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BOYTE
BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Pic lap - Tu do - Hanh phic
Sé: 38/2013/TT-BYT Ha Néi, ngay 15 thang 11 nam 2013
THONG TU

Sira ddi, bd sung mét sb6 didu ciia Thong tw s6 47/2010/TT-BYT
ngay 29 théng 12 nim 2010 ciia B) truong B§ Y té huéng din hoat djng
xuit khdu, nhip khiu thudc va bao bi tiép xiic truc tiép véi thudc

Céin cir Ludt Duwoc sé 34/2005-QHI11 ngay 14 thang 6 ndm 2005;

Cén cir Nghij dinh sé 63/201 2/ND-CP ngay 31 thang 8 nam 2012 cua Chinh phu
quy dinh chirc ndang, nhiém vu, quyén han va co cdu 16 chirc ctia B Y 1é;

Can cir Quyét dinh sé 42/2013/QP-TTg ngay 15 thang 7 ndm 2013 cua Thii
tuéng Chinh phu quy dinh vé quan Iy thuéc ding cho ngu'm theo duowg xudt khdu,
nhép khéu phi mdu d:ch va sira doi, bé sung mét sé diéu cua Quy dinh vé viéc nhdp
khéu thuéc chwa cé sé ddng ky tai Viét Nam ban hanh kém theo Quyét dinh s6
151/2007/QD-TTg ngay 12 thang 9 nam 2007 cua Thu twong Chinh phu,

Theo dé nghi cua Cuc truong Cuc Quan Iy Duorc,
B¢ truong Bj Y té ban hanh Théng twe sira doi, bo sung mjt s6 diéu ciia Thong

tw s6 47/2010/TT-BYT ngay 29 thang 12 ndm 2010 hudng ddn hoat dong xudt khau,
nhép khéu thuéc va bao bi tiép xiic truc tiép véi thuéc.

Piéu 1. Sira dbi, bé sung mjt s diéu ciia Thong twr s6 47/2010/TT-BYT ngay 29
thdng 12 nim 2010 ciia B§ truéng B) Y té hwémg din hoat dong xuit khau,
nhip khiu thudc va bao bi tiép xiic tryre tiép véi thude (sau day goi tit 1a Thong
tw 6 47/2010/TT-BYT) nhur sau:

1. Sira d6i Khoan 3 Diéu 4 nhr sau:

“3. Yéu cau dbi v6i phiéu kiém nghiém:

. Khi lam thi tuc thong quan, doanh nghiép nhap khau thudc, bao bi tiép xuc truc
ti€p vdi thude phai xuat trinh hai quan cira khau ban chinh phiéu ki€ém nghi¢m cua
o s& san xuét chlmg nhan dat tiéu chuin chét luwgng cho tlmg 16 thudc nhép khiu
ctia nha san xuit, trir dugc liéu va cac thude quy dinh tai cac Piéu 12, 13, 14, 15, 17
va 18 cua Thong tu nay.

Trudng hop tir 02 co s¢ trd 1€n tham gia san xuét thudc thi chip nhén ban chinh
phi€u ki€ém nghi¢m cua co s san xuat hogc ban chinh phiéu kiém nghiém ctia co s¢
dong goi cudi cting hodc clia co s¢ chiu trach nhiém xudt xudng.
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Hai quan cira khdu luu ban sao phicu kiém nghi¢m c6 dong du x4c nhan cua
doanh nghiép nhap khau”.

2. Sira ddi Piéu 19 nhir sau:

“Piéu 19. Nguyén liéu 1am thudc, dwrgce liéu chwa c6 sé6 ding ky lru hanh,
bao bi tiép xiic tryre tiép véi thude

1. Nguyén liéu lam thuéc dugc phép nhép khiu theo Danh muc nguyén liéu lam
thuée dugc phép nhép khéu do Cuc Quan ly Dugc cong b6 (khdng yéu cau phai c¢6
giay phép nhé_p 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. Nhép khau theo Danh myc nguyén liéu lam thudc dugc phép nhap khau do
Cuc Quan ly Dugc cong bé (khong yéu cdu phai c6 gidy phép)

a) Danh muc nguyén liéu 1am thuéc dugc phep nhap khau (khong yéu cau phai
c6 gidy phép) do Cuc Quan ly Dugc cong bd gdm cac duqc chét, trir cac nguyén
liéu thudc danh muc thudc gy nghién, huéng tdm thén, tién phat dung 1am thudc.
Trudng hop co s& san xuét thay d6i ngudn goc hojc tiéu chuén chat lugng nguyén
liéu, co s& san xuat phai ngp ho so dang ky thay doi theo quy dinh tai Phu luc II
ban hanh kém theo Théng tu s6 22/2009/TT-BYT ngay 24 thang 11 nam 2009 cia B
trudng Bo Y € quy dinh viéc dang ky thuéc va chi dugc nhap khau sau khi c6 van bén
ctia Cuc Quan Iy Duge déng ¥ ndi dung thay ddi, bd sung ctia Cyc Quan ly Dugec.

b) Thii tuc cong bd

- Cyc Quan ly Dugc cong bo Danh muc nguyén liéu 1am thudc dugc phép nhép

khéu (khéng yéu cau phai cé glay phep) tai trang thong tin dién tir cia Cuc Quan ly
Dugc (www.dav.gov.vn) theo Mau s6 16 ban hanh kém theo Thong tu nay.

- Trong théi han 30 ngay lam viéc, ké tir ngay thudc duge cp sb ding ky, Cuc
Quan ly Dugc céng bd Danh myc nguyén liéu lam thudc duge phép nhap khéu.

¢) Doanh nghiép nhap khau

- Co s& san xudt thudc duge cap so ding ky chi dugc phép nhip khiu nguyén
liéu theo ding Danh muc da dugc cong bo.

- Doanh nghle.p kinh doanh c6 chirc niing nhap khiu nguyén lieu lam thudc duge
phep nhap khiu nguyen liéu thuoc Danh myc nguyén li¢u lam thudc duqc phép nhép
khéu (khéng yéu ciu phai co gidy phép) do Cuc Quén ly Dugc cong bd.

d) H so va thii tuc nhap khiu

- Co s san xuét ¢6 nhu cu nhap khiu nguyén lidu dé san xuét thudc, doanh
nghiép nhép khéu nguyén ligu dé kinh doanh 1am thu tuc tryc tiép véi hai quan cira
khéu dé dugc nhép khau cac nguyén liéu theo Danh myc d4 dugc Cuc Quén ly Duge
cong bod;
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- Co s& san xut thudc phai xuét trinh Gidy chimg nhén du diéu kién san xuét
thudc hodc Gidy chimg nhén thyrc hanh tét san xuit thuéc (GMP) theo quy dinh tai
diém c, diém d khoan 1 Piéu 3 Théng tu nay;

- Doanh nghiép nhap khau nguyén liéu dé kinh doanh phai xuét trinh Gidy chimg
nhan du diéu kién kinh doanh thudc (hinh thic ban budn hogc xuat nhap khéu thudc)
va Giay ching nhén thyc hanh tot bao quan thuoc (GSP) véi pham vi kinh doanh
phii hop theo quy dinh tai diém a khoan 1 Piéu 3 Théng tur nay;

- Thoi han nhap khiu nguyén li¢u lam thudc theo hinh thirc cong bd c6 thoi han
bing hiéu luc sé dang ky cia thudc san xuét tir nguyén liéu dé;

- Doanh nghiép nuéc ngoai cung cip nguyén liéu lam thudc vao Viét Nam phai
¢6 Gidy phép hoat dong vé thudc va nguyén liéu lam thuéc tai Viét Nam con hiéu
luc theo quy dinh tai khoan 12 DPiéu 3 Thong tu nay.

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

a) Nguyén liéu 1am thudc dugc nhap khiu theo hinh thirc gidy phép nhap khéu
bao gém:

- Nguyén li¢u lam thudc khong thude dién dugc phép nhap khiu theo hinh thirc
cong b quy dinh tai khoan 2 Diéu nay;

- Nguyén lidu thudc danh myc thudc gay nghién, huéng tim thin, tién chit dung
lam thuoc;

- Nguyén liéu 1a ta dugc, vé nang thudc, bao bi tiép xuc tryc tiép véi thudce;

- Nguyén liéu ding cho nghién ciru, kiém nghiém;

b) Doanh nghiép nhap khiu nguyén liéu theo hinh thirc gidy phép nhap khéu va
doanh nghiép nudc ngodi cung cip nguyén liéu lam thubc vao Viét Nam dugc quy
dinh tai Diéu 3 Théng tu nay;

c) Ho so dé nghi cép gidy phép nhap khiu

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

- Bén tiéu chuén chit lugng va ban phuong phap kiém nghiém nguyén liéu,
dugrc ligu, bao bi tiép xuc tryc tiép véi thube ddi véi cac nguyén ligu, bao bi c6 tiéu
chuan chat lugng va phuong phap kiém nghiém ciia nha san xuét hodc ban photo
chuyén !u,ﬁn tiéuhchuz‘in chét lugng cua duge dién trir truong hop ap dung tiéu chuin
dugc dién chau Au, Anh, Hoa Ky, Quéc té, Nhat Ban;

- Bé"fi véi nguyén liéu 1am thuée 1a thubc gay nghién, huéng tdm than, tién chét
1am thudc phai giri kém theo Béo cdo ton kho theo MAu sé 3 ban hanh theo Thong
tu nay.
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d) Thi tuc cép gidy phép nhip khau

Doanh nghiép guri hd so dén Cuc Quén ly Duge - B3 Y té. Trong thoi han 07 ngay
lam viéc, ké tir khi nhan duoc ho so hop 1€, Cuc Quan Iy Dugc - By Y té xem xét cap
gidy phép nhap khau.

Poi voi nguyén liéu lam thude la thude gdy nghién, huong tam thén, tién chét
lam thudc, trong thoi han 15 ngay lam vn::c ké tir khi nhan duoc ho so hop 1€, Cuc
Quan ly Dugc - B§ Y té xem xét cap glay phép nhap khau.

Trudmg hop khéong cip gidy phép, Cuc Quan ly Dugc - Bo Y té ¢6 van ban tra
161 doanh nghiép va néu rd ly do.

d) Gidy phép nhap khu nguyén liéu 1am thudc chwa c6 s6 ding ky c6 gi tri toi
da 02 nam, ké tir ngay ky.”

3. Sira di va ban hanh bd sung céc biéu miu nhw sau:

a) Ban hanh Miu s6 1 kém theo  Thong tu nay b6 sung vao Phu luc Thong tu
s6 47/2010/TT-BYT (bﬁ sung Miu s6 16).

b) Ban hanh Mu sb 2a, 2b, 2c, 2d, 2d thay thé cac Méu s 12a, 12b, 12c, 12d
ban hanh theo Théng tu s6 47/2010/TT-BYT.

¢) Ban hanh Mau s 3 thay thé MAu s 1a ban hanh theo Thong tr 6 47/2010/TT-BYT:

d) Ban hanh Mu s6 4 thay thé MAu s6 3 ban hanh theo Théng tw s6 47/2010/TT-BYT;

@) Ban hanh Mau s6 5 thay thé M3u s 6a ban hanh theo Théng tur s6 47/2010/TT-BYT:

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

f) Ban hanh Mau s 7 thay thé MAu s6 7c ban hanh theo Thong tw s6 47/2010/TT-BYT:

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

Diéu 2. Piéu khoan chuyén tiép

1. HG so dé nghi cap gidy phép nhap khiu thudc chua cé sb dang ky ndp trude
ngdy 01 thang 01 ndm 2014 thyc hién theo quy dinh tai Thong tu s6 47/2010/TT-BYT
ngay 29 thang 12 ndm 2010 cia BJ truong BY Y t€ huéng dan hoat dong xuat khau,
nhép khau thuoc va bao bi tryc tiép vai thudc.

2. Gidy phép nhdp khiu nguyén liéu lam thudc chua c6 sé déng ky dugc cép
trude ngay Thong tu ndy c6 higu lyc duge phép thuc hién cho dén hét théi han ghi
trong giay phép.

Piéu 3. Piéu khoan thi hanh

1. (;uc Quan ly Dugc cong bd trude ngay 31 thang 12 nam 2014 d6i véi tit ca
cac thudc da dugc cap sé dang ky trude ngay 01 thang 7 nam 2014.

2. Ké tir ngay 01 thang 7 nam 2014, Cyc Quan ly Dugc cong b nguyén liéu thugc
Danh muyc nguyén liéu lam thudc dugc phép nhap khiu (khong yeu cau phai ¢ gidy
phép) trong thai han 30 ngay lam viéc, ké tir ngay thude dugc cdp s dang ky.
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Diéu 4. Hiéu lyc thi hanh
Théng tu nay c6 hiéu lyc thi hanh ké tir ngay 01 thang 01 nim 2014.
Khoén 3 Diéu 4, Dléu 19 Théong tu s& 47/2010/TT-BYT, Miu sb la, M3u sb 12a,

12b, 12¢, 12d, Mau b 3, Mau s 6a, Mau s6 7a, Mau sb 7c va Méau s6 11¢ ban hanh
theo Thong tr s6 47/2010/TT-BYT hét hiéu lyc thi hanh ké tir ngay Thong tu ndy c6
hiéu lyc.

Trong qué trinh thyc hién, neu c6 kho khan, vuéng mﬁc dé nghi céc t6 chirc, ca
nhan phan anh kip thoi vé BO Y té (Cuc Quan 1y Dugc) dé duge huéng dan hoic sira
dbi, bd sung cho phu hgp./.

KT. BQ TRUGNG
THU TRUONG

Pham Lé Tuén
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PUQC PHEP NHAP KHAU KHONG YEU CAU PHAI CO GIAY PHEP NHAP KHAU

Phu lyc I
(Ban hanh kém theo Théng te so 38/201 3/TI-BYT ngdy 15 thang 11 ndm 2013 ciia B) truong

Bj Yié su'a ddi, bo Sung | mot 5o 3 diéu Thong e $6 47/2010/TT- BYTcua Bj !ru'ong
BjY1é huetmg ddn xudt khdu, nhdp khdu thudc va bao bl truc tiép véi thude)

Miu s6 1

CONG BO DANH MUC NGUYEN LIEU LAM THUOC

PE SAN XUAT THUOC THEQ HO SO DANG KY THUOC

STT

Tén
nguyén
liéu

Tén cong ty
san xudt
nguyén liéu

Tén nudc
(noi san xuat
nguyén ligu

Tén thude
thanh
phfim

Ngdy
cép
SDK

Thoi
han
hiéu luc
SDK

Ngay cong

bé, sb vin

bén cong
b6

Tén Cong

ty sén Xudt

thude thanh
pham

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

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

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

=
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Miu s6 2a
TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
A Dic lip - Ty do - Hanh phiie

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

Kinh giri: Cuc Quin I Dugc - B9 Y té

(Doanh nghiép) dé nghj Cyc Quan 1y Dugc - BY Y té xét duyét nhap khdu cac nguyén ligu, t4 duge dé sin xuat thude
nhur sau:

S5 dang ky ca thude
a A 1iA \ ' ) TA A t T. A t d ) AL
Tén nguyén l1¢:u, ha?l Donvi | S | Ticu chuin e.n congy én con;gy u?c san :cuat :u bap
STT| lugng, dang bao ché, , : sanxuat- | cungcap- | thanh pham dé nghi
, B tinh |lugng| chatlugng | ., o NN
quy cach dong goi Ténnuéc | Ténnude | nhdp (néu nhip bén
thanh phém)
CUC QUAN LY DUQC sy NGRY... hiNG... V...
Chép thugn don hing nhp khéu gom.... trang.... khodn Gidm doc doanh nghiép nhdp khiu
kém theo Cong vn 50...../QLD-KD ngdy.... théng... (Ky, ghi rd ho tén, dong dau)

nam.... cia Cuc Quan 1y Duge - B3 Y .
Ha N§i, ngay... thang... ném...

CUC TRUONG

(44

Y10Z-£-C1 AeBN/FOE + £0€ 9S/OVE DONOD
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Mu s6 2b

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
N — Dic lip - Tw do - Hanh phic

PON HANG NHAP KHAU DUQC LIEU CHUA C0 SO DANG KY
Kinh gir: Cyc Quan Iy Dugc - By Y té

(Doanh nghiép) dé nghi Cuc Quin Iy duge - BY Y 1 xét duyét nhdp khéu chc duo igu dé sin xudt thude sau:

'[en .d‘uqc l}?u Tén khoa hoc | Don v 86 | Tiéu chuan Nguén géc duoe L coqgty .
STT| (ténténg Vict, (tiéng Latinh) | tinh | luong chit legng | liéu - Tén nudc cungap- | Ghi chd
bg phén ding Tén nudc
10 Y O Y
3
| CUCQUANLYDUGC ..  nghy... théng... nam.....
Chép thudn don hing nhdp khau gom.... rang....khoén Giém ddc doanh nghip nhdp khau
kém theo Cong van 50..../QLD-KD ngdy.... thing.... (Ky, ghi rd hg tén, dong dau)

nam.... cia Cuc Quan ly Duge - B Y €.
Ha Noi, ngay... théng... nam..
CUC TRUONG

€T

+102-€-TI Kﬁwmg_f £0€ 9S/0vVd DNQD
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TEN DOANH NGHIEP NHAP KHAU
80 v

Miu sb 2¢

CONG HOA XA HOI CHU NGHIA VIET NAM
Dje 14p - T do - Hanh phitc

DON HANG NHAP KHAU BAO Bi TIEP XUC TRUC TIEP VOT THUOC
Kinh gif: Cuc Quén Iy Duge - B3 Y té

(Doanh nghiép) dé nghi Cuc Quin Iy Dugc - BG Y té xét duyét nhap khéu bao bi tiép xic tryc tiép voi thude sau dé

san xuat thudc:
Tén bao bi tiép xic - Tiéu chudn | Tén cong ty san xudt - | Téncongty cung | Ghi
STT " “p . |Donvjtinh| S0 lugng | ,gty . : gty ’g .
tryec tiép vdi thude chat lugng Tén nude cap-Ténnuéc | chi

R
2

kém theo Cong vin sb..../QLD-KD ngay.... théng....

nam.... cia Cuc Quan Iy Duge - B Y té,
Ha Noi, ngay... thang... ndm...
CUC TRUGNG

...... , ngay... thang... ndm......
Gidm dc doanh nghiép nhdp khiu
(Ky, ghi 16 ho tén, dong diu)

L4

v

P10Z-€-C1 ACBN/POE + £0€ 90S/OvVd DONOD
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Mau 56 2d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S0 s Pic lip - Tw do - Hanh phic

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

Kinh giri: Cuc Quan ly Dugc - B Y t

Tén doanh nghiép nhdp khdu (bao gdm ca tén viét tit, tén tiéng Viet, t8n iéng ABhY...rssssrn
Dia chi (bANg tENG VIEt, HENG ANRY......ooovvesrssssmsssssmssmssssssssssssssssssss e

Tén nguyen liu, Ténvidia | . .. .| Ténvadia
o hamlung, dng | 7 Tichun) S gy S5 | i Cogly | (o 0ot | i Cngty | G
bao ché, quy cach | , |chdtlwong| (néucd) |luong| sdnxudt- | % By X cungcdp- | chi

Ao g tinh .. |khau-Ténnuoc| —.° %

ong goi Tén nudc Tén nudc

2

Cira khéu du dinh s& dua hang vé (ghi o tén san bay, hai cang):
Ché y: Tén va dia chi cia Cong ty san xust, Cong ty cung cap phai ghi day du, chi tiét

Noi nhén: Y Ngay... thang... nm...
- Cuc Quan Iy Dugc - By Y té Giém dc doanh nghiép nhdp khiu
- Luru tai don vi (Ky, ghi rd ho tén, dong ddu)

Y10Z-€-T1 Ke3N/FOE + £0€ 9S/0OVd ONQD
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Mu 56 2d

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
so: |/ Dic lap - Ty do - Hanh phic

DON HANG NHAP KHAU NGUYEN LIEU, BAN THANH PHAM CHUA CO SO DANG KY
(Péi véi cdc tromg hop ddc biét, nguyén liéu, ban than pham chita Streptodornase, Streptokinase va chira cdc
Cephalosporin, cdc chit ikc ché beta-lactamase)
Kinh guri: Cuc Quén ly Duge - B Y té

(Doanh nghiép) d nghi Cuc Quan Iy Duge - By Y té xét duyét nhip khau céc nguyén lidu, t4 dwge dé san xudt thude
nhur sau:

6 ding ky cia | Hoat chét, nong d9, ham

Tén nguyén ,
thude duge san Iucrng clia thudc dugc san

o, bam | Donvi| S5 | Tiéu chun | Ton COUBYY | Tencongty

ST lwong, dang | tinh | hagmg | chét lugng ;a:n";lféc CTu:ng::gc xudt tr nguyén | xuat it nguyén liéu dé nghi
bao che liéu dé nghi nhdp ihp khiu
LI S S AU SO NSRS NN NSNS A,
e e e s
Cam két ciia doanh nghip:

Chc nguyén liéu dé nghi nh3p Khdu chi dé san xudt thudc thanh pham da duge cap ) ding ky lirw hanh con higu lue.
(Doanh nghiép) cam két thyc hién ding céc quy dinh hign hanh vé xudt nhdp khéu thude va cac quy dinh vé dwge co
lién quan.

CUC QUAN LY DUOC
Chép thuan don hang nhdp khu gom... trang.... khoan ooy NEAY... thing... ndm......
kém theo Cong van 50......./QLD-KD ngay.... thng.... Gidm dbc doanh nghiép nhdp khau
aM...... cia Cuc Quan 1y Duge - BY Y 6 (Ky, ghi rd ho tén, dong ddu)

Ha Ngi, ngay.... théng..... nam...
CUC TRUONG

9T

v10Z-£-C1 ABBN/FOE + £0€ 9S/0vVd DNOD
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TEN DOANH NGHIEP NHAP KHAU

Mau s6 3 o
CONG HOA XA HOI CHU NGHIA VIET NAM

o Dijc lap - Ty do - Hanh phic
BAO CAO NHAP KHAU VAC XIN SINH PHAM
. Ddi voi don hang xin | .., Tén don
Tén véc xin, , Congty| .. \ o
YT him | Don | ", INgiy| | o [ GPAK sn | o (Cong) vidy
STT | Tugng, dangbio | vi san xuat ha So| So |Cong 6 giky ohé Uit Congty | ty | thic
uf!g’ 8 ;0 i Han khz:iﬁ 0 [lrong | dung hg[ ﬁiup Ngdy Tén’ cung cap, | nhp | - nhip
ARk ding nhgpihan 1 i | en mude | khiu | Khdu
déng goi (néu c0) nude (161 o)

.......

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

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

, ngdy... thang... nam......
Gidm doc doanh nghip nhp khiu
(Ky, ghi rd ho tén, dong dau)

t102-€-T1 AeBN/POE + £0€ 95/0vd DNQOD
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Miu s 4

CONG HOA XA HQI CHU NGHIA VIET NAM

TEN DOANH NGHIEP NHAP KHAU
0 Dic lap - Tyr do - Hanh phiic

]

'BAO CAO TON KHO THUOC GAY NGHIEN
(HOAC THUOC HUONG TAM THAN, TIEN CHAT DUNG LAM THUOC)

(Nguyén ligu, thinh phdm)

Kinh giri: Cuc Quan Iy Duge - B Y té

Tén thudc, ham hrong,| Don | S6 lugng | - S VAR o ;
ST dangbaoché, quy | vi | tonkho nhgs tl::)?l[;ggkj/ ngg Tott:(%nsgo;;at gg;ykh? d/en Hu hao | Ghi chu
cachdonggoi | tinh | kytrude |
Noi nhdn Nguoi lap bdo cdo
oy NGAY........ thaing....... ndi...
-CycQLD-By Y té 1
- Luru tai co s¢ Gidm ddc doanh nghiép nhip khau

(Ky, ghi rd ho tén, dong dau)

*Chi y: S0 lwong béo cao phai dug cdp nhat ngay trudc thoi gian xin nhip khiu,
* Bao cao p dung: Co s¢ ban budn thude.

8¢
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Mau 56 §

TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
80 o Djc Iap - Ty do - Hanh phiic

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

Kinh giri: Cuc Quan Iy Dugc - B Y té
(Doanh nghiép) kinh d¢ nghi Cuc Quan Iy Dugc - BY Y té xem xét duyét d& Doanh nghiép nhdp khau thudc hiém,

4

thudc cho nhu cau diéu tri ctia bénh vién trong trudng hop déc bigt nhu sau:

Tem thude, b |y DM 68 | Han | Tiw chudn | Cong
lrgng, dang bao ché, bt | V! luong | ding | chit hrong | dung
quy céch dong goi tinh| '

Téncongty | Téncongty | Téndon viuy
san xuat- | cungcap- | thac nhdp khau
Ténnuwéc | Ténnude (néu cd) *

* Doanh nghiép chi duge nhan iy théc nhip khéu khi ndp day dii ho so theo quy dinh tai Diéu 12 Thng ti nay.
Néu khong phai 12 nhap khau ty thac, phai ghi rd 1a: “Kinh doanh tryc ti¢p”

' CUCQUANLYDUGC .. , ngay... théng... nam.....
Chép thun don hing nhép khéu gdm... rang... khodn Gidm doc doanh nghigp nhip khiu
kém theo Cong vén 50..../QLD- KD ngay... thang.... (Ky, ghi rd ho tén, dong dau)

nim.... cia Cyc Quan Iy Dugc - B Y te.
Ha N¢i, ngdy... thang,.. nim...
Cuc trirong

r102-€-T1 ABSN/H0E + £0€ 9S/0Vd DNQD
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TEN DOANH NGHIEP NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
DBic 1dp - Tir do - Hanh phiic

DON HANG NHAP KHAU VAC XIN, SINH PHAM Y TE THEO NHU CAU BIEU TRI DAC BIET
CUA CO SO DIKU TRI, CO SG TIEM PHONG, CO SO XET NGHIEM

Kinh giri: Cuc Quin Iy Dwgc - B Y té

(Doanh nghiép) kinh d& nghj Cuc Quan 1y Dgc - B3 Y té xem xét duyét dé Doanh nghiép nhap khéu vic xin, sinh
pham y té chura 6 s6 déng ky sau:

lenvicxin, SP.Y T h?m Donvi | S6lugng | Han | Cong | Téncdng ty san Ten cOre Y T?n do*p Wrd
lrong, dang bao ché, | i | : me ' | cungcdp- |thac nhap khéu
e tinh |nhép khau| dung | dung | xuét-Tén nuoc A oy
quy cach déng goi Tén nurde (néu c0)

* Néu khong phai I nhap khdu ity thac, phai ghi r3 [4: “Kinh doanh tryc tiép”
Doanh nghigp xin cam két thyc hign ding céc quy dinh lién quan dén viéc nhdp khdu, van chuyén, bio quan, phan phéi céc
véc xin (sinh pham y t€) trén theo diing quy dinh hién hanh.

CUCQUANLY plgc .. , ngdy... thang... ndm......
Chép thudn don hang nhap khdu gom... trang... khoan Gidm ddc doanh nghiép nhp khiu
kém theo Cong van 50.../QLD-KD ngay... thang... (Ky, ghi rd ho tén, dong dau)

ndm... ctia Cyc Quan ly Dugc - B Y te.
Ha Noi, ngdy... thang... ném...
CUC TRUONG

0g
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COMMITMENT
BAN CAM KET
To ensure the quality of vaccine and medical biological products
Dam bao chat lwgng vic xin, sinh phéam y té
To: Drug Administration of Vietnam
Ministry of Health, S.R Vietnam
138A Giang vo Street, Ha noi, Viet Nam
Kinh giri: Cuc Quan Iy Duwrge - Bé Y té
1384, Giang V6, Ha Néi, Viét Nam
Supplier’s name/Tén céng ty cung cap:

Address/Dia chi:

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

Address/Dia chi:

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

Chuing 16i xin bao dam cdc vac xin, sinh pham y té sau do chiing t6i cung cap:

Name of vaccine, blologlcals, Packaging form Produced by

No (Tén vic xin, sinh phim va quy cich déng géi) (San xuit béi)

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

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

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

Duege san ruar theo tiéu chuan GMP, dong thoi dat cac yéu cau vé chat hegng vdc xin,
sinh pham y té ciia co quan c6 tham quyén tai nudc xudt xir.

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

_ San phdm trén hi¢n dang dwgc phép leu hanh tai nudc xudt xir va duge cap phép lan
dau vao nam:

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

C hzmg t6i xin chdp hanh cdc lugt I¢ va quy dinh trong linh viee vdc xin, sinh pham y té
cua nudc Cong hoa xa hgi chu nghia Vi¢t Nam va chiu s thanh tra kiém tra ciia co quan
c6 tham quyén ciia Viét Nam.

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

C hzmg 16i xin hocm toan chiu trdach nhiém trieée phap ludt vé tiéu chudn chat lwong
cua vdc xin, sinh pham y té trén.

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

Director of Supplier Director of Manufacturer

(Giam doc cong ty cung cap) (Giam doc cong ty san xudat)
Sign (Ky) Sign (ky, ghi ré ho tén)
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TEN CO SO NHAP KHAU
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MAu 56 8

CONG HOA XA HOI CHU NGHIA VIET NAM

Pic lip - Tu do - Hanh phiic

PON HANG NHAN THUOC LAM MAU PANG KY LUU HANH KIEM NGHIEM/NGHIEN CU'U/
THU NGHIEM LAM SANG/ NGHIEN CU'U SINH KHA DUNG/TUGNG DUONG SINH HQC

Kinh giti: Cuc Quan ly Dugc - B Y té

(Co s nhdp khdu) kinh dé nghi Cuc Quén Iy Duroc - B3 Y té xét duyét cho nhdn céic thuoc Fam méu ding ky lru

hanh, kiém nghiém/nghién ciw/thir nghiém lim sang/nghién ciru sinh kha dung/twong dwong sinh hoc sau:

STT

Tén thude ham lugng
dang bao ché, quy cach
dong goi

Hoat chat

Han ding

Tén cong ty
san xuat -
Tén nude

Tén cong ty
cung cép -
Tén mude

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

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

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

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

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

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

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

kém theo Cong vén s0../QLD-...

CUC QUAN LY DUOC

Chép thuan don hng nhap khdu gom trang... khodn

. ngay... thang...

nam... cia Cuc Quan Iy Dugc - B Y té,

Ha N§i, ngay... thang... ndm...
CUC TRUONG

........

, Ngay... théni

. nam....

Nguoi dimg dau co sér
(Ky, ghi rd ho tén, dong dau)

(43
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