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BOYTE Doc lap - Tw do - Hanh phie

sé: B 2013/ TT-BYT Ha N&i, ngay 45 théng M ném 2013

CANG THONG TIN BIEN TU GHINH PRU

s THONG TU
iy L g ira d6i, b6 sung mot sb dicu ciia Thong tr s6 47/2010/TT-BYT

ngay 29 ngay 12 nam 2010 caa B§ truéng Bo Y té¢ hwéng dén hoat ddng
xuét Khiu, nhap khiu thude va bao bi tiép xiic true tiép voi thube

Cén cir Ludt Duwoc s6 34/2005-QH-11 ngay 14 thdng 6 ndm 2005;

Can cir Nehi dinh sé 63/2012/ND-CP ngay 31 thang 8 nam 2012 cua Chinh
phit quy dinh chikc ndng, nhiém vu, quyén han va co cdu (6 chire cia B6 Y 1é;

Can ik Quyét dinh s6 42/2013/QD-TTg ngay 15 thdng 7 ndm 2013 cua Thu
teong Chinh phu quy dinh vé quan Iy thude dimg cho nguoi theo duong Mraf
khdu, nhdp khau phi mgu dich va sia déi, b6 sung mot sé diéu cia Quy dinh vé
viéc nhdp khdu thudce chwa ¢ sé dang ky tai Viét Nam ban hanh kém theo Ouyéi
dinh 56 151/2007/0D-TTg ngay 12 thang 9 ndam 2007 cua Thu twong Chinh phu;

Theo dé nghi ciia Cuc trudng Cuc Quan Iy Duoc;

BG truong B6 Y 1é ban hanh Théng tr sta doi, b6 sung mir s6 diéu cia
Théng tu 56 47/2010/TT-BYT ngay 29 thang 12 nam 2010 huonq dcm hoai dong
xudt khéu, nhdp khdu thuée va bao bi tiép xic tric tiép voi thudc.

Picu 1. Sira d6i, bd sung mdt sb didu cia Thong tu sb 472010/TT-BYT

~ngay 29 thang 12 nam 2010 caa Bo trudag BQ Y t¢ hudng din hoat djng xu =i

khau, nhap khdu thube va bao bi tiép xac true tiép voi thube (sau day goi tir
la Thong tu 47/2010/TT-BYT) nhw sau:

1. Sira d6i Khoan 3 Diéu 4 nhur sau:
“3.Yéu cau dbi voi phidu kiém nghiém:
Khi lam tha tuc théng quan, doanh nghiép nhép khau thuée, bao bi tiép xuc
truc tiép véi thube phai xuét trinh hai quan cua khiu bén chinh phiéu kiém
nghiém cua co s sén XUt ching nhan dat tiéu chuan chat luong cho tumg 10

thubc nhap khau ctia nha san xuét, trir duoc liéu va céc thude quy dinh tai cdc
Pidu 12, 13, 14, 15, 17 va 18 ciia Théng tr nay.

Trudng hop tr 02 co 56 ro lén tham gia san xuét thude thi chap nhan ban
chinh pthU kiém nghlcm cua co sO san xudt hodc ban chinh phlcu kiém nghiém
ctia co s déng gdi cudi cling hodic ciia co 5o chiu trach nhiém xuét xuéng. -

Hai quan ctra khau luu ban sao phiéu kiém nghiém ¢6 déng dau xac nhin
ctia doanh nghiép nhap khau”.



2. Sira doi Pitu 19 nhu sau:
“Didu 19. Nguyén li¢u lam t}méc, dwoe liéu chua cé s6 ding ky lwu hanh,

bao bi tiép xic truc tiép véi thuoe
1. Nguyén liéu lam thudc duoc phép nhap khau theo Danh muc nguyén ligu
lam thuéc dugc phép nhép khau do Cuc Quan ly Duoc cong b6 (khéng yéu ciu

phai ¢ glay phép nhép khau) theo quy dinh tai Khoan 2 Diéu nay hoac theo hinh
thirc gidy phép nhap khau theo quy dinh tai Khoan 3 Diéu nay.

2. Nhap khéu theo Danh muc nguy én liéu lam thuoc dugc phép nhap khau
do Cuc Quan ly Dugc cong bé (khéng yéu cu phai ¢6 gidy phép)

a) Danh muc nguyén liéu lam thube duoc phep nhép khau (k! hong yéu cau
phai ¢6 gidy phép) do Cuc Quan 1y Dugc cong bd gém céac duoc Chdl ru cac
nguyén liéu thude danh muc thube gy nghién, hudng @m thin, tién chat dung
Jam thudc. Truong hop co sé san xuét thay déi ngudn gbe hodc tiéu chuan chit
luong nguyén lidu, co s& san xudt phai nop ho so dang ky thay déi theo quy dinh
tai Phu luc I ban hanh kém theo Théng tu 56 22/2009/TT-BYT ngay 24 thang 11
nam 2009 cua B trudng Bo Y @ quy dinh viée déng ky thude va chi duge nhép
khéu sau khi ¢6 van ban ctia Cuc Quén Iy Duoc déng y ndi dung thay déi, bd sung
cua Cuc Quan ly Duoc.

b) Thi tuc céng bd
- Cuc Quan ly Duoc cong bd Danh muc nguyén ligu lam thube duge phép
nhap khau (khéng véu cau phai c6 gidy phép) tai trang thdéng tin dién t ena Cuc
Quan Iy Duoc (www.dav.gov.vnn} theo Mau s6 16 ban hanh kém theo Théng tu
nay.

- Trong thoi han 30 ngay lam viée, ké ngay thube dugc cap sb dang ky,
Cuc Quan ly Dugce cong bd Danh muc nguyén liéu lam thude duge phép nhip
khéau.

¢) Doanh nghiép nhap khau

- Co s6 san xuét thude dugc cip s6 déng ky chi dugce phép nhép khau
nguyén liéu theo ding Danh muc di duoe cdng bb.

- Doanh nghi¢p kinh doanh ¢é chirc nang nhép khau nguyén liéu lam thudc
dugce phép nhép khau nguyén liGu thudce Danh muc nguyén li¢u lam thude duge
phép nhép khau (khéng yéu cau phai ¢c6 gidy phép) do Cuc Quan ly Dugc c¢dng
bd.

d) M6 so va thi tuc nhap khau

- Co s6 san xuit ¢é nhu cdu nhép khéu nguyén liéu dé san xual thud
doanh nghiép nhép khau nguyén liéu dé kinh doanh lam: thu tue truc tiép voi hcn
quan cla khau dé duoc nhap khau cdc nguyén liéu theo Danh muc da duge Cyc
Quan Iy Duge cong bé;
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- Co so san xuat thubc phai xudt trinh G1ay ching nhén du didu kién san
xuét thube hogc Glay chimg nhéan thuc hanh t6t sén xuft thude (GMP) theo quy
dinh tai diém c, diém d khoan 1 Piéu 3 Théng tu nay.

- Doanh nghiép nhap khéu nguyén lidu dé kinh doanh phai XUAL tr inh Gidy

ching nhén du d1cu kién kinh doanh thudc (hinh thiic ban buén hodc xuét nhép

khiu thudc) va Gidy ching nhan thuc hanh t6t bao quan thube (GSP) véi pham vi
kinh doanh phtt hgp theo quy dmh tai diém a khoan 1 Didu 3 Théng tu nay.

- Thot han nhép khéu nguyen liéu lam thuoc theo hinh thuc céng b cé thoi
han bang hiéu luc s6 ding ky cla thuéc san xudt tr nguyén lidu dé;

- Doanh nghiép nudc ngOdl cung cAp nguyén lidu 1am thubc vao Viét Nam
phéi cé Gidy phép hoat ddng vé thube vanguyén liéu 1am thudc tai Viét Nam con
hiéu luc theo quy dinh tai khoan 12 Piéu 3 Thong tu nay.

3. Nhép khiu nguyén liéu lam thudc theo hinh thire gidy phép nhap khau

a) Nguyén lidu lam thube duogc nhép khau theo hinh thic gidy phép nhap
khau bao gom:

- Nguyén li¢u lam thube khong. thude dién duogc phcp nhép khau theo hinh
thitc céng bé quy dinh tai khoan 2 Biéu nay;

- Nguyén iiéu thudc danh muc thude gay nghién, hudng tam than, tién chét
dung lam thudc;

- Nguyén liéu 1a ta dugce, vo nang thudc, bao bi tiép xtic truc tiép voi thude;

- Nguyén lidu dung cho nghién cau, kiém nghiém;

b) Doanh nghiép nhap khau nguyén lidu theo hinh thire gidy phép nhép

. khéu va doanh nghiép nude ngoai cung cap nguycn liéu lam thude vao Viét Nam
dugc quy dinh tai Diéu 3 Théng tu nay.

¢) Ho so dé nghi cip gidy phép nhip khau
- Don hang nhap khdu theo Méu sb 12a, 12b, 12¢, 12d, 12d ban hanh theo
Théng tu nay.

- Ban tiéu chuan chat lugng va ban phuong phap | (iém nghiém nguyén licu,
duoc lidu, bao bi tiép xic truc ‘uep véi thude dbi voi cae nguyén liéu, bao bi ¢o
tiéu chudn chat lugng va phuong phap kiém nghiém cta nha san xuat hodc ban
photo chuyén luan ticu chuan chat luong cla dugc dlcn trir truong hop ap dung
tiéu chuén duoc dién chdu Au, Anh, Hoa Ky, Québc té, Nhét Ban.

- Péi véi nguyén lidu 1am thubc 1a 1hu0c gy nghién, hudng tAm than, tién
chét lam thude phai giri kém theo Bdo céo 16n kho theo Méau s6 3 ban hanh theo

Théng tu nay.
d) Tha tuc cép gidy phép nhap khéu

Doanh nghiép gui hé so dén Cuc Quan ly Duge - 36 Y t&. Trong thoi han 07
ngay lam viéc, ké tir khi nhan duoc hd so hop 18, Cuc Quan 1y Duge- B6 Y 1€ xem
xét cAp gidy phép nhép khéu.
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Péi véi nguyén lidu lam thude 14 thude gy nghién, hudng tdm thén, tién chét
lam thudc, trong thoi han 15 ngay lam viéc, ké tir khi nhan duge hé so hop 18, Cuc
Quan ly Duge - B6 Y té xem xét cap gidy phép nhap khiu.

Truong hop khéng cép gidy phép, Cuc Quan 1y Duoc- Bo Y 1& ¢6 vin ban ira
161 doanh nghiép va néu ré ly do.

d) Giay phép nhép khau nguyén liéu lam thude chua c6 sb dang ky co gia tr
t61 da 02 nam, ké tr ngay ky.”

3. Sira d6i va ban hanh b sung cac biéu mau nhw sau;

a) Ban hanh Mgp s6 1 l{é}p th,eo Théng tu nay bd sung vao Phu luc Thong wr
47/2010/TT-BYT (bo sung Mau sb 16).

b) Ban hanh Méu sb 2a, 2b, 2¢, 2d, 2d thay thé cac Mau sb 12a, 12b, 12¢,
12d ban hanh theo Théng tv 47/2010/TT-BYT.

¢) Ban hanh Mau s6 3 thay thé Méu s6 la ban hanh theo Thoéng tu 47/201 0/
TT-BYT.

d) Ban hanh Mau s 4 thay thé Mau sé 3 ban hanh theo Théng tu 47/2010/
TT-BYT.

d) Ban hanh Mau s6 5 thay thé Mau s6 6a ban hanh thco Thong twr 47/20} 0/
TT-BYT.

¢) Ban hanh Mau s6 6 thay thé Mau s6 7a ban hanh theo Théng tur 47/20)0/
TT-BYT.

f) Ban hanh Méu sé 7 thay thé Mau sé 7¢ ban hanh theo Théng tr 47/201¢0/
TT-BYT.

) Ban hanh Mau s6 8 thay thé Méu s6 11a ban hanh theo ‘Thong 1w 47/2010/
TT-BY'T,

Ditu 2. Piéu khoan chuyén tiép
1. Hb so dé nghi cép gidy phép nhép khéu thude chua c6 6 dang ky ndp

trugc ngay 01 thang 01 ndm 2014 thyc hién thco quy dinh tai Théng wu s0

47/2010/TT-BY'T ngay 29 thang 12 ndm 2010 cia Bo trudng Bo Y & hudng dan
hoat dong xuét khau, nhip khau thude va bao bi truc tiép véi thude.

. Giay phép nhap khéu nguyén liéu 1am thude chua c6 s6 dang ky duoc
cap trudc ngay Théng tu nay ¢b hiéu luc duoc phép thuce hién cho dén hét tho
han ght trong gidy phép.

Diéu 3. Diéu khoan thi hanh

1. Cuc Quan ly Dugc cong bé trude ngay 31 thang 12 nam 2014 déi véi ta
ca cac thudc da dugce clp so dang ky trude ngay 01 thang 7 nam 2014.

2. Ké tir ngay 01 théng 7 nam 2014, Cuc Quan Iy Duoc cong b nguytn
11éu thude Danh mue nguyén ligu lam thude duoc phép rhép khau (khéng yéu cau

phai c6 gidy phép} trong thai han 30 ngay lam vide, ké tr ngay thude duoc cap sb
dang ky.



Diéu 4. Hiéu lwe thi hanh

Thong tu nay ¢6 hiéu luc thi hanh ké tir ngay( thang¢4 nam 2014.

Khodn 3 Dicu 4, Piéu 19 Thong tr 47/2010/TT-BYT, Mau sb 1a, Mau s6
12a, 12b, 12¢, 12d, Méu $0 3, Mau s0 6a, Mau s6 7a, Mu sb 7c va Mau s6 11c
ban hanh theo Thong tw 47/2010/TT-BYT hét hiéu luc thi hanh ké tir ngdy Théng
tu nay co hiéu luec.

Trong qua trinh thyc hién, neu c6 kho khan, vuong méc, dé nghj céc 16
chire, cd nhan phan anh kip thoi vé B6 Y 1é (Cuc Quan ly Duge) dé duoce hudng
dén hodc sra ddi, b sung cho phu hop /.

Noi "ﬁiﬂ" Chinh o Clng TTBTY, Kl BO TRUONG
- Van phong Chinh phu (Céng béo, ong TTDT 7T TRITING

- Bo Tu phap (Cuc Kiém tra VB; Cuc KSTTHC) . 5 \U TRUONG :
- B§ Tai chinh (Tong Cuc Hai quan}; BO Céng Thuong; Bé C’onﬂi?‘ff
an; B4 Giao théng Van tai (Cuc Y té giao théng vén tai); BS Qudg
phong (Cuc Quén y); : S 42’3;
- UBND céc tinh, TP truc thudc TU “| !
- Cdc Vu, Cue, Téng Cyc, Van Phéng Bs, Thanh tra Bo- Be Y- tc‘l‘
- $6'Y & cac tinh, thanh phé tryc thude TU; ’*5.,\\\

- Téng Céng ty duoc VN; %
- Hiép hoi DN Duge Vit Nam;

- Céng Thdng tin dién tir BO Y té;
- Luu: VT, PC, QLD (2 ban).

Am L¢ Tuan
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Mausi 7

COMMITMENT
BAN CAM KET
To ensure the quality of vaccine and medical biological products

Bam bio chiit Iu"ong vic xin, sinh pham y té
To: Drug Administration of Vietnam

Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha not, Viet Nam
Kinh gii:  Cuc Qudn Iy Dugc - B6 Y 18
1384, Giang V5, Ha N¢gi, Viér Nam
Supplier’s name/Tén céng ty cung chp:

Address/Pia chi:
Telephone number/ Dién thoai Fax: Telex:
Manufacturer’s name/Tén céng ry sdn xudt:
Address/Dia chi:

We ensure that the following vaccines and medical biological products distributed by our
company:

Chung 191 xin bao dam cdc vdc xin, sinh phém y té sau do ching t6i cung ¢dp:
No Name of vaccine, biologicals, Produced by

Packaging form (Sén xuht béi)
(Tén vic xin, sinh phim va quy cich
dong goi)

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

Duge san xudit theo tiéu chuan GMP, dorzg thoi dat cde yéu cdu vé chdt luong véc xin, sinh phéam y
1 ciia co quan c6 thdm quyvén tai ndc xudt xit. '
- Curently licensed to be piaced on the malket for use in the original country. and first market

authorisation was issued om:
San phdm tén hién dang duoc phép luu hanh tqi nuée xudt xit va duoc cdp phép Zan dau vao

nam:

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

Chiing t6i xin chdp hanh cée ludt 1€ va quy dinh trong linh vurc vdc xin, sinh pham ¥ 1é cua nudc
Cong hod x@ hdi chu nghia Viét Nam va chiu su thanh tra kiém tra ciig co quan c6 thdm quyén cia
Viér Nam.

We wili bear a responsibilities for the quality of the above vaccines and biological products
Chuing 16 xin hoan todn chiu trdch nhiém (rudc phap Tudt vé tieu chudn chat lwong cia vdc xin,

sinh phdm y 18 trén.

., hgay.....thang ...... nam ...
Director of Supplier - Director of Manufacturer
(Gidm déc cong ty cung cdp) (Gidm déc cong ty san xudt)
Sign (ky) Sign (ky, ghi r6 ho tén,)

il
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