-[1-(4- n -
64| Sirmine | NN e Lamne
165|STP,DOM | 25-dimethoxy-a,4-dimethylphenethylamine |
166 | Sulphuricacid 1| sulfaricacid
167 | Tenamfetamine (MDA) _ | a-methyl-3,4-(methylenedioxy) phenethylamine
168 | Tenocyclidine (TCP) __ | 1-/1-(2-thienyljcyclohexyllpiperidine |
169 | Terfenadine |
170 | Tetrahydrocannabinol 7.8,9, 10-tetrahydro-6,6,9-trimethyl-3-pentyl-

6H-dibenzo[b,d] pyran-1-ol;
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TT Tén hoat chat Tén khoa hoc

(9R, 10aR) -8,9,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6H-dibenzo[b,d[pyran-1-o1;
(6aR,9R, 10aR)-60,9,10, 1 0a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-o01;
(6aR,10aR)-6a,7,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-01;
6a,7,8,9-tetrahydro-6,0,9-trimethyl-3-pentyl-
6H-dibenzo[b,d]pyran-1-0l;
(6aR,10aR)-60,7,8,9,10,10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6 H-dibenzo
o | [odfpyran-lol
6,7,8,14-Tetradehydro-4,5-epoxy-3,6-
dimethoxy-17-methylmorphinan; paramorphine

N-[1-[2-(2-thienyl)ethyl]-4-
---------------------------------------------- piperidyljpropionanilide |

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

__________________________________________________________________________

"""""""""""""""""""""""""""" 1,2,5-trimethyl-4-phenyl-4-
propionoxypiperidine

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

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

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

178 | Zomepirac acetic acid

* Danh muc s& bao gdm ca céc hoat chit thudc Danh muc céc chit ma tay va
tién chat do Chinh phii ban hanh nhung khong thudc danh muc thudc giy nghién,
danh myc thudc huéng tdm thin va danh muc tién chét diing 1am thubc do Bo Y té
quy dinh.
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TEN DOANH NGHIEP NHAP KHAU

X A
Mau so 1a

CONG HOA XA HOI CHU NGHIA VIET NAM

R Péc lip - Ty do - Hanh phiic
BAO CAO NHAP KHAU VAC XIN, SINH PHAM Y TE
Kinh giri: - Cyc Quan Iy Dwge - B Y t&
- Vién kiém dinh Quoc gia Viic xin va Sinh pham y té
Tén vic xin, SPYT, Tia dan
ham Iu;qng, dang Donvi| SO | ,|Ngly sin xuat, Ng? ’ Cong Tencongty  Ten c0|1g ty iy thic .
bao che, quy cach tiah | So 1o Han din nhip dun sn xut- | cung cdp- nhio Kby
dong g6i, b gidy ong MAE | ehdu | "™ | Tennuoe | Tennuie |"o7
(néu co)
phép NK

...... , ngay... thang... ndm.
Gifm doc doanh nghiép nhip khau

(Ky tén, déng déu)

€10Z-01-TT AeBN/TLY + [L9 9S/0OVE DNQD
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TEN DOANH NGHIEP NHAP KHAU

N1

Mu 6 1b1

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

THONG TIN THUOC CO SO DANG KY NHAP KHAU

(Ti..... den.....)
Kinh gi:......ooovcvecnes
Tén
Nﬁng Tén Co s Loai
A A £ ' A
] 8 T T S 5 o
STT hodc | hoat s ) déng| vi ong nhap P & nhip|khau
A , , 5 A » k ' s i P A
thuoe him | eht dong gip | 0 nhdp| uy |xuat W |tinh HS | (thure kb khdu | tri chulohao| YED
| gi | ¢ | ol Kb thic |k Y nhap)| | (CIF, | nhip P chuyén
g “ (néu FOB..)
c0)
L2 [ 3 [ 405|678 9 [ 10 [12/13 141516 [17][18]19] 20
...... ,ngdy... thang... nim....
Nguoi lip Gidm d6c doanh nghi¢p nhdp khau

(Ky tén, dong déu)

8¢
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TEN DOANH NGHIEP NHAP KHAU

Mau s6 1b2

CONG HOA XA HOI CHU NGHIA VIET NAM

(Ky tén, dong dau)

S0 vvrssrssrsenn Dic ldp - Tw do - Hanh phiic
THONG TIN THUOC CHUA CO SO DANG KY NHAP KHAU
(Ti...... den......)
Kinh GH1:.cooovevevvvsssvessessssmssssssssserssssrssss
Tén
Loai
Nong | | Y ; |
L ap |Ten| Q| g | TR o0 | 8T o pon| | S (i | (TOMB N i | RO
Tén cich| _ |mrdc|cosé| NK |nwée| , | . |Mi|hrong| , | nhip | gid thire
STT| | ; | hodic | hoat s w o || (So, | vi nhap . |nhip|khiu|
thuoc b |chi dong i sin (nhdp| iy | xuat agiy) | tnh HS | (thye b khiu | trj kb ang| "
| pdi it xut khdu thac khdu| "5 nhap) (CIF, |nhap 1P chuyén
o (néu FOB..)
c6)
P23 (45|67 8910 11 [12{13[ 1415 16 [17[18[19] 20
...... ,ngdy... thing... ndm......
Negwoi lap Gidm ddc doanh nghiép nhap khiu

€10T-01-TT AeSN/TLY + 1L9 9S/OVH DNQOD
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TEN DOANH NGHIEP NHAP KHAU

Méu sb 1b3

CONG HOA XA HQI CHU NGHIA VIET NAM

L Pic lap - T do - Hanh phiic
THONG TIN THUOC NHAP KHAU KHAN CAP CHO NHU CAU
PHONG CHONG DICH, THIEN TAI
(Ti..... dén....)
Tén
Nong Tén @ Log
o e | Quy Tén | Tén | sé | Tén S0 | .. | gid |Tong Phwong
Ton | % (T cien| ot cors| K | O | 2P s wrome| 2 | nnap | i |2 OB | g
STT hodic | hoat 6 | L | a . | s | (S0, | vi nhdp| : . (nhdp|khau|
thude i | eh dong in san (nhdp| dy |xuat Y HS | (thure khi khiu | fri kbl hd vin
| 3 gbi ’ i xujt | kidu | thc |kndu| "® Y nhép) (CIF, |nhdp " chuyén
s w (né FOB..
¢0)
P23 (4 5678910 1T [12{13 1415 16 [ 171819 20
...... , ngdy... thang, . nim......
Newdi lip Gidm doc doanh nghiép nhap khau

(Ky tén, déng déu)

09
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TEN DOANH NGHIEP NHAP KHAU

;
So:

Mau s6 1b4

CONG HOA XA HQI CHU NGHIA VIET NAM

DPic ldp - Ty do - Hanh phie

THONG TIN THUOC NHAP KHAU
PHUC VU CHO CAC CHUONG T'RiNH MUC TIEU QUOC GIA

(Ky tén, dong dau)

(Tir...... den......)
Tén
e Loai
Ning Tén
2| |Quy| " |Tén|Tén| s& | Tén 86 | .. | gid |Tong .| Phuong
GP d
Tén d(f Tra cich c?r nwdc| co's¢'| NK | nude N, Dﬂ,n Ma| hrgng £ nhdp | gia Ng?y . thire
STT|, ; |hoic |hoat 86 e 8, | i nhép | nhip| khdu
thuoc him | chit dong i sdn |nhp| iy | xuat agiy) |t HS | (thye iy khiu | trj khiul b van
\ goi it xubt | kdu  thic khu| "= nhép) (CIF, |nhip W chuyén
e (b FOB..)
c0)
T2 3 (40567 (891010 [1R2/13] 4[5 16 [17[18]19] 2
ooy NEAY... thng... ndm......
Ngwdi lap Gidm ddc doanh nghiép nhap khau
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TEN DOANH NGHIEP NHAP KHAU
88 e

Mau s0 1b5

CONG HOA XA HOI CHU NGHIA VIET NAM

Dije lap - Tir do - Hanh phic

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

(Ti...... dén.....)
Tén
V) Loai
Ning Tén ; :
én | Té T S0 id |T Ph
L ap | Ten| Q| g | T Tl ST e Gid | & T iy i |TIOTE
Tén| ° cdch| , mrde|cosd| NK mwc| .|, (Mi|hrmg| . | nhip | gid ; | thie
STT|  ; |hodic |hoat s |, .|| (80, | vi nhdp| . |nhdp|khan|
thuoc ham | bt dong i | 50 nhp| iy | xuat ngiv) | tih HS | (thye by khau | trj khiunhao| Y20
I gbi il xut khiu thc khdu| "5 nhip) (CIF/ |nhdp W chuyén
e (nku FOB..)
00)
L2 [ 3 1415 |6 7 81910 11 [12]113[14]15] 16 [17]18]19] 20
...... ,ngay... thang... ndm......
Nguwéi lip Gidm doc doanh nghiép nhap khiu

(Ky tén, dong déu)
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TEN DOANH NGHIEP NHAP KHAU
8% uvvvvserrersenne Djc 1ap - Ty do - Hanh phiie

THONG TIN THUOC XUAT KHAU
(Khing bao gom thude gy nghién, huémg tim than)

CONG HOA XA HQI CHU NGHIA VIET NAM

(Tit...... den......

Noug | | uy | Ten | Ten | Ten | Ten | 6 din 8 Tén Phuon
| ap |Ten| YT P lpon| > |Gt | Ngay| s

Tén cich |cosé| nwde | cosd | nude | ky/Gidy | |, |lwng| , |gidtri| ", |Cira| thi
STT| ;| hodc |hoat c . . | Vi xuat |° ;' xuat| .
thuoc ham | chit dong | sin | sin | xuat | nhdp | phép nhap b (thye khiu xuat khil khau| vén

goi | xuét | xudt | khiu | khdu | Khdu xudt) khdu chuyén

hrgmg
1] 2 J | 4] 5 6 | 7| 8 9 10 iy 12 (1314 ]15116] 17

...... , ngdy... thang... ndm......
Nguroi lip Gim doc doanh nghiép nhap khau
(Ky tén, dong dau)

€10Z-01-2Z KeSBN/TLY + 1.9 9S/OVH DNQOD
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Mau 56 1b7

TEN DOANH NGHIEP NHAP KHAU
80 Dic lap - Ty do - Hanh phiic

THONG TIN NGUYEN LIEU LAM THUOC NHAP KHAU
(CO S0 DANG KY HOAC CHUA CO SO DANG KY)

CONG HOA XA HQI CHU NGHIA VIET NAM

(Tir...... den......)
50 , Tén co
ding Loai i
A . : A
Ten | kyl Ten | e |pon| | Gia | &% |TO0R TEN | e woc|Ngay|  |TUORe
.| % [Ngdy|cost| ., |Ma| ,|Sb| ., |nhip|gd |coss| .z | | 4 |Cia| thic
STT|nguyén| giay , | san vi nhip |~ : . khau | xuat (xuat| ; |
. cdp | sin HS | |lrng| ;| Khdu | tr [nhjp|, 2 | 5 |khdu| vin
ligu | phép . | xudt | [tinh khdu « |3 |y thic khau|Khau :
xuat (CIF, |nhap| khiu | * ; chuyén
nhép FOB..) (néu
khiu e6)
| 2 o4 S| 6 T8[90 12013 14 [ 1516|117 I8

...... ,ngdy... thang,.. nm....
Ngwbi lp Gigm doc doanh nghiép nhdp khau
(Ky tén, dong dau)

9
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Mau s6 108

TEN DOANH NGHIEP NHAP KHAU
) S Déc 14p - Ty do - Hanh phic

THONG TIN BAO Bi, TA DUGC LAM THUOC NHAP KHAU

CONG HOA XA HOI CHU NGHIA VIET NAM

(Ti...... den......)
. Tén co
Tén Sh ing Tén L::l Tong| Tén " Phuron:
klgidy (Nute|  (Don| o | Gia | T T e INwgelNgay| [T
bao Negdy| co s Ma| | So nhdp | gid |cosé| . ; ., | Cira | thirc
STT phép . | sdn vi nhip , khau |xudt|xudt| =
bitd | " | cdp | sin HS hegng| 5 | khdu | trj [nhdp |, ; |khau| vin
nhip xuit | |tinh khiu ) ity théc| khau | khau
duge xuit (CIF, |ohip|khdu [ chuyén
khAu FOB.) (néu
" cé)
I | 2 34 S 6 [ T8 910 1 (12 14 1516]17] 18

...... , ngay... thang... ndm......
Ngudi lip Giém doc doanh nghi¢p nhap khau
(Ky tén, dong dau)

€102-01-TT ABN/TLY + 1L9 9S/0VEH DNOD
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Mau s6 109

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
L Dic 13p - Ty do - Hanh phic

THONG TIN THUOC THANH PHAM NHAP KHAU CO CHU'A HOAT CHAT GAY NGHIEN
HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC

(T........ den......)
Kinh @UiL....oocecvversvresessesnsssssissssessssnsens

Laai Co st

Ham . 80 Gidy S0 Ngay|Don Gid | o ||y
. |lrgng Quy | Ten Nude| phép | Ngdy |ding| cip | vi | .. |nhip gl? Tu.ng Tenq thdc |NudeNgay| Cira Phusmg
Tén cdch|coso| . s | x| | So nhip | gid |cosd k| ra|voz | thire
STT|, i hofe | . | sin | nhdp |capso| k§ |SDK | tinh | khau b | i | ahap| AP [Xudt nbdplkhiy
nong éig " xuit| khdu |GPNK| (néu | (nbu | nho| " "® | thye (C:: % khﬁg khiu | khdu khu[nhp vl
d | ® (GPNK) ¢ | cd) |nhdt i b el ol

FOB..) .

¢0)
P12 03 (41516 7 [ 8 91010 12]13] 14 [15]16] 17 [18[19]2] 2

...... , ngdy... thang... nim......
Ngwoi ldp Gidm doc doanh nghi¢p nhap khau
(Ky tén, dong dau)
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Mau sb 1b10

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
SO ereeeerrssine Dic lap - T do - Hanh phic

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

(Tit...... den......)
Nongdd| . | Quy | Ten | Ten o [siiy| 0| | s | Ton Phuon
B gy | YT e o Y dingDon| > | Gid | g Ngay| . |
Tén | hojc cich | cosd | mube| ., (nwbe | phép | °| | |hegng| | ° Cira | thire
STT| hoat si xuat ., | Ky [vi xuit| tri |xudt| |
thuoc) ham | ; |déng| sin | sin | . | nhdp | xuit | (thwe| . | ;| (khau| vin
chat| | P ;. | khdu | z|(néu|tinh|" ; "khau| xuat khau 2
hrgng ghi | xuat | xuat khau | khau xuit) 2 chuyén
00) khau
1|2 ] 4 | 5 6 | 7 § |10 | 11 4116 [ 17| 18 19 20
...... ,ngay... thang... nim.....
Ngurdi lip Gidm ddc doanh nghiép nhap khéu

(Ky tén, dong ddu)

=
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Mau 56 1b11

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

THONG TIN NGUYEN LIEU THUOC GAY NGHIEN HOAC HUGNG TAM THAN,
TIEN CHAT DUNG LAM THUOC NHAP KHAU

(Tit...... den......)
Kinh @i ovessvssvssseensssmessissssessssssssnessenn

$0 ding Tin Losigid| | | Ténco

Tén | ky/gidy |, . Nube| .. |Don| . | Gid | nhp |Tong| ~ |sénhdp| Nudc |Ngdy| . | Phuong
. Ngay|cosé| . |[Ma| .| So e A [V X1 | NP £ . | Cia |

STT |nguyén, phép o lan | ™ us| Y e nhip | khau |gid trj oha khau dy| xuat | nhip Khd thire véin
iéw | ohdp | P xut| ™| tinh | 8| khdu | (CIF, |nhip |l x| thic | Khdu |Khdu chuyén

H xuat khau|,6 ;

khau FOB..) (néu co)

oury NGAY... théng... ndM......
Ngubi lip Gidm ddc doanh nghiép nhip khau
(Ky tén, dong dau)

89
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Mau s6 1h12

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N Déc 14p - Tur do - Hanh phic

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

(Tir...... den......
Tén | Tén Don vi X ‘ I
duwgc | khoa |Co so|Nwdc|Donvi| nhdp | Nuwdc Sﬂ,?K h‘f‘-‘“ Pon| _; Gl,a Tofg Ngdy| ..
" N ) 2 x| Giayphép || So |nhdp | gia | °° Cia
STT| li¢u, | hoc | sdn | sdn | nhdp | khaudy | xuat vi R . (nhap|,  :
|k |k X , 2 NK . |lwgng | khau | tri |z |khau
hodc | (néu | xuat | xuat | khau | thac | khau (5%, ngiy) tinh | ° (CIF) nhz“; khau
thude | c6) (néu cb) » IERY P
L2 3 45| 6 7 8 9 0] 1|12 [13]14]15
ey NGAY... thiNG... NAM......
Ngubi lip Giém ddc doanh nghiép nhap khiu

(Ky tén, déng déu)

€10Z-01-Z2T ABBN/ZLY + 1L9 9S/0VH DNQD
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TEN DOANH NGHIEP NHAP KHAU
SO0

Mau sb 1b13

CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phiic

THONG TIN DUQC LIEU, THUOC TU DUQC LIEU, THUOC DONG Y XUAT KHAU

(Ti...... den......)
Kinh @1 oo seesssessssanisens

A A A A K A
Tenduge| | | 160 [Tenco) Ten | Soding Jp0 ) o i 108 vs || Phuong
x Khoa (cosd| s¢ | nwde | ky/Giay i |gidtri| °¢ |Cira|
STT |liu, hodic . X .| Vi | lwegng |xuat ® °(xuat| - |thircvin
thude hge | san | xudt nh@p phép nhidp tinh | XK |khau oy khéu Khin chuyén

(néu co)| xudt | khdu | khiu | khdu khéu

8 9 (10 11 |12 |13 ] 14

Ngwoi lip

...... ,ngay... thang... nam......
Giém doc doanh nghiép nhip khiu
(Ky tén, dong dau)

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

71

Tén co sé nhip khiu

Miu sb 1¢

Poc 1ap - Tuw do - Hanh phiic

Kinh giri: Cuc Quén 1y dwge - B§ Y té

BAO CAO TAM NHAP, TAI XUAT THUOC

CONG HOA XA HOI CHU NGHIA VIET NAM

Tén thube, m’:‘mg do,
ham lugng, dang bao
ché, quy cach déng gbi

TT

Sé giéy
phép tam
nhap

S6 gidy
phép _?:uﬁt
khau

---------------------------------------------

...........

Ngay.....

Nguéi dieng dau co 8¢
(Ky tén, dong dau)

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



£
Mius02a

TEN DOANH NGHIEP NHAP KHAU
80 s Pic lap - Tu do - Hanh phic

DON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
DA CO SO DANG KY
Kinh giri: Cuc Quan Iy dwge - By Y té

CONG HOA XA HOI CHU NGHIA VIET NAM

Tén doanh nghiép nhap khu (bao gom ca tén viét tit, tén tiéng Vit 30 tiéng ABL):....oomesvscrsssssssssssn

Dia chi (bANg tiEng VIEt, tiE1G ANNY....oovoossssssesssssmsmsssssssssssssssssssssssssssssssn
Tén thud, Tén hoat chitgdy | Tong khoilepng | Tén & | Tén &

ham nghién (hode hoat cht |  hoat chdt gy | dia chi | dia chi |Tén & dia

lrgng, Hoat Pon| Sb Han| S6 hl:fmg tAm than, t:én nghjén (hodic hoat |Cong ty Cﬁn% ty| chi Cong

STT| dang béo ché't vi |ding dil'n o chat dung lam thuoc) - | chat hwdng tim | sin | xuat | tycung

ché, quy tinh | ky B8] i lgng cd trong 1 | thén, tién chat ding| xudt- | khiu - | cdp- tén

cich dong dom vj 4 chia liéu hodic|lim thudc) xin nhip| tén | tén | nuwde

gdi chira chia lidu khiu (quy ra gam) | nuée | nwée

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

Cira khéu dy dinh s dua hang vé (ghi rd tén sin bay, hai cang): ‘ ‘ ,
Cha y: Tén va dia chi cia Cong ty san xuat, Cdng ty xuat khau, Cong ty cung cap phai ghi day du, chi tiét.

Noi nhan: ' ... Ngay... thang... nam....
- Cuc Quén ly dirge - B Y té; Giam doc doanh nghiép nhp Khau

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

ra
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Mau s6 2b

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
N S Dic lip - Tu do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
PA €O SO DANG KY G DANG PHOI HQP
Kinh giri: Cuc Quan If dwge - Bj Y té

Tén hoat chdt gdy | Tong so khoi

Tén thud, o ¢ |Ten&| Tén& |Tén& | Tén &
him “g"f“ (hodc hoat | hwng hoat chat| b 1ol gea chi | dia chi | dia chi
| Pon| S ; ch “alm% tm | g4y ngh"'m; cng ty| cong ty |cong ty | cong ty
wong, Hoat Han| S6 |thin, tién chit dung | (hodc hoat chdt | . .

STT| dangbao | ./ | vi |ding
ché, quy At | oh| kg

cdch dong
g0i

dung|lwgng| 1am thudc)- Ham | hwdmg tim

wgmg c6 trong 1don| than, tién chit

vi d4 chia lidu hoic |ding lam thudc)
chura chia liéu | tinh ra gam

Cira khdu dur dinh & dura hang vé (ghi 15 tén sin bay, hai cang):
Cha y: Tén v dia chi cia Cong ty san xudt, Cong ty xuat khdu, Cong ty cung cAp phi ghi ddy di, chi tiét.
* Néu khong phai 12 nhdp khau ty thac, phai ghi rd 1a: "Kinh doanh tryc tiép"
Noinhgn: , ngay... thang... nam....
- Cye Quin Iy duge - BY Y te Giém dbc doanh nghiép nhip khiu
- Luru tai don vi (Ghi 15 ho tén, ky, dong dau)

€10Z-01-2T ABSN/TLY + L9 9S/0Vd DNQD
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A
Mau 56 3

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S0 siitusisoiassi Doc 3p - T do - Hanh phie

BAO CAO TON KHO THUOC GAY NGHIEN
(HOAC THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
(Nguyén liéu, thanh pham)
Kinh giri: Cyc Quan Iy dwgc - B) Y té

vL

N/ZL9 + 1L9 90S/0VHd DNQD

A 1 \
rlrlfolrlntghl:i:cn,ghl:;: bon | Sblugng Soluyng | . | Tong sb xuat Ton kho

STT| > 5" yi | tonkho [nhdp trong Tong sb ) dén | Huwhao | Ghichi

chequycieh | b |k trude | Ky trongy | ooyt

dong goi

Noi rhdn ey NGAY.cvvn tHANG....... NG,
-CucQLD-BY Y 6 Nguoi lip bo co Gidm ddc doanh nghiép nhap khau
- Luru tai ¢or s6 (Ky tén, dong ddu)

* Chi : S6 hrong bao cdo phai duoc cap nhat ngay trude thdi gian xin nhdp khau.
* Béo cdo ap dung: Co 50 ban budn thudc.

€102-01-2Z A¢3
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Miu sb 4

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHiA VIET NAM
S0 eerrrcsessnssasens Poc Iap - Tw do - Hanh phic

DANH MUC NHAP KHAU THUOC THANH PHAM CO SO DANG KY
Kinh giti: Hai quan cira khatl...u..

(Doanh nghigp) kinh giri Hai quan cira khau......... danh muyc thude ¢6 56 déing ky nhap khdu nhu sau:

Tén thuoc, him §6
lrgng, dang bao | Hoat | ding | Han
ché, quy cich | chit | ky | ding

dong goi

Tén cong ty| Tén cong ty | Tén congty |Tén & dja chi cong
dingky- | sanxut- | cungeAp- | ty iy thic nhip
Ténnwéc | Ténnwée | Ténnwie | khdu (néuco)*

STT

* Neu khong phai la nhap khau dy thac, phai ghi rd 1a: "Kinh doanh tryc tiép".

Noi nhén: oy NGAY... thing... ndm......
- N trén; Gism doc doanh nghiép nhap khiu
- Liru tai DN (Ky tén, dong dau)

€10T-01-2Z ABSN/TLY + 1L9 9S/0Vd DNQD
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Mau 56 5a

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S0 Dic [3p - Tir do - Hanh phue

PON HANG NHAP KHAU THUOC THANH PHAM GAY NGHIEN '
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC) CHUA CO SO DANG KY
Kinh giri: Cuc Quan Iy dwoc - B§ Y té

Tén doanh nghiép nhdp khu (bao gbm ca tén viét tit, tén tiéng Viet, tn tiéng ARBY....ovvscrsrrse

Tén hoat chitgdy | Tongsd khdi |Tén& Tén& | Tén&
nghién (hodc hoat chat| lirgng hoat chit | dia chi |dia chi| dja chi
hwdmg tm than, tién | gdy nghién (hodc |cong ty |cdng ty| cong ty

Tén thude, Tiéu chudn

ham lrgng, Bon chat lrong
dang bao |Hoat S | Han |(ghi rd TC |Cong

' Ay o1 & ’ . A
’ ; lam thudc) -| hoat chat h t
ché, quy chit w lrgng|ding | Drge dién | dung cha ding én} ube) 0? ”; m:ng ssin “-l,-a ct:ng
i tinh Ham legng cd trong 1| tim than, tién | xuat- | khau-| cap-
cich dong hoge don vi d chia lidu | chitdinglam | Tén | Tén | Tén
gbi TCNSX) ’ g

hodic chura chia liéu |thude) tinh ra gam| nwéc | mwéc | nudc

Cira khau dy dinh s& dwa hang vé (ghi r& tén san bay, hai cang): , ‘
Chu y: Tén va dia chi cua Cdng ty san xuat, Cdng ty xuét khau, Cong ty cung cép phai ghi day du, chi tiét.

Noi nhan: oo Ngay... thang... nam....
- Cyc Quin Iy dwge - BY Y té Gidm doc doanh nghiép nhap khéu
- Lu tai don vi (Ghi 18 ho tén, ky, dong dau)

9L
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Mau s6 5b

TEN DOANH NGHIEP NHAP KHAU
S0 vvveesrnrerserees D{c Iap - Ty do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM CO CHU'A THUOC GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
CHUA €0 SO PANG KY G DANG PHOI HQP
Kinh giri: Cuc Quan Iy durge - By Y té

CONG HOA XA HOI CHU NGHIA VIET NAM

Tén doanh nghiép nhdp khdu (bao gom ca tén vict tit, tén tiéng Viet, tén tiéng Anh)r...ewesmoscmsssesesn

Dia chi (DAng tiéng VIEt, HENG ADN):.....ooovsessscsssssssssssssssssssssssss s

A Ay A A 1 ke A A
Tén thude, T.e.“ hogt'chat 8y, Tong s0 khm‘ T.en & Tén & T.en &, Tén & dja
him | nghién (hodc hoat chat| lwgng hoat chat |dia chi dia chi dia chi chi cén
won, Pon x| hwomg tam than, tien | gy nghién (hodc |cong ty| congty| . g
dang bdo |Hoat| ."| Han | S0 | & = £ £ cong ty ty uy thac
STT| il vi chat ding lam thuoc) -| hoat chat hwéng | sin %, | cung A
ché, quy |chat |, " |dung|lrgng 3 xuat £ nhip
; tinh Ham lrgng 6 trong 1 | tim thin, tién | xudt- | cip - :
cdch dong . - ke | khau- | khau
i dom vi da chia |lEkll ctiat dung ldm | Tén Tén mrée Tén (néu cb)?
8 hodc chura chia lieu |thudc) tinh ra gam| nwdc nurée
Cira khau dy dinh s& dua hang vé (ghi rd tén san bay, hai cang):
Chir y: Tén va dia chi cta Cong ty san xuat,Cong ty xuat khau, Cong ty cung cp phai ghi ddy du, chi tiét.
* Neu khong phai 13 nhp khau ty théc, phai ghi 1 [a: "Kinh doanh tryc ticp".
Noi nhén: , reveey NQAY.... thang... ndm....
- Cuc Quan Iy duge - BO Y t€ Gidm ddc doanh nghiép nhip khiu

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

€£10Z-01-2Z ARBN/ZTL9 + [L9 9S/0Vd DNQO
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TEN DOANH NGHIEP NHAP KHAU

SO,

A
Mau s6 5¢

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 14p - Tu do - Hanh phic

PON HANG NHAP KHAU THUOC THANH PHAM CHUA CO SO PANG KY
Kinh giti: Cuc Quan Iy Duge - B) Y té

(Doanh nghiép) kinh dé nghi Cuc Quan 1y Dugc - BY Y t€ xem xét duyét dé Doanh nghiép nhap khau thude cha 6

r

s0 dang ky sau:
A A A A A A A . o
Tén thuoc, ham | Hoat Bu:n S5 | Han | Tiéu chuin | Céng Teﬂn con‘g ty| Tén corig ty | Ten don \11 iy
lirgng, dang bao che, st | " wone | d ll.n chit I dung | S0 xuat- | cungcap- | théc nhp
quy cich dong goi tinh |0 e | SN P08 | YO8 | Tnnude | Ténnuée |khdu (méu c6)*

* Néu khong phai 1a nhap khau iy théc, phai ghi 1 1a: "Kinh doanh tryre tiép"

CUC QUAN LY DUQC

Chép thuan don hang nhap khau gom....... trang....
khodn kem theo Cong van s0..../QLD- KD ngay....

thang.... nam.... cita Cuc Quan Iy duge - B9 Y té.
Ha Noi, ngay... thang... nam...
Cuc trudng

ey NGAY... thang... ndm......
Gidm ddc doanh nghiép nhAp khéu
(Ky tén, dong dav)

8L
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Mau s6 5d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
80 Dic 13p - Tu do - Hanh phiic

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

Kinh giri: Cuc Quan Iy Dirge - B Y té

(Doanh nghiép) kinh dé nghi Cuc Quan 1y Duge - BY Y té xem xét duyét & Doanh nghiép nhp khau vic xin, sinh
pham y té 14 huyét thanh co chira khéng thé chua cd s0 dang ky sau:

Tén vic xm,‘ham‘ Donvi| S6 | Ngiysinxuit| Cong Ttin conﬂg ty | Tén c;ong ty T?n do:n vi ug(
lwgmg, dang ho ché, tinh | lwone | Han din dun sdn xuat - |cung cap - Tén | thac nhap khau
quy cach dong goi e o (s "8 | Tén mue nuge (néu co)*

* Néu khong phai 14 nhap khdu ity thac, phai ghi rd I4: "Kinh doanh trye tiép"

CUC QUANLY DUQC ooy NGAY... thANg,.. NAM......
Chép thugn don hang nhap khau gom....... trang.... Gidm dbc doanh nghiép nhdp khau
khoan kem theo Cong vin s0..../QLD-KD ngay.... (Ky tén, dong dau)

thang.... ndm.... cia Cuc Quan 1y dugc - B9 Y (€.
HaNoi, ngay... thang... ndm...
Cuc trwéng

€10Z-01-2T ABEN/TLY + [L9 ©5/0VH DNQD
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TEN DOANH NGHIEP NHAP KHAU

S0 emerreersereenes

(Doanh nghiép) kinh dé nghi Cuc Quén Iy dwoc - Bo Y té xem xét duyét dé Doanh nghiép nhap Khdu sinh phim y té

DON HANG NHAP KHAU SINH PHAM Y TE

Mdu 56 5d

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic 4p - Ty do - Hanh phiic

PE CHAN POAN BENH CHUA CO SO DANG KY

Kinh giri: Cuc Quan Iy Dwgc - By Y té

ding dé chan doan bénh chua c6 s6 dng ky sau:

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

Don vi
tinh

S
lrgng
nhip
khéiu

Ngay san xudt/
Han ding

Cong
dung

Tén cong ty
san xudt -
Tén nuée

Tén cong ty
cung cs‘lp -
Tén nwde

Tén don vi Gy
théc nhap khiu
(néu c6)*

* Néu khong phai 13 nhap khéu ty théc, phai ghi 6 13: "Kinh doah trye tiép"

CUC QUAN LY DUQIC

Chap thuin don hang nhap khdu gbm trang khodn
kém theo Céng vin s0....../QLD-KD ngy.........
théng.... nim.... ciia Cyc Qun Iy dugc - B Y té,
Ha N§i, ngdy... thang... ndm...

Cuc trwimg

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

Gidm dbc doanh nghigp nhap khiu
(Ky tén, dong dau)

08
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TEN DOANH NGHIEP NHAP KHAU

o S REET

M s6 6a

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip - Tu do - Hanh phie

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

(Doanh nghiép) kinh dé nghi Cuc Quan Iy duge - B§ Y té xem xét duyét dé Doanh nghiép nhap khiu thudc hiém,

Kinh giti: Cuc Quan Iy Duge - By Y té

thudc cho nhu cdu diéu trj cia bénh vién trong trudng hop dic biét nhur sau:

A ‘
Ten thudc, him « | Hoat Dn:n S6 | Han |Tiéuchuin| Cong | TéncOngtysin | Téncong ty cung
lirgng, dang bio che it | " legng | ding |chétlwgng| dung | xut-Ténnwée | clp- Tén nube
quy céch dong gbi tinh !
CUC QUANLY DUGQC ooy NEAY... théng... nAM......

Chép thuan don hang nhap khau gom 01 trang

01 khodn kém theo Cong vin s6

.....

...... JQLD-KD

ngay... thang... ném... ctia Cyc Quan Iy duge - BO Y t,
Ha Noi, ngdy... thing... ndm...
Cuc trwdmg

Gi4m dbc doanh nghi¢p nhip khéu
(Ky tén, dong dau)

=
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Mau s6 6b
TEN BENH VIEN CONG HOA XA HOI CHU NGHIA VIET NAM
S6: Pic lip - Tw do - Hanh phic

Vv dy tri mua thudc diu tr

DU TRU THUOC HIEM, THUOC CHO NHU CAU BIEU TR] CUA BENH VIEN
TRONG TRUONG HQP BAC BIET

Kinh giri: (Tén doanh nghiép nhap khau)
Tén bénh vién;
Dia chi:
Dién thoai:
Fay:
S0 gitrimg bénh:
Dé dap tmg di thude phue vy cong téc kham chita bénh, Bénh vién.... d¢ nghi doanh nghiép (tén doanh nghigp) nhip
Khau cac thude sau dé cung cdp cho nhu cAu diéu tri ciia Bénh vién:

Tén thubc, him lrgng, dang .| Donvi | S0 hrong | Tiéu chudn | Cong | Tén nha san xult -
STT ; v o . Hoatchat| ~ = " : 2 -
bao che, quy cach dong goi tinh | dwtri | chatlrgng | dung Tén nrdc
I N SN SN S U S S
I N U AN S SO S
3

Cam két cia Bénh vign:
1. Céc thude dy tri trén ddy chi sir dung d€ phuc vu cong tac kham chita bénh cia bénh vién.
2. Bénh vién chiu tréch nhiém vé viéc tiép nhén, sir dung thudc hop 1Y, an toan,
... Ngay... thang... nam....
Giam ddc bénh vign
(Ky, ghi 8 ho tén, déng diu)

8
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TEN DOANH NGHIEP NHAP KHAU

A
Mau s 7a

CONG HOA XA HQI CHU NGHIA VIET NAM

Dic lap - Twr do - Hanh phuc

DON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE THEO NHU CAU BIEU TR DAC BIET

CUA CO SO TIEM PHONG, CO SO XET NGHIEM

Kinh giri: Cyc Quin 1y Durge - B Y t6

(Doanh nghiép) kinh dé nghi Cuc Quan Iy Dugc - BY Y t€ xem xét duyét dé Doanh nghiép nhdp khau vic xin chura

¢6 56 dang ky sau:

Tén vic xin, him legng, | Don S0 lrgng
dang bao ché, quy cich | vi | nhip
dong goi, S0 gidy phép cdp| tinh khdu

Ngay san
xudt/Han
dung

Cong
dyng

Tén cng ty sin
xuét - Tén mrde

Tén cong ty
cung cip -
Tén muede

Tén don vi ity
thac nhap

khAu (néu c6)*

* Néu khong phai 12 nhp khdu ity thac, phai ghi rd [4: "Kinh doanh tryc tiép"
Doanh nghiép xin cam két thyc hi¢n ding cac quy dinh lién quan dén vige nhép khau, vén chuyén, bdo quan, phan

phéi cac vc xin (sinh phdm y t€) trén theo ding quy dinh hién hanh,

CUC QUANLY DUOC
Chdp thuan don hing nhip khau gOm... trang...

Khoan kém theo Cong van s0../QLD-KD ngy...
thang... ndm... cia Cyc Quan ly dugc - B9 Y té.

Ha N§i, ngdy... thang... ndm...
Cuc truémg

Gidm doc doanh nghiép nhdp khéu

...... , ngdy... thng... nm......

(Ky tén, dong ddu)

€£10Z-01-2Z AeBN/ZL9 + 1L9 9S/0VH DNOQD
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Mau s6 7

Tén co si: CONG HOA XA HOI CHU NGHIA VIET NAM
Die ldp - Ty do - Hanh phie

...... , Ngay..... thang..... nim

DU TRU VAC XIN, SINH PHAM Y TE
Kinh giri: (Tén doanh nghip nhap khu)
Co i diéu trj, tiém phong; Co s& xét nghigm (d0i v sinh pham chan AOA):...........o.ocresmesmrsersmrs

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

Dia chi:
Dién thoai: Fax:
Kinh dé nghi doanh nghiép (tén doanh nghiép) xem xét cho nhip cdc san phim chura c6 6 déng ky sau:

Tén vic xin, him hwong, dang | Pomvj | 6

I bao ché, quy céch déng goi tinh | lrong

Tén don vi san xudt (tén nwdc) | D6i twyng sir dung

1

3

Sau khi nghlen clu Thong tir s6 22/2009/TT-BYT ngay 24/11/2009 ciia B tnmng B Y € Quy dinh viéc dang ky
thude, Thong twso___2010/TT-BYTngdy_ hudng dan thyc hign vigc nhdp khau thudc, bao bi tlep xie true tiép
v6i thude, Quyet dinh s6 23/2008/QD BYT ngay 07/7/2008 vé viéc quan ly, sir dyng vic xin, sinh pham y té diing cho
nguo, chiing toi xin cam két sit dyng cdc vic xin (sinh phém y té) trén dung myc dich, ding ddi tugng, ding chi dinh
theo cac quy dinh hign hanh, chiu sy thanh tra, kiém tra ciia co quan cd thim quyén, chi si dung trong co quan ching toi.
Trong truomg hop co tai bién xay ra hodc cdc vi pham khéc, ching t6i xin hoan toan chiu tréch nhiém trude phap luat vé
muc dich, dbi twong, chi dinh cling nhur moi vén dé lién quan dén vige sir dung loai vic xin (sinh pham y té) ndy.

GIAM POC CO SO
(K tén, dong diu)

8
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CONG BAO/S6 671 + 672/Ngay 22-10-2013 85

M4u s 7¢

COMMITMENT
BAN CAM KET
To ensure the quality of vaccine and medical biological products
Ddm bdo chit liegng vic xin, sinh phim y té
To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, '\{ict Nam
Kinh guri: Cuc Quan Iy Dugc - B Y té
1384, Giang Vo, Ha N¢i, Viét Nam
Company’name:
Tén Cong ty:
Address:
Dija chi:
Telephone number: Fax: Telex:
Dién thoai: Sé fax Telex
Manufacturer's name;
Tén nha san xuat:
Address:
bia chi:
We ensure that the following vaccines and medical biological products distributed
by our company:
Chiing t6i xin bao dam cdc vdc xin, sinh phdm y té sau do ching t6i cung cdp:

Name of vaccine, biologicals,
No , Packaging form
(Tén viic xin, sinh phdm va quy cich déng géi)

Was produced by
(Sén xuit béi)

Produced according to GMP criteria and met with all requirements setting for the quality of
vaccines and biological products of local authorities. These products were also sold freely in:
Duge san xudt theo tiéu chudn GMP, dong thoi dat cdc yéu cau vé chdt lwong vdc xin, sinh
phém y té ciia co quan cé tham quyén nudc sé tai. San phdm trén dwge phép heu hanh tai:

We commit ourself to comform to the law and regulation in the field of vaccine and
biological products and accept the inspection and examination of Vietnam authorities.

We will bear a responsibilities for the quality of the above vaccines and biological products.
Chuing téi xin chci:p hanh cac lugt I¢é va quy dinh trong linh vic véc xin, sinh phdm y té
cia nwéc Cong hoa xa hdi chu nghia Viét Nam va chiu sy thanh tra kiém tra cua co quan
6 tham quyén cua Viét Nam.

Chuing 16i xin hoan toan chiju trdach nhiém trucc phap luat vé tiéu chudn chat leong cua

vdc xin, sinh phdm y té trén.
...... , ngay..... thang...... ndim....

Distributor Manufacturer
(Giam déc céng ty cung cap) (Giam doc co so san xuat)

Sign (ky) Sign (ky)

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



TEN

DOANH NGHIEP NHAP KHAU
N

CONG HOA XA HQI CHU NGHIA VIET NAM

Miuso 8

Doc 1ap - Tur do - Hanh phc

DON HANG NHAP KHAU THUOC KHAN CAP CHO NHU CAU PHONG CHONG DICH,
THIEN TAL THAM HOA
Kinh giric Cyc Quin Iy dwgc - By Y té

(Doanh nghiép) & nghi Cuc Quan Iy duge - BY Y té xét duyét don hang phong chéng dich, thién tai sau:

Tén thube, hdm | Bon | o | . » | Téncongty |Téncongty| SDK | . .
STT | lirgng dang bio ché,| vi | N I:g; lchuan ;a:ln ?:gtt So::g sin xudt- | cung cdp- | (néu ?hl:
quy cach dong géi | tinh g treng | dung Y| Ténnuée | Tén nwde c0)

l
2 5 A e

~ CUCQUANLY DUQC v NgAY... thANg... nAM.....
Chap thudn don hang nhfp khau gm... trang... Gidm doc doanh nghiép nhp khau
khoén kém theo Cong van so........./QLD-KD (Ky tén, dong dau)

ngay... thng... ndm... clia Cyc Quén ly dwoc -
BOY t.
Ha Noi, ngay... thang... nim...

Cyc truémg

98
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Mdu 569

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S A Dijc lap - Ty do - Hanh phiic

DON HANG NHAP KHAU THUOC PHUC VU CHO CAC CHUONG TRINH, DU AN QUOC GIA
(Ghi rd tén chuwong trinh)
Kinh giri: Cuc Quan Iy dwge - BY Y té

(Doanh nghiép) @& nghi Cuc Quan Iy dugc - Bo Y t€ xét duyét don hang nhip khéu thudc cho chong trinh
(tén chwong trinh) nhu sau:

A A A A A A
Tén thuoc, l:ﬂm lrgng Bo:n S | Hm | Hogt Téncongty | Tén col:g ty SDK
STT | dang bao che, quy cich | vi | dine | chi san xuat- | cung cdp- (nbu )
dong gbi tinh | e £ Ténnwéc | Tén nude
e
CUC QUANLY DUQC Y kién Chi nhiém chwong trish ~~ ...... ,ngdy... thing... nim.....
Chép thudn don hang nhdp khau gom... Gidm ddc doanh nghiép nhip khiu
trang......... khoan kém theo Cong vén (Ky tén, dong dau)

§0..../QLD-KD ngay... théng... nim..
clia Cuc Quén 1y duge - B3 Y t6,
Ha Ni, ngay... thang... nm...

Cuc truémg

L8
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Mdu 6 10
TEN CO S CONG HOA XA HOI CHU NGHIA VIET NAM
§0% 0 Doc lap - Tir do - Hanh phiic
Ngay..... thang.... nam.....
DANH MUC THUOC VIEN TRG), VIEN TRQ NHAN DAO
(Kém theo Cong vin so......... ngay...... thang..... nam......)
Tén thudc, ham lrgng, S
STT | dang bio ché, quy cdch | o." Hoat chit chinh | Han ding | Tén cdng ty san xudt | Ghi chd
: tinh | lrgng
dong goi
l
2
Cuc Qyﬁn Iy dwge Ngay.... thang.... ndm....
Xéc nhdn danh myc ndy gom.....trang.... khodn ding theo Nguwdi dimg dau co s& xin tiép nhin vién trg
quy dinh trong Cong vén s0.../QLD-KD ngéy... thing... ndm... (Ky tén, déng déu)
cta Cyc Quan ly duge

Ha Ngi, ngay.... thang... nam...
Cuc trwdmg

88
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TEN CO SO NHAP KHAU
R

Mau s6 11a

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic 13p - Ty do - Hanh phic

DON HANG NHAN THUOC LAM MAU BANG KY LUU HANH, KIEM NGHIEM/ NGHIEN CUU/
THU'NGHIEM LAM SANG/NGHIEN CU'U SINH KHA DUNG/TUGNG BUGNG SINH HOC

Kinh giti: Cuc Quan Iy dwge - By Y té

(Cor 0 nhgp khdu) kinh dé nghi Cuc Quén Iy duge - By Y t€ xét duyét cho nhin céc thudc 1am mau ding ky lwu

hanh sau;
Tén thudc him lrgng dang ., | Donvi | S0 |Téncongtysin| Tén congtycung | Ghi
STT p > | Hoatchat | £ " ,
bao ché, quy cdch dong goi tinh | hrgng | xudt-Tén mréc | cdp-Ténnwée | chi
|
20 N A N S S N N
CYCQUANLYDUGC L. ,ngdy... thing... nam.....
Chép thudn don héng nhp khéu gom... rang.. Ngubi dimg diu co 56
khoan kém theo Cong van s0.../QLD-.... ngay... (Ky tén, dong dau)

théng... nim... cia Cuc Quén Iy dwgc - BY Y 6,
Ha N§i, ngdy... thang... nim...
Cuc trwimg

€102-01-2T £88N/TLY + 1L9 9S/OVH DNOD
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Mau s 11b

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
80 Dc ldp - Ty do - Hanh phiic

PON HANG NHAN THUOC GAY NGHIEN (HUGONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
(' DANG PHOI HOP LAM MAU DANG KY LUU HANH, NGHIEN CUU, KIEM NGHIEM,
NGHIEN CU'U SINH KHA DUNG/TUONG DUONG SINH HQC
Kinh giri: Cyc Quén Iy duge - BY Y ¢

(Doanh nghiép) kinh d& nghi Cuc Quin 1y doc - Bo Y té xét duyét cho nhan céc thudc lim méu ding ky hw hanh sau:

ok Tén hoat chdt giy nghién | Tdng s khoilwong |, .
Tén thuge, (hodc hoat chat huéng tim than, |hoat chét giy nghién Te,“ ’.d %\ Ten, dia
ham lrgng, Bon| ;[0 % . i i | chicong| . .
¢ (Hoat| ., | S0 | tien chat dunglam thuoc)- | (hodc hoat chat . |chi cong ty
STT |dang bdo ché,| % | vi , sl o) ty san £
v cich chat tinh lrgng| Ham lirgng c6 trong 1 don vi | hwéng tim than, cul. |cung cdp -
g 6?1 6 04 chia liéu hogic chwra chia | tién chat diing lam Tén nude Tén mrée
88 liéu thudc) tinh ra gam
]
2
CUCQUANLYDUGC .. ,ngdy... théng... nam.....
Chap thugn don hang nhdp khau gom...... trang... Ngwisi dimg ddu co sé
khoan kém theo Cong vn s0..../QLD-KD ngay... (Ky tén, dong dau)

thang... ndm... cia Cyc Quan Iy dugc - Bo Y té.
Ha Noi, ngdy... thang... ndm...
Cuc trudmg

06
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TEN COSO NHAP KHAU

Mau s6 11c

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip - T do - Hanh phiec

PON HANG NHAN THUOC GAY NGHIEN (HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
LAM MAU DANG KY LUU HANH, NGHIEN CU'U, KIEM NGHIEM,

Kinh giri: Cyc Quén Iy dwrgrc - B Y té

(Doanh nghip) (bao gom tén vit tit, tén tiéng viét, tiéng Anh)
Dia chi (bing tiéng Viét va tiéng Anh)
Kinh dé nghi Cuc Quan Iy dugc - B Y t€ xét duyét cho nhén cac thudc lam mAu ding ky lwu hanh sau:

NGHIEN CU'U SINH KHA DUNG/TUGNG DUONG SINH HOC

Tén thube Tén hoat chﬁ} gy nghién | Tong Sf} khoi hrgng |Tén, dja
him luqmg,, Don| (ho?c ho?t chit hwéng tAm |hoat chat gay ng!]ién chi cong| Tén,dia | Tén,dja
STT|dang bt ché l-lo?t " S0 than;tien chatding lam | (hodic hoatchat | tysdn |chi cong ty|chi cdng ty
we T chit . lnomg|  thubc) - Ham lrgng c6 bt tim than, tién| xudt- |xuit khdu -| cung cp -
t;:;y cac'I} i trong 1 don vi d4 chia liéu (chdt diing lim thuGc)| Tén | Tén nude | Tén nwde
el hodic chura chia lidu tinh ra gam nudc
.._] .....................................................................................................................................................
2

Cira khdu duy dinh hanh dura vé (ghi £ tén san bay, cing)
Chi y: Tén va dia chi cong ty san xuat, cung cap phai ghi day di va chi tit.

Noi nhan:
- Cuc QLD-BYT;
- Luru tai dom v,

ttttt

vy NAY... thang... ndm......
Ngudi dimg dau co si
(Ky tén, dong dau)

€102-01-2C KBBN/ZLO + [L9 9S/OVH DNOD
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TEN DOANH NGHIEP NHAP KHAU

]

Miu sb 12

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic I4p - Twr do - Hanh phiic

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

Kinh giri: Cuc Quin Iy dwgc - B Y té

(Doath nghiép) d nghi Cuc Quan Iy duge - B Y té xét duyét nhap khéu céc nguyén léu, ta dugc dé sin xuat thuoe

nhu sau:
Tén nguyén li¢u, A Eoax 1o oo ok ,
ham lugng, dang| 0| S5 |Tiéw chudn " 08 ¥ ran cing ty cung|" CAnk k¥ cia thuoe duge sin
STT X vi ; sanxuat- | ; 0 xuat tir ban thinh pham de
baoché,quy | ,° |lwong|chatlwong .. cap - Tén nwée C oAk
. . | tinh Tén nurére nghi nhap (néu co)
cach dong goi
1S R NS [N SN N S F——
B 5 SRR JUPNEN SIS KNS IS PR N
3
| CUC QUAN LY DUQC ony IgAY... thang... ndm.....
Chép thudn don hang nhép khau gom...... trang... Giam doc doanh nghiép nhap khéu

khoan kém theo Céng vn sb............./QLD-KD
ngay..... thang.... nm.... ca Cyc Quan ly dugc -

Bo Y t.

Ha No1, ngdy... thong... ndm...
Cuc trudmg

(Ky tén, dong ddu)

<6
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TEN DOANH NGHIEP NHAP KHAU

SO,

Mu s6 12b

CONG HOA XA HOI CHU NGHIA VIET NAM

Péc 1ap - Tu do - Hanh phiic

PON HANG NHAP KHAU DUQC LIEU CHUA CO SO DANG KY
Kinh giri: Cuc Quén Iy dirg - B Y té

(Doanh nghiép) dé nghi Cuc Quén Iy dugc - BY Y € xét duyét nhp khau céc duge ligu dé sin xudt thudc sau:

A m Ao 4 A A

'll'en 2"” he;u Tén khoa hge | Don vj X Tiéu chudn Nguon.?oc Tén cor:g Y Ghi
STT|(tén tieng Viét), (téng La tinh)| tinh So lwgng chiit I dwgclifu- | cungcap - ohi

b{ phén ding £ "E | Tennuée | Ten nue
I IO
e

3
, CYC QUAN LY DUGC oy NGRY... thANG,.. ...

Chap thun don hang nhap k’hﬁu gom..... trang.... Gidm ddc doanh nghiép nhap khiu
khoan kém theo Cong vn s6..../QLD-KD ngay (Ky tén, dong dau)

théng.... nam.... cia Cuc Quan Iy duoc - BO Y té,
Ha N, ngay... thang... ndm...
Cuc trirdmg

€102-01-TT ABBNU/TLY + [L9 95/0Vd DNQD
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TEN DOANH NGHIEP NHAP KHAU
80 s

Mau s6 12¢

CONG HOA XA HOI CHU NGHIA VIET NAM

Dic Iap - Tw do - Hanh phic

DON HANG NHAP KHAU BAO Bi TIEP XUC TRUC TIEP VOI THUOC

Kinh giri: Cuc Quén 1f dwgc-B{ Y té

(Doanh nghiép) dé nghi Cuc Qun 1y durge - BY Y té xét duyét nhdp khéu bao bi tiép xic trye tiép voi thude sau dé

san xuat thuoc;

Tén bao bi tiép xic | Dom vi | 4

STT rve tiép véithube | tinh | S0 778

Tiéu chudn
chit lwgng

Tén cong ty san xuat-|  Tén cong ty
Tén nwée cung cip - Tén nude

Ghi
cha

.
2

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

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

CUCQUANLY DUQC

Chép thudn don hing nhdp khéu gom...... rang...
khoan kém theo Cdng vén s0..../QLD-KD ngay...
théng.... ndm.... cia Cuc Quan ly dugc - BY Y te.

Ha Noi, ngay... thang... nim...
Cuc truéng

...... , ngdy... thang... nam....
Gidm doc doanh nghi¢p nhip khau
(Ky tén, dong dau)

v6
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Méu sb 12d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N S Déc 1ap - Tu do - Hanh phiic

DON HANG NHAP KHAU NGUYEN LIEU THUOC GAY NGHIEN,
HOAC NGUYEN LIEU THUOC HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC

Kinh giti: Cuc Quan Iy dwgc- B) Y té

Tén doanh nghiép nhp khdu (bao gbm i tén viét tit, tén tiéng Viét, tén ENG ADR:...o s
Dia chi (bang tiéng Viét, tieng Anh):.........cccovvvcoiveovrersreescrssssssssssnsssssssnes

Tén nguyén ligu, Ténvadja | ., .. .| Ténvadia
him loyng,dang | 2 | Tiw chudn [ 58| 55 | e congy | TENVRAIR N | ot g
STT vi % ky (néu \ Cong ty xuat ,
bao ché, quy cdch o | chitlugng ) lrgng | sdn xudt - il Tén e cung cdp - | chi
dong goi Tén nwée Tén nuwde
IR0 I U NSSN WU S AR FUS N
2

Cira khau dyr dinh s& dua hang vé (ghi 3 tén sin bay, hai cing): ‘
Chi y: Tén va dia chi ctia Cong ty san xuét, Cdng ty cung cap phai ghi day du, chi tiét.

Noi nhin; oo Ngay... thang... nam....
- Cyc Quan 1y duge - B Y té Gidm doc doanh nghiép nhap khiu
- Liru tai don vj (Ghi 13 ho tén, ky, dong dau)

€10Z-01-2C AeBN/TLY + 1L9 9S/OVH DNOD
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Miu s6 132’

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
SO evvrerersssnessanes Djc 1ap - T do - Hanh phiic

PON HANG XUAT KHAU THUOC GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)
Kinh giri: Cyc Quan Ij dwge - B{ Y té
Tén doanh nghiép xudt khu (bao gom ca tén viét tit, tén tiéng Viet, 18 tiéng ABD):...o.sesrsssmenss

Tén thubc, $0 Tén thudc gdy nghién (hodc| Tong s0 khoi hryng | Tén, dia

Tén, dia chi
him lwgng, Don | ding | , | thubc hudng tam thin, tidn |thubc gy nghién (hodc| chi cong | -

4 A
STT| dang bio ché, H°§t Wi | K | |ohét ding Him thubc) - Ham| thube hudng thm thin,| ty sin h°.°"fht;y
quy cich B o (néu hryng hrgng co trong 1 don vidi | tién chit dimglim | xubt- | ok
dong géi 1) chia liéu hodic chwa chia liéu| thudc) tinh ragam | Tén nwe Tén nue
e
2

Ctra khéu dyr dinh s xudt hang (ghi rd tén san bay, hai cang):
(** Doanh nghiép xin cam két thic hién theo hop dong xudt khdu vi khong heu hinh cdc sdn pham chia duegc cdp
0 diing ky hu hanh tai Viét Nam va san phdm véi mau nhdn sn xudt dé xudt khdu.
Chi y: (*) Tén va dia chi ctia Cong ty san xudt, Cong ty nhap khau phai ghi ddy dii, chi tiét
(**) Trueomg hop xin xudt khdu thudc chiea co SPK leu hanh

Noinhgn: Ngay... thang... nm....
- Cyc Quan ly duge - BY Y t6 Gidm doc DN xudt khau
- Luru tai don vi (Ghi 16 ho tén, ky, dong dau)

? Mu nay duoc sira doi, bd sung theo quy dinh tai Khoan 5 Diéu 5 Thong tw s6 45/201 I/TT-BYT, ¢0 hiéu huc ké tir ngay 05
thang 02 nim 2012.
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Mau s6 13b"

TEN DOANH NGHIEP XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N - Dic ldp - Tw do - Hanh phic

DON HANG XUAT KHAU THUOC GAY NGHIEN (HUGNG TAM THAN, TIEN CHAT DUNG LAM THUOC)
( DANG PHOI HQP
Kinh giri: Cyc Quén Iy duge-ByY te
Tén doanh nghiép Xudt khau (bao gom ¢4 tén viét tat, tén tiéng Viét, ton tiéng Anh):....msmsnssmnssmsssssnn
Dia chi (bing tiéng Viét, tiéng Anh)....

Tén thude, Ten hoat chét gly nghlgn (hoic Ton sé khﬁi lugmg hoat| Tén,dja | Tén, dja

him legng, | (Bom| oo | hoat chat hwdmg tim thén, tién | chat gy nghién (hodc |chi cong ty | chi cong
STT | dang bio ché, ke | Y iy chit ding lom thudc) - Ham | hoat chét hung tim | san xudt - | ty nhip
quy céch dong tinh [ 76 Iwgmg cd trong 1 dom vi d chia |than, tién chat ding lAm| Tén nwéc | Khiu -

goi liéu hode chura chia lidu thudc) tinh ra gam (*)  |Tén nuée

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

(**) Doanh nghiép xin cam két thue hién theo hap dong xudt khau va khong heu hanh cdc san phim chiea dige cdp
50 dang ky v hanh tai Vigt Nam va sdn phdm véi mdu nhan sin xudt dé xudt khdu.

Chay:

(*) Tén va dia chi ciia Cong ty san xuat Cong ty nhap khau phai ghi dy d, chi tiet,

(**) Trurong hop xin xuat khau thude chiea co SPK heu hinh

Noi nhan: 1 — Ngay... thang... nam....
- Cye Quin I dwoe - BY Y ¢ Gidm doc DN xut khiu
- L taidon i (Ghi 13 ho tén, ky, déng déu)

' Mau nay dugc sira ddi, bd sung theo quy dinh tai Khoin 5 Diéu 5 Thong tu s 45/201 1/TT-BYT, c6 hiéu hre ké ti ngdy 05
thang 02 ndm 2012.
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Maiu s6 14

TEN DOANH NGHIEP  CONG HOA XA HQI CHU NGHIA VIET NAM
T R Poc lap - Ty do - Hanh phiic

Dia chi:

Dién thoai: Fax:

Kinh d& nghi Cuc Quan Iy dwgc - B§ Y té xem xét cAp Gidy chimg nhan luu
hanh ty do (FSC)/Gidy chimg nhan san phdm dwgc pham (CPP) cho cic sin
pham thudc sau:

Hoat chét, thanh Quy
phén, ham lwgng | céch
(ndng d9) déng gobi

Tiéu chuén | Han | SO ding
chiat lwong | ding |  ky

Tén

L thudc

GIAM POC DOANH NGHIEP
(Ky tén, dong dau)
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Miu sb 15a

CONG HOA XA HQI CHUNGHIA  THE SOCIALIST REPUBLIC OF

VIET NAM VIETNAM
Bd Y té Viét Nam Ministry of Health
Cuc quan ly dugec 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 pham:

The pharmaceutical manufactuer:

Dia chi:

Address:

Pugc sin xuit va lru hanh trén linh thé Viét Nam sian phidm duoc sau:

Has been authorized to legally manufacture and trade in whole territory of
Vietnam the folloing pharmaceutical product:

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

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 person
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