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Theo dé nghi ciia Téng cuc truong Téng cuc
Thué,

QUYET DINH:

Diéu 1. Bai bd quy dinh chi tiét mdc gia téi
thiéu d6i véi xe hai banh gdn may YAMAHA nhian
higu XC 125 T; DT 125cc va Model DT 175, 171cc
tai Bang gia tdi thiéu cac mit hang thude Danh
muc cac nhém mat hang Nha nude quan 1§ gia
tinh thué nhap khau ban hanh kém theo Quyét
dinh s5 164/2000/QD-BTC ngay 10/10/2000 ctia Bo
truéng B Tai chinh. Xe hai banh gin may nhan
higu XC 125 T; DT 125¢cc va Model DT 175, 171cc
nhap khéu ap dung theo miic gia “Loai khac” ciia
xe YAMAHA c¢6 dung tich 125cc, 175¢cc quy dinh
tai Quyét dinh s6 164/2002/QD-BTC ngay 27/12/2002
cla Bo trudng Bo Tai chinh.

Piéu 2. Quyét dinh nay c¢6 hiéu luc thi hanh
sau mudi 1am ngay, ké tit ngdy ding Cong bao.
Nhiing quy dinh trudc day trai véi Quyét dinh nay
déu bai bo./.

KT. B truéng Bo Tai chinh

Thit truong

TRUONG CHI TRUNG

BOYTE

THONG TU sé 06/2003/TT-BYT ngay
15/5/2003 huéng dan viéc quan ly
va st dung véc xin, sinh phdm y
té chua c6 s6 dang ky luu hanh
dugc vién trg trong truong hop
khan cap hoic nhap khiu vao Viét
Nam dé st dung trong truéng hop
dac biét.

P& tang cuong cong tac quan 1y va sit dung vic
xin, sinh phdm y t& chua c6 s6 ding k§ luu hanh
dudc vién trg trong trudng hgp khéan cap hoic
nhap khiu vao Viét Nam dé sit dung trong trudng
hop dic biét, B6 Y t€ hudng dan viéc quan 1y va
s dung nhu sau:

1. OI VOI CAC VAC XIN, SINH PHAM Y
TE CHUA CcO sO DANG KY BUGC
VIEN TRQO TRONG TRUONG
HOP KHAN CAP

1. Cac té chic, ca nhan nudc ngoai vién trd
trong trudng hgp khan cap cho Viét Nam céac vac
xin, sinh pham y t& chua c6 s6 ding ky luu hanh,
phai gl dén Trung tam Kiém dinh quéc gia sinh
pham y hoc cac tai lidu sau:

1.1. Gidy chitng nhan cta co quan c¢6 thdm
quyén nudc sd tai cho phép luu hanh ho#c xuit
khdu véc xin, sinh phdm y té&.

1.2. Phigu kiém nghiém dat tidu chuéin chit
lugng véc xin, sinh phdm y t& clia cd quan kiém
dinh qudc gia nudc so tai hodc co quan khac cé
thdm quyén d6i vdi 16 hang nhap (c6 xac nhan sao
v ban chinh clia ¢céng ty nhap khau).

2. Khi nhan duge cac tai lidu theo quy dinh tai
diém 1 néu trén, Trung tam Kiém dinh quéc gia
sinh phdm y hoc thic hién kiém tra day chuyén
lanh, tién hanh 14y mAu va tién hanh danh gia
vic xin, sinh phdm y t& theo yéu céu:

a) Thi nghiém vé an toan trong phong thi
nghiém vdi két luan dat tiéu chuén theo quy dinh.

b) Thit nghiém an toan trén ngudi ¢ thuc dia
v6i két luan dat tiéu chuéin theo quy dinh.

Riéng d8i véi vic xin, sinh phdm y t& chua cé
86 dang k¥ luu hanh do céac td chic quéc té da
thuong xuyén hgp tac véi Viét Nam trong linh
vie y t& nhu WHO, UNICEF,... vién trg trong
trudng hgp khan cip cho Viét Nam, tuy ting
truong hdp cu thé, Trung tim Kiém dinh quéc gia
sinh pham y hoc thuc hién kiém tra day chuyén
lanh, tién hanh ldy méu va thi nghiém an toan
trong phong thi nghiém.
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Sau khi xem xét céc tai liéu néu trén va véi
két qua kiém dinh, thi nghiém dat chat lugng
theo quy dinh, Trung tdm Kiém dinh quéc gia
sinh phdm y hoc ¢6 ¢6ng van dé nghi Ba Y t&€ (Vu
Y t& du phong) cho phép don vi tiép nhan vién trg
dua vao sit dung vdc xin, sinh phdm y t& vién tro.

11. POI VOI CAC VAC XIN, SINH PHAM Y
TE NHAP KHAU VAO VIET NAM CHUA
c6 SO PANG KY PE SU DUNG
TRONG TRUONG HOP
DAC BIET

S6 véc xin, sinh phim y t& nay chi st dung
trong truong hgp dic biét phuc vu cho cong téac
phong chéng dich bénh va ding cho mét nhém
ddi1 tugng dic bigt: ngudi nudc ngoai séng va lam
viéc tai Viét Nam, nguoi Viét Nam di céng tac,
hoc tap va lao déng 6 nude ¢6 dich bénh dé6 luu
hanh. Cac véc xin, sinh phdm y t& trén chi duge
st dung tai céc cd sd y t& duge phép tiém ching
phong bénh.

Dé nhap khéu céic véc xin, sinh phim y t&
trén, cong ty nhap khiu phai giti vé B8 Y t&€ (Vu Y
t& dy phong) cac tai liéu sau:

1. Nhu cdu vé s8 lugng, ching loai véc :-cin,
sinh phdm y t& va d6i tudng tiém phéng caa co
80 tiém phong.

2. Ban cam két clia cd sd tiém phong vé st
dung, bao quan, tiém phong véc xin, sinh phdm y
t& ding muc dich, ding d6i tugng, ding chi dinh
va chiu trach nhiém tiém phong vic xin, sinh
phim y t& nay (theo mau dinh kém).

3. Ban cam két cua cong ty phan phdi vé viéc
dam bao chat lugng véc xin, sinh phdm y t& cung
cap cho Viét Nam (theo miu dinh kém).

4. Ban cam két ctia cong ty nhap khéu vé viéc
nhép, bao quan, van chuyén vic xin, sinh phim y
té dat yéu cdu vé chit lugng (theo miu dinh kém).

Cac co sd tiém phong, cong ty phan phéi, cong
ty nhap khéu phai chiu trach nhiém trude phap
luat vé tiu chuén ch&t lugng cha vic xin, sinh

ph&m y t& do don vi sit dung, phan phéi va nhap
khéu.

III. PIEU KHOAN THI HANH

1. B3 truéng Bé Y té& giao cho Vu trudng Vu Y
té€ du phong chiu trach nhiém xem xét va cho
phép nhap khiu mét s véc xin, sinh phim y t&
vién trg trong trudng hop khén cip va dé st dung
trong trudng hop dac biét theo diing cac quy dinh
hién hanh.

2. Trung tim Kiém dinh quéc gia sinh phdm y
hoc ¢é trach nhiém:

a) Tiép nhan cac hd so lién quan dén vic xin,
sinh phdm y t& vién trg va tién hanh kiém dinh,
thi nghiém trong phong thi nghiém va trén thuc
dia theo quy dinh hién hanh.

b) Sau khi ¢6 két qua kiém dinh va thit nghiém,
Trung tdm Kiém dinh quéc gia sinh phdm y hoc
béo cdo két qua vé B Y t& (Vu Y t& du phong).

3. Vién truong Vién Veé sinh dich té Trung
uong va Chi nhiém Chuong trinh tiém chling mé
rong chiu hoan toan trach nhiém vé viéc sit dung
cac loai véc xin duge phép luu hanh trong Chuong
trinh va béo céo dinh ky, d4t xuit vé viéc su
dung vic xin: tac dung phu, tai bién do sit dung
véc xin va céc trudng hgp bit thudng khac trong
qua trinh st dung.

4. Thu trudng cac don vi nhan vién trg chiu
trach nhiém bao quan, phan phéi, sit dung dé
dam bao chét lugng san phdm dén ngusi tiéu
dung, khéng duge ban.

Théng tu nay cé hiéu luc sau 15 ngay, ké ti
ngay ddng Cong béo.

Trong qué trinh thyc hién néu cé khé khin,
vudng méc, cac don vi phai bao céo kip thdi vé Bs
Y t&€ (Vu Y t& du phong) dé nghién citu giai quyét./.

KT. Bo trudng Bo Y té
Thi truong

NGUYEN VAN THUONG
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CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phuc
................. ,ngay......thang......nam 200.....
BAN CAM KET
Thuc hién day di cac diéu kién sit dung vic xin, sinh phiam y t&
Kinh gii: VU Y TE DU PHONG - BO Y TE
Doanth BENIBD: covvivuimisim s s i A T B T ST T e e P
Dia chi:
Dién thoai: Fax:
Xin dé nghi Bo Y t& xem xét cho nhép cac san pham chua c6 s§ ding ky sau:
v o5 é_ . : nh h » ’ ) . o .
Scz 'I“en vac xin, sinh p ﬁmﬂ Boiivi | 56 lugng Ténn ddnk‘v; Terj don A\:l Muc dich
thi ham lugng, dang bao ché, ttnh i ik san xuit phén phai sit d
tu quy cach déng géi . PP | (ten nude) | (tén nudc) wng

1.
2. Don vi bao quan va tiém phong:
3. Kém theo hd so:

Kém theo dy tri cia.

Sau khi nghién ctu Quy ché ding ky véc xin, sinh phim mién dich ban hanh kém theo

Quyét dinh s6 2010/BYT-QD ngay 28/10/1996 ctia Bj trudng Bo Y t&, Théng tu s6 09/2001/TT-BYT
ngay 21/5/2001 huéng dan thyc hién viéc xuat khiu, nhap khdu véc xin, sinh phdm mién dich
dung cho ngudi giai doan 2001 - 2005, chiing t6i xin cam két thuc hién ding cac diéu kién bao
quan, st dung cic vdc xin, sinh phim y t& trén tai Quy ché, Thong tu nay va cac quy dinh hién
hanh khac lién quan dén linh vuc nay, chiu su thanh tra, kiém tra ctia cd quan c6 thAm quyén. Vic
xin, sinh phdm y t& nay chi st dung trong cac cd quan, don vi bao quan va tiém phong néu trén.
Néu vi pham, chiing t6i xin hoan toan chiu trach nhiém trudc phap luat vé tidu chudn chat lugng

va muc dich sit dung, cling nhu moi van 4@ lién quan dén viéc stt dung loai véc xin nay.

GIAM POC DOANH NGHIEP

(Ky tén, déng dau)



3138 CONG BAO S5 49 - 07 - 6 - 2003

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phic

BAN CAM KET
Thuc hién diy du cac diéu kién st dung, bao quan va tiém phong

- - ﬁ'
vace xin, sinh pham y t&

Kinh giti: VU Y TE DU PHONG - BO Y TE
GO SO LB PRI o it e e
Dia chi:

Dién thoai: Fax:

Xin dé nghi B Y t& xem xét cho nhap cac san pham chua cé s& ding ky sau:

S6 . ) . Tén don vi P
. Tén vac xin, ham lugng, dang Don vi S6 lugng , . D61 tugng
thu bao ché ol . - o g san xuat ad
4o ché, quy cach déng goi in xin nha . . st dun
tu any e B (tén nudc) R

Sau khi nghién citu Quy ché& ding ky vic xin, sinh phdm mién dich ban hanh kém theo
Quyét dinh s6 2010/BYT-QD ngay 28/10/1996 cia Bo trudng Bé Y té, ching téi xin cam két su
dung cac véc xin, sinh phdm y t& trén ding muc dich, ding ddi tugng, ding chi dinh tai Quy ché
niy va che quy dinh hién hanh khéc lién quan d&n linh vuc nay. Chiu sy thanh tra, kiém tra cia
cd quan c6é thim quyén. Chi stt dung, tiém phdng trong cd quan chiing té1. Trong truong hgp c6 tai
bién xAy ra hodc cac vi pham khéac, chiing téi xin hodn toan chiu trach nhiém trudc phap luat vé
muc dich, ddi tugng, chi dinh tiém phong, cling nhu moi vdn dé lién quan dén viéc sit dyng loai

véc xin nay./.

GIAM POC CO SO TIEM PHONG
(Ky tén, déng ddu)
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COMMITMENT
Bdn cam két
To ensure the quality of vaccine and medical biological products

Pdm bdo chdt luong vde xin, sinh phdm y té

To: Department of preventive medicine
Ministry of Health, S.R Vietnam
138A Giang Vo Street, Hanoi, Vietnam
Kinh gwi: Vu Y t&dy phong
B0 Y té nuwdec CHXHCN Viét Nam
1384, Gidng V6, Ha Néi, CHXHCN Viét Nam

Company name:

Tén Céng ty phén phdi:

Address:

Dia chi:

Telephone number: Fax: Telex:
Dién thogi: Sé fax: Telex:

We ensure that the following vaccines and medical biological products distributed by our company:
Chiing t6i xin bdo dam cdc vdc xin, sink phdm y té sau do chiing toi cung cap:

Name of vaccine, biologicals,

No Packaging form Was produced by
(Tén vic xin, sinh phim va (San xuat boi)

quy cach dong goi)

Produced according to GMP criteria and met with all requirements setting for the quality of vaccines
and biological products of local authorities. These products were also sold freely in:

Dudc sén xudlt theo tiéu chudn GMP, dong thoi dat cdc yéu cdu vé chat luong véc xin, sinh phdm y t&
clia cd quan cé tham quyén nudc sé tai. Sdn phém trén dicoe phép luu 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.

Chiing toi xin chdp hanh cdc ludt 1é va quy dinh trong linh vitc vdc xin, sinh phém y t& ciia nuéc
Céng hoa xa héi chii nghia Viét Nam va chiu s thanh tra kiém tra ctia co quan cd tham quyén cia
Viét Nam.

Chiing t6i xin hoan toan chiu trdch nhiém trudc phdp ludi vé tiéu chuén chdt luong ciia vdc xin, sinh
phdm y té'trén.

DIRECTOR
(GIAM POC)
(Sign)
(ky)



