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BO YTE

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

Sé: 38/2013/TT-BYT Ha N6i, ngay 15 thang 11 nam 2013

THONG TU
Sira d6i, bd sung mot s6 diéu ciia Thong tu s6 47/2010/TT-BYT
ngay 29 thang 12 nim 2010 ciia B truéng B Y té hwdng din hoat dong
xuit khiu, nhip khau thudc va bao bi tiép xiic trie tiép véi thudc

Can cir Ludt Duoc s6 34/2005-QH11 ngay 14 thdng 6 nam 2005;

Can cir Nghi dinh sé6 63/2012/NP-CP ngay 31 thing 8 nam 2012 ciia Chinh phii
quy dinh chuc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Quyét dinh s6 42/2013/0P-TTg ngay 15 thing 7 nam 2013 cia Thi
tuong Chinh phu quy dinh vé quan ly thuoc dung cho nguoi theo duwong xuat khau,
nhdp khdu phi mdu dich va swa doi, bo sung mot so diéu cua Quy dinh vé viéc nhap
khdu thuoc chua co so dang ky tai Viet Nam ban hanh kem theo Quyét dinh so
151/2007/QD-TTg ngay 12 thang 9 nam 2007 cua Thu twong Chinh phu;

Theo dé nghi cua Cuc truong Cuc Quan ly Duwoc;

B trucng B Y té ban hanh Thong tw sika doi, b6 sung mot sé diéu ciia Thong
tw 50 47/2010/TT-BYT ngay 29 thang 12 nam 2010 hwong dan hoat dong xudt khau,
nhdp khdu thuoc va bao bi tiép xuc truc tiep voi thuoc.

Piéu 1. Sira doi, bo sung mot s6 diéu ciia Thong tw s6 47/2010/TT-BYT ngay 29
thang 12 nim 2010 cia B trwéng B Y té huong din hoat dong xuat khau,
nhép khau thudc va bao bi tiép xtc truec tiép véi thudc (sau day goi tit 1a Thong
tu s0 47/2010/TT-BYT) nhw sau:

1. Sira d6i Khoan 3 Piéu 4 nhwr sau:

“3.Yéu cu d6i v6i phiéu kiém nghiém:

Khi lam tha tuc thong quan, doanh nghiép nhap khau thudc, bao bi tiép xuc truc
tiép voi thude phai xuat trinh hai quan ctra khau ban chinh phiéu ki€ém nghiém cua
co sO san xuat ching nhan dat ti€u chuan chat lugng cho ting 16 thuée nhap khau
cua nha san xuat, trir dugc li¢u va cac thuoc quy dinh tai cac bi¢u 12, 13, 14, 15, 17
va 18 cua Thong tu nay.

Trudng hop tir 02 co sé trd 1én tham gia san xuét thude thi chap nhan ban chinh
phi€u ki€ém nghiém cua co s¢ sdn xuat hoac ban chinh phi€u kiém nghiém cua co s¢
déng goi cuoi cung hodc cua co sé chiu trach nhi¢m xuat xuong.
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Hai quan cira khau luu ban sao phiéu kiém nghiém c6 dong dau xac nhan cua
doanh nghiép nhap khau”.

2. Sira déi Diéu 19 nhu sau:

“Piéu 19. Nguyén liéu 1am thudc, dwoc liéu chwa c6 s6 ding ky lwu hanh,
bao bi tiép xiic truc tiép véi thudc

1. Nguyén liéu lam thudc dugc phép nhap khau theo Danh muc nguyén liéu 1am
thudc dugc phép nhap khau do Cuc Quan 1y Dugc cong bd (khéng yéu cau phai co
gidy phép nhap khau) theo quy dinh tai Khoan 2 Diéu nay hoic theo hinh thirc gidy
phép nhap khau theo quy dinh tai Khoan 3 Diéu nay.

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

a) Danh muc nguyén liéu 1am thudc dugc phép nhap khau (khong yéu cau phai
c6 gidy phép) do Cuc Quan 1y Dugc cong bd gdm cac duge chét, trir cac nguyén
lidu thudc danh muyc thudc giy nghién, hudng tdm than, tién chat dung 1am thude.
Trudng hop co sd san xuét thay d6i ngudn gdc hodc tiéu chuan chat luong nguyén
lidu, co s& san xuat phai ndp ho so ding ky thay déi theo quy dinh tai Phu luc II
ban hanh kém theo Thong tu s6 22/2009/TT-BYT ngay 24 thang 11 nam 2009 ctia Bo
truong BO Y té quy dinh viée dang ky thudce va chi dugc nhap khau sau khi ¢6 vin ban
ctia Cuc Quan 1y Dugc dong ¥ ndi dung thay doi, bo sung ctia Cuc Quan 1y Dugc.

b) Thu tuc cong bd

- Cuc Quan 1y Dugc cong bd Danh muc nguyén liéu lam thudc dugce phép nhap
khau (khéng yéu cau phai c6 gidy phép) tai trang thong tin dién tir cia Cuc Quan Iy
Duoc (www.dav.gov.vn) theo Mau s6 16 ban hanh kém theo Thong tu nay.

- Trong thoi han 30 ngay lam viée, ké tir ngdy thudc dugc cip sb ding ky, Cuc
Quan 1y Dugc cong bé Danh muc nguyén liéu 1am thude duge phép nhap khau.

¢) Doanh nghiép nhap khau

- Co s6 san xuét thudc dugc cap so dang ky chi duoc phép nhap khau nguyén
lidu theo ding Danh muc dd dugc cong bo.

- Doanh nghiép kinh doanh c6 chirc ning nhap khau nguyén liéu 1am thube dugc
phép nhap khau nguyén liéu thudc Danh muyc nguyén lidu 1am thudc duge phép nhap
khau (khéng yéu cau phai c6 gidy phép) do Cuc Quan 1y Duoc cong bé.

d) Ho so va thu tuc nhap khau

- Co s san xuét c6 nhu cau nhap khau nguyén liéu dé san xuét thudc, doanh
nghiép nhap khau nguyén liéu dé kinh doanh lam tha tuc truc tiép v6i hai quan cira
khau dé duoc nhap khau cac nguyén liéu theo Danh muc da dugc Cuc Quan 1y Dugc
cong bo;
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- Co s6 san xuét thudc phai xuét trinh Gidy ching nhan du diéu kién san xuét
thudc hoic Gidy ching nhan thuc hanh tét san xuat thuéc (GMP) theo quy dinh tai
diém c, diém d khoan 1 Piéu 3 Thong tu nay;

- Doanh nghiép nhap khau nguyén liéu dé kinh doanh phai xuat trinh Gidy chimg
nhén du diéu kién kinh doanh thudc (hinh thitrc ban budn hodc xuat nhap khau thude)
va Gidy chting nhan thuc hanh tét bao quan thude (GSP) voi pham vi kinh doanh
pht hop theo quy dinh tai diém a khoan 1 Diéu 3 Thong tu nay;

- Thoi han nhap khau nguyén liéu 1am thude theo hinh thirc cong bd c6 thoi han
bang hiéu lyc s6 dang ky ciia thudc san xuat tir nguyén liu do;

- Doanh nghiép nudc ngoai cung cap nguyén lidu lam thude vao Viét Nam phai
c6 Gidy phép hoat dong vé thudc va nguyén liéu lam thudc tai Viét Nam con hiéu
Ire theo quy dinh tai khoan 12 Piéu 3 Thong tu nay.

3. Nhap khau nguyén liéu lam thudc theo hinh thic gidy phép nhap khau

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

- Nguyén liéu 1am thubc khong thudc dién duoc phép nhap khau theo hinh thic
cong bd quy dinh tai khoan 2 Diéu nay;

- Nguyén liéu thudc danh muc thude gay nghién, hudng tdm than, tién chat ding
lam thudc;

- Nguyén lidu 13 t4 dugc, vo nang thube, bao bi tiép xtc truc tiép véi thude;

- Nguyén liéu dung cho nghién ctru, kiém nghiém;

b) Doanh nghiép nhap khau nguyén liéu theo hinh thtrc gidy phép nhap khau va
doanh nghiép nudc ngoai cung cip nguyén liéu 1am thudc vao Viét Nam duoc quy
dinh tai Diéu 3 Thong tu nay;

¢) Ho so dé nghi cip gidy phép nhap khau

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

- Ban tiéu chuan chat luong va ban phuong phap kiém nghiém nguyén liéu,
duoc liéu, bao bi tiép xac truc tiép voi thude ddi v6i cac nguyén lidu, bao bi co tiéu
chuén chat luong va phuong phap kiém nghiém ctia nha san xuét hodc ban photo
chuyén luan tiéu chuan chat luong cua dugc dién trir trudng hop ap dung tiéu chuan
duoc dién chau Au, Anh, Hoa Ky, Quéc té, Nhat Ban;

- Béi v6i nguyén liéu 1am thude 1a thude gy nghién, hudng tam than, tién cht
lam thudc phai gui kém theo Bo céo ton kho theo Mau s 3 ban hanh theo Thong
tu nay.
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d) Tha tuc cap gidy phép nhap khau

Doanh nghiép giri hd so dén Cuc Quan 1y Duoc - Bd Y té. Trong thoi han 07 ngay
lam viéc, ké tir khi nhan dugce ho so hop 1€, Cuc Quan 1y Dugc - BO Y t€ xem xét cap
gidy phép nhap khau.

Déi véi nguyén lidu 1am thude 1a thube gdy nghién, hudng tam than, tién chat
lam thudc, trong thoi han 15 ngay lam viée, ké tir khi nhan dugce ho so hop 1€, Cuc
Quan 1y Duogc - B0 Y t€ xem xét cap gidy phép nhap khau.

Trudng hop khong cap gidy phép, Cuc Quan 1y Duogc - Bd Y té ¢ vin ban tra
161 doanh nghi¢p va néu ro 1y do.

d) Gidy phép nhap khau nguyén liéu lam thudc chua c6 sb dang ky c6 gia tri tdi
da 02 nam, ké tir ngay ky.”

3. Sira ddi va ban hanh b6 sung cic biéu miu nhw sau:

a) Ban hanh MAu s6 1 kém theo Thong tu nay bd sung vao Phu luc Théng tu
50 47/2010/TT-BYT (bd sung MAu sé 16).

b) Ban hanh Mau s6 2a, 2b, 2¢, 2d, 2d thay thé cic Mau s6 12a, 12b, 12¢, 12d
ban hanh theo Thong tu s6 47/2010/TT-BYT.

¢) Ban hanh MAu s6 3 thay thé Méu s6 1a ban hanh theo Thong tur s6 47/2010/TT-BYT;

d) Ban hanh Mau s6 4 thay thé Mau s6 3 ban hanh theo Théng tu s6 47/2010/TT-BYT;

d) Ban hanh MAu s 5 thay thé MAu s6 6a ban hanh theo Thong tu s6 47/2010/TT-BYT;

e) Ban hanh Mau s 6 thay thé Mau s6 7a ban hanh theo Thong tu s6 47/2010/TT-BYT;

f) Ban hanh Mau s6 7 thay thé Mau s6 7c ban hanh theo Théng tur s6 47/2010/TT-BYT;

g) Ban hanh Mu s6 8 thay thé Mau s6 11a ban hanh theo Thong tu s6 47/2010/TT-BYT;

Piéu 2. Piéu khoan chuyén tiép

1. Ho so dé nghi cap gidy phép nhap khau thudc chua co sb giéng ky ndp trude
ngay 01 thang 01 nam 2014 thyc hién theo quy dinh tai Thf)ng: tu so 47/2010/TT—BYT
ngay 29 :[héng ’12 nam 2010 cua BC) trudng BC) Y t€ huong dan hoat dong xuat khau,
nhdp khau thuoc va bao bi truc ti€p vaoi thudc.

2. Gidy phép nhap khau nguyén liéu lam thubc chua cé s6 dang ky duoc cap
trude ng’éy Thong tu nay co6 hiéu luc dugc phép thuc hi¢n cho dén hét thoi han ghi
trong giday phép.

Diéu 3. Diéu khodn thi hanh

1. Cuc Quan 1y Dugc cong bo trude ngay 31 thang 12 ndm 2014 doi v6i tat ca
cac thuoc da duogc cap s dang ky trudc ngay 01 thang 7 nam 2014.

2. Ké tir ngay 01 thang 7 nam 2014, Cuc Quan Iy Dugc cong bd nguyen licu thuoc
Danh muc nguyén liéu lam thude duoc phep nhap khau (khong yéu cau phai c6 gidy
phép) trong thdi han 30 ngay lam viéc, ké tir ngay thude duoc cap sé dang ky.
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Picu 4. Hiéu lwc thi hanh

Thong tu ndy c6 hiéu luc thi hanh ké tir ngay 01 thang 01 nam 2014.

Khoan 3 Piéu 4, Piéu 19 Thong tu s6 47/2010/TT-BYT, Mau s 1a, Mau sb 12a,
12b, 12¢, 12d, Mau s6 3, Mau s6 6a, Mau s6 7a, Mau s6 7c va Mau s6 11¢ ban hanh
theo Thong tu s6 47/2010/TT-BYT hét hi¢u luc thi hanh ké tir ngay Thong tu nay co
hi¢u luc.

Trong qua trinh thuc hién, néu c6 kho khan, vuong méc, dé nghi céac td chuc, ca
nhan phan anh kip thoi vé BO Y t€ (Cuc Quan ly Duogc) dé duoc hudng dan hodc stra
do61, bo sung cho phu hop./.

KT. BQ TRUONG
THU TRUONG

Pham Lé Tuin
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COMMITMENT
BAN CAM KET
To ensure the quality of vaccine and medical biological products
Ddm bdo chit lwong vic xin, sinh phim y té
To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, Viet Nam
Kinh givi: Cuc Qudn Iy Dwoc - BY Y té
1384, Giang Vo, Ha Noi, Viéet Nam
Supplier’s name/Tén céng ty cung cdp:

Address/Pia chi:

Telephone number/Pién thoai Fax: Telex:
Manufacturer’s name/Tén cong ty san xudt:

Address/Pia chi:

We ensure that the following vaccines and medical biological products distributed by
our company:
Chiing téi xin bdo dam cdc vdc xin, sinh pham y té sau do chiing téi cung cap:

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

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

Duoc san xuaz‘ theo tiéu chuan GMP dong thoi dat cac yéu cau vé chdt lwong vdc xin,
sinh pham y té ciia co quan cé tham quyén tai nwéc xudt xi.

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

Sdn phdm trén hién dang dwoc phép heu hanh tai nwée xudt xir va dwoc cdp phép lan
ddu vao nam:

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

Chiing 6i xin chdp hanh cdc ludt 1é va quy dinh trong linh viee vdc xin, sinh pham y té
cia nuwoc Cong hoa xa hoi chu nghia Viét Nam va chiu su thanh tra kiém tra cia co quan
6 tham quyén ciia Viét Nam.

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

Chung 16i xin hoan toan chiu trach nhiém trude phép ludt vé tiéu chuan chdt lirong

ciia vdc xin, sinh pham y té trén.

..... , ngay..... thang..... nam...
Director of Supplier Director of Manufacturer
(Gidm déc cong ty cung cdp) (Giam doc cong ty san xudt)

Sign (Ky) Sign (ky, ghi v6 ho tén)
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