Nguoi ky: CONG THONG TIN BIEN TU CHINH PHU
Email: thongtinchinhphu@chinhphu.yn
Co quan: VAN PHONG CHINH PHU

CHINHPHU VvNThoi gian ky: 16.07.2025 13:59:59 +07:00

CONG BAO/S6 879 + 880/Ngay 14-7-2025

VAN BAN QUY PHAM PHAP LUAT

CHINH PHU

Nghi dinh s6 163/2025/ND-CP ngay 29 thang 6 nim 2025

quy dinh chi tiét mdt s6 diéu va bién phap dé to chirc,

hwéng dan thi hanh Luit Duoc

(Tiép theo Cong bao sd 877 + 878)

Phu luc IT
MAU PON, BIEN BAN, BAO CAO

POI VOI THUOC PHAI KIEM SOAT PAC BIET

(Kém theo Nghi dinh sé 163/2025/NP-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)

Mau sb 01

Bién ban giao nhan thubc gay nghién/thudc hudng than/thude tién
chat/nguyén liéu 1am thudc 13 dugc chat gay nghién/duoc chét
hudng than/tién chéat dung lam thudc.

Mau s6 02

Bio cdo xuat khiu/nhip khiu thudc giy nghién/thudc hudng
than/thudc tién chat/Nguyén lidu lam thudc 1a dugc chat giy
nghién/dugc chat huéng than/tién chéat dung 1am thude

Mau sb 03

B4o c4o xuit khau/nhap khau thubc dang phdi hop cé chira duoc
chat gay nghién/thudc dang phdi hop c6 chira duoc chit hudng
than/thuéc dang phdi hop c6 chtra tién chat/thuéc phong xa/thude
doc/thude trong danh muc thude, duge chit thudc danh muc chat
bi cAm sir dung trong mot $6 nganh, linh vuc

Mau s6 04

Bao cao dinh ky Xuat, nhép, tdn kho, sir dung thudc gay nghién,
thudc hudng than, thude tién chat/nguyén liéu 1lam thude 1a dugc
chat gdy nghién/duwoc chat huéng than/tién chat ding lam
thudc/Thube phong xa, nguyén liéu lam thudc 14 chat phong xa,
thubc doc, nguyén liéu doc lam thudc, thude, dugc chit trong danh
muc thudce, duge chit thudoc danh muc chat bi cAm st dung trong
mot s6 nganh, linh vyc cua co s& san xuét, xuét khau, nhap khéu
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Mau s6 05

Bio c4o sur dung nguyén liéu 1am thudc 1a dugc chat gay nghién/
dugc chat hudng than/tién chat dung 1am thube

Mau sb 06

Bao cao dinh ky Xuét, nhap, ton kho, st dung thude gay nghién,
thuc hudng than, thudc tién chat, thudc dang phdi hop cé chira
duoc chit gdy nghién, thudc dang phdi hop c6 chira dugc chit
hudng than, thubc dang phdi hop cé chira tién chat, thuéc phong
xa, nguyén liéu 1am thudc 1a chit phong xa, thudc doc, nguyén
liéu doc lam thude, thube, duge chat trong danh muc thude,
duoc chét thudc danh muc chat bj cAm su dung trong mat sb
nganh, linh vyc cua co s¢ ban buon, ban 1€, co sé t6 chtre chudi
nha thube

Mau s6 07

B4o cao trong truong hop that thoat, nham 1an thudc, nguyén lidu
lam thudc phai kiém soat dic biét

Mau sb 08

Bao céo viéc quan 1y cic co s& ban budn, ban 1& thudc giy
nghién, thudc hudng than, thudc tién chat, thudc dang phdi hop
chua tién chat

Mau s6 09

Bao cédo nhdp khiu, xuit khau thudc gdy nghién, thubc hudng
than, thudc tién chat, nguyén liéu lam thudc 13 dugc chat giy
nghién, dugc chat huéng than, tién chat ding 1am thudc cia cac co

s& trén dia ban

Mau sb 10

Bién ban hily thudc gy nghién, thuéc hudng than, thudc tién chat,
nguyén liéu 1am thudc 13 duoc chit gay nghién, dugc chit hudng

than, tién chat dung lam thudc

Mau sb 11

Tai liéu thuyét minh co s& dap tng bién phap vé an ninh, bao dam
khong that thoat thudc phai kiém soat dic biét

Mau sb 12

Pon hang mua thudc gy nghién, thudc hudng than, thudc tién
chat, thudc dang phdi hop co chira tién chat/nguyén liéu lam thudc
1a dugc chat gay nghién/duoc chit hudng than/tién chat dung lam
thudc; nhuong lai nguyén lidu lam thudc 13 dugc chat giy

nghién/duoc chat huéng than/tién chat dung lam thudc
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B4o c4o xuat - nhap - ton thubc giy nghién/thudc hudng than/
thudc tién chat/thudc dang phdi hop c6 chira tién chat/nguyén licu

Mau s 13 \ A 1x A, A A A . A JeiA A
lam thuoc 1a dugc chat gdy nghién/dugc chat huéng than/tién chat
dung lam thudc

x 2 Pon d& nghi nhugng lai nguyén liéu lam thubc 13 duoc chat gay

Mau so 14

nghién, duogc chat huong than, tién chat dung lam thude
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MAu s6 01

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

BIEN BAN GIAO NHAN
THUOC GAY NGHIEN/THUOC HUONG THAN/THUOC TIEN
CHAT/NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/
DUQC CHAT HUONG THAN/TIEN CHAT DUNG LAM THUOC

| S R o A4 T 1o LSS
o O 31 e] 1§ LT ROUURTRTRRRRT
= NGUOT 120 . e eieeiiiieeeiiee ettt et e e ettt e e ettt e e et eeestaeeesesbeeesssaaeeeenssseeesnsseeesnnes
- S6 Thé cin cude/Ho chiéu/Cac gidy to tuong duong Khac:..........cevveeueeeeenne..
NOT CAP e, NGAY CAP e
2. Tén co sé nhan:
m 1A G e e aaaas
= NGUOT NNAN ...ttt e e e e b e e e e aree e eaneeeea
- S6 Thé cin cude/Ho chiéu/Cac gidy to tuong duong Khac:..........cevveeeeeeeennee..
NOT CAP e, NBAY CAP: et
3. Danh myc méat hang giao nhan:
Nguyén li¢u/Tén Pon ) So héa So gidy dang ky
TT th}uﬁc, (}an‘g bao che, Vi So d.(:n/Sﬁ; lu’u’hﬁnhﬂ; So gxiﬁy Gh’i
nong do/ham luwong, tiI;h lwgng | phi€u xuat [ phép nhap khau; chu
quy cach dong goi kho cong van duyét mua
1) (2) 3) “4) (5) (6) (7)
1

4. Thoi gian giao nhan: (Cac) mat hang trén dugc giao, nhan vao... gio... phit
ngay...... thang.... nam........

5. Pja diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):

6. Cam két:

Céac thude, nguyén li¢u lam thudc da duoc giao nhan dﬁy du theo Danh muc
mat hang tai khoan 3 cta Bién ban nay.

Bién ban nay duoc hai bén thong nhét va lap thanh 02 ban, mdi bén giit 01 ban./.

...... , ngay... thang... nam.......
BEN GIAO BEN NHAN
(Ky va ghi ro ho tén) (Ky va ghi ro ho tén)

Ghi chu: Bién ban giao nhan phai c6 toi thi€u cac thong tin néu tai biéu mau nay, co sd co
thé bo sung céac thong tin khac phu hop véi viée giao nhan.
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MAu s6 08

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

BAO CAO
Viéc quan ly cac co s& ban buén, ban 1é thuoc gay nghién,
thuoc hudng than, thuoc tién chat, thuoc dang phoi hgp chira tién chat

1. Danh sich co s¢ ban budn, ban 1¢ thudc gay nghién, thudc hudng than, thude
tién chat, thuéc dang phdi hop chua tién chat:

sTT | Lencosoban Dia chi Ghi chi
buon, ban 1é :

2. Danh sach mat hang thudc gay nghién, thuéc hudng than, thudc tién chat
thudc dang phéi hop chira tién chat (Tinh cho timg co so ban budn, ban 1¢):

Tén co sé bin Tén thudbec, hoat chit, Tén co s& Tén co sé
STT " Y nong do/ham lwong, san xuat cung ung
buoén, ban 1¢é k i = 2 y:
quy cach dong goi thuoc thuoc

THU TRUONG CO QUAN LAP BAO CAO
(Ky tén, dong dau)



CONG BAO/S6 879 + 880/Ngay 14-7-2025 13

MAu s6 09

CONG HOA XA HOQI CHU NGHIA VIET NAM
— Poc 1ap - Tu do - Hanh phic

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

BAO CAO
Viec nhap khéu, xuit khiu thudc gay nghien, thude hwdéng thén,
thudc tién chat, nguyen liéu lam thudc 1a dugc chit gay nghién, dugc chit
hudng than, tién chat dung lam thudc ciia cac co sé trén dia ban

Kinh glri:..cooieiiiiiiiieiiee,

1. Théng tin vé viéc nhap khau thudc gay nghién (tinh cho timg quy trong nim):

Tong khoi lwong nguyén | Nudc
li€u (tinh theo hoat chat xuat
dwge quy doi ra dang khan) | khau

Ghi
chu

Tén thube S6 lwong nhip

T nhap khdu |khau, don vi tinh

2. Thong tin vé viéc xuat khau thudc gdy nghién, nguyén liéu 1am thudc 1a
duogc chat gay nghién (tinh cho ting quy trong nam):

Tén thubc, S6 luwgng xuit [Tong khdi lwong nguyén liéu| Nudéc
TT | nguyén li¢u lam | khau, don vi | (tinh theo hoat chat duwgc nhap
thuoc xuat khau tinh quy doi ra dang khan) khau

Ghi
chu

3. Thong tin vé thudc gy nghién, thuéc hudng than, thude tién chat duoc nhap
khau trong nam (s6 liéu duoc tong hop tir bao cdo cla co s¢ nhap khau):

s6 Khdi lwgng Khdi lwong
S0 lwgng luwon So hoat chat | Ton hoat chat
ton kho ng lwgng | dwge quy do6i| kho | dwgce quy doi
A Pon S s nhap X Ko .
TT Tén vi ky bao Khiu xuat |ra dang khan| cuoi |ra dang khan| Ghi
thuoc tiI{h cao trwdc tron trong | twong ung ky twong ung chu
chuyén ky b fo ky bao | véi so lwgng | bao | véi so lwgng

cao xuét trong | cdo | ton kho cudi
ky ky bao cao
M @ | G (4) ) (6) (7 (8) ©) (10)

sang cao
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4. Thong tin vé thudc gy nghién, thuéc hudng than, thudce tién chat, nguyén
liéu 1am thudc 13 dugc chat gay nghién, dugc chat huéng than, tién chat dung
lam thudc duoc xuat khau trong nam (sb liéu duoc tong hop tir béo céo cua co
s& xuat khau):

Sé Khoi lwgng Khoi lwgng
P S6 hoat chit Y hoat chit
50 lugng lwgn lwong du’;)’c u Ton du’;)’c u
ton kho d g xuat | . Y 1 kho Ze uy
" « | Don “yx san z | doi ra dang z. | doi ra dang .
Tén thuoc/ ] ky bao P Kkhau cuoi Ghi
TT A vi , . | xuat khan twong . | khan twong R
nguyén liéu | , ° |cdo trudce trong | |, .. z | Ky R re K chu
tinh P trong . ung voi so , ung voi so
chuyén s, ky Z bao N
ky bao h lwgng xuat , lwgng ton
sang L bao 2 cao Ae 1 s
cao , khau trong kho cuoi ky
cao \ (s
ky bao cao
(D 2 3) 4 3 | 6 (7 8 €] (10)
THU TRUONG CO QUAN LAP BAO CAO
(Ky tén, dong dau)
Ghi chu:

- Tai ¢t ghi chu, can ghi 13 sb gidy ding ky Iuu hanh cua thudc, nguyén li¢u lam thudc.
Truong hop khong co6 gidy dang ky luu hanh, dé nghi ghi rd thong tin thudc (hoat chat, ham
luong/nong do, quy cach dong goi).

- Muc 3, 4: chi thyc hién tai quy IV hang nam voi sb liéu tinh tr ngay 01 thang 01 dén
ngay 31 thang 12 cua nam béo céo.
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~

Maiu s6 10
CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

BIEN BAN
Hiiy thudc giy nghién, thudc hwéng than,
thudc tién chat, nguyén liéu 1am thudc 13 dwoe chit gy nghién,
dwoc chat hwéng than, tién chat dung lam thudc

Can c&r Quyét dinh sb......./.... ngdy.... thang... nam... cta (1)........ thanh 1ap Hoi
d6ng hity thuée/nguyén lidu lam thude phai kiém soat dic biét

I. Pai dién cac bén gom:

1. Pai dién cta co quan quan 1y nha nudc cé tham quyén:

2. Hoi dong huy thube cua (1).... gdbm:

3. Pon vi thuc hién viée xtr 1y, tiéu hiy (néu co)

~ Cung chimg kién va xac nhan viéc tiéu hay thuéce/nguyén liéu 1am thudc phai

kiém soat dac biét............. nhu sau:

Tén thuoc, hoat chat, nong S8 S8 luwon So
do, ham lwgng, dang bao ché,| S6 | Han [DPon vi ~ 1% g luwgng
TT . . AR P , lwgng | dalay
quy cach dong goi/Tén 10 [dung| tinh | » ° 7 x thuc
PO X can huy| mau .
nguyén liéu lam thuoc huy

IL. Phwong tién van chuyén dén noi hity (néu c6):

I11. Phu’0’ng phap huy:

IV. Cam ket:

Viéc huy thube/nguyén liéu 1am thude phai kiém soat dic biét dam bao tuan
thit diy du cac quy dinh tai Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025 cua
Chinh pha quy dinh chi tiét mot sé diéu va bién phap dé to chic, hudng dan thi
hanh Luat Duoc va ctia phap luat c¢6 lién quan vé bao vé méi trudng.

...... ., ngay.... thang.... nam....
THANH PHAN THAM GIA
~ (KY, ghiro ho ten timg nguoi) ’
Pong dau cua co s hiy thude, co s¢ nhan hay thude

@ Noi nhdn:
Ghi chu:
(1) Co s¢ huy thuoc, nguyén liéu [am thudc;
(2) Noi nhan phai c6 co quan tham gia chung kién viéc hiy thudc, nguyén li€u lam thudc.
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MAiu s6 11

TAI LIEU THUYET MINH CO SO PAP UNG BIEN PHAP VE AN NINH,
BAO PAM KHONG THAT THOAT THUOC PHAI KIEM SOAT PAC BIET

A. THONG TIN CHUNG

1. Tén co so:

2. Dia chi:

3. Tén ngudi dai dién theo phap luat:

4. Pién thoai: Fax:

5. Loai hinh co s¢ kinh doanh (theo khoéan 2 Piéu 32 cua Luat Duoc):

6. Loai thudc phai kiém soat dic biét dé nghi kinh doanh:

B. NOI DUNG CU THE

I. Tinh hinh chung cta co sé kinh doanh

1. Gidy ching nhan du diéu kién kinh doanh dugc so:

Ngay cap:

2. Nam thanh lap:

3. Téng sb can bo, cong nhan vién:

- S6 can bo 1a duoc sy dai hoc tro 1én:

- S6 can bo 1a trung cap duoc, cao dang duoc:

- S6 cén bd khéc:

II. Tai liéu thuyét minh

1. Co s& vt chat:

Co so phai co tai liéu thuyét minh dap Gmg quy dinh tai Diéu 31 ctua Nghi dinh
s0 163/2025/ND-CP ngay 29/6/2025 cua Chinh phu quy dinh chi tiét mot s6 dicu
va bién phap dé t6 chic, huong dan thi hanh Luat Dugc, phu hop véi tung loai
hinh co s¢ tuong tng.

2. Nhan su:

Co s& phai c6 tai lidu thuyét minh nhan su dap Gng quy dinh tai Diéu 32 cia
Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025 ctia Chinh phu quy dinh chi tiét
mot sO di€u va bién phap dé to chirc, huong dan thi hanh Luat Dugc, phu hop voi
tung loai hinh co sé tuong ung.
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3. Quy trinh giao nhan, van chuyén:

Co so phai xdy dung quy trinh giao nhan van chuyén va tai liéu thuyét minh
dap Gmg quy dinh tai Diéu 33 caa Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025
ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap dé to chirc, hudng dan thi
hanh Luat Duogc, phu hop véi tung loai hinh co sé tuong ung.

4. Quy trinh mua ban:

Co s& phai ¢6 tai liéu thuyét minh hoic cic quy trinh thao tic chuan thuc hién
viéc mua ban dap ung quy dinh tai Pidu 34 ctia Nghi dinh s6 163/2025/ND-CP
ngay 29/6/2025 cta Chinh phu quy dinh chi tiét mot s6 diéu va bién phap dé to
chirc, huéng dan thi hanh Luét Dugc, phu hop véi ting loai hinh co s¢ tuong tng.

5. Hé thong bao cdo:

Co s& phai xay dung quy trinh, hé thong bao cao dinh ky, dot xuat va tai liéu
thuyét minh dap tng quy dinh tai Diéu 35 cia Nghi dinh s6 163/2025/ND-CP ngay
29/6/2025 cta Chinh phu quy dinh chi tiét mot sd diéu va bién phap dé to chic,
hudng dan thi hanh Luat Duoc, phu hop voi ting loai hinh co sé tuong tng.

6. Quy trinh huy thudc:

Co so phai xay dung quy trinh hay va tai liéu thuyét minh dap Gmg quy dinh tai
Piéu 36 ctia Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025 ctia Chinh phti quy dinh
chi tiét mot s6 diéu va bién phap dé t6 chirc, hudng dan thi hanh Luat Duoc, phu hop
v6i tung loai hinh co s& tuong Uing.

I1I. Cam két ciia co s&

Co s& cam két va chiu moi trach nhiém trude phap luat vé tinh chinh x4c cta
cac thong tin trong tai liéu thuyét minh.

....... , hgay.... thang.... nam....
NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(K, ghi ré ho tén, chitc danh déng dau (néu cé)
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MAu s6 14

(D)., CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

SO,

DPON DE NGHI
Nhuong lai nguyen liéu lam thuoc l1a dwgc chat gay nghlen,
dugc chat hwdng than, tién chat dung lam thudc

Kinh gui:.......c....c...

I. Thong tin chung
1. TE€N CO SG:uvvieaiiieeeiiee e (1)
2. bia chi:

3. Tén ngudi dai dién theo phap Tult:........coooeiiiiiiiiee e
4. Di€n thoai:.....cccceevvieeniiieiieeieenne, Fax:o oo,
I1. N6i dung dé nghi
Co sé......(1)....... dé nghi dugc nhuong lai nguyén liéu khong st dung hét sau
khi san xuat ctia co s& cho co so......(2)...... bia chi................ dé phuc vu cho nhu

STT Tén nguyén li¢u Pon vi tinh S6 hrong Ghi chu

II1. Tai liéu kem theo

1. Pon hang nhuong lai nguyén liéu 1am thudc 12 dugc chat gay nghién/dugc
chat hudng than/tién chat dung 1am thudc.

2. Bao céo st dung nguyén liéu 1am thudc, Bao céo xuat - nhap - ton nguyén
liéu cua co s& nhugng nguyén li¢u kém theo ké hoach str dung nguyén li¢u cua co
s& nhan nguyén liéu duoc chuyén nhuong.

IV. Cam két ciia co' s&

Chung t61 cam két r.;?tng moi thong tin, s6 liéu dua ra tai hd so 1a hoan toan
trung thue va hoan toan chiju trach nhiém trude phap luat néu ¢ gi sai pham.
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Kinh dé nghi B6 Y té sém xem xét va cho phép co s0....(1).... nhuong lai nguyén
liéu 1am thudc dé phyuc vu nhu ciu san xuét cia co so....(2).....

Xin tran trong cam on.

....... , ngay..... thang..... nam..... ceeeer, NEAY..... thdng..... nam.....
CO SO NHAN CO SO NHUONG
NGUOI PAI DIEN THEO PHAP LUAT/ NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN NGUOI PUQC UY QUYEN
(Ky, ghi ro ho tén, chirc danh (Ky, ghi ro ho tén, chirc danh
dong dau (néu cd)) déng dau (néu cé))
Ghi chu:

(1) Tén co s& nhuong.
(2) Tén co s& nhan.
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Phu luc IT1

BIEU MAU PON, BAO CAO, DANH MUC, GIAY PHEP TRONG
XUAT KHAU, NHAP KHAU THUOC, NGUYEN LIEU LAM THUOC

(Kém theo Nghi dinh sé 163/2025/NP-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)

Mau sb 01

Pon hang xuét khau thubc gdy nghién, thuéc hudéng than, thude
tién chat, thudc dang phdi hop c6 chira duoc chat gy nghién,
thudc dang phdi hop ¢ chira duoc chat hudng than, thuée dang
phdi hop co chira tién chat

Mau sb 02

Pon hang xuit khau nguyén liéu lam thudc 1a dugc chat gay
nghién, dugc chét huong than, tién chat dung lam thude

Mau sb 03

Bio cdo nguyén liéu lam thudc 1a dugce chit gy nghién, dugc
chat huéng than, tién chat dung lam thudc dé san xuét thudc
xuat khau

Mau s6 04

Pon hang xuét khau thuc phong xa, thude trong danh muc thudc,
duoc chit thuoc danh muc chit bi cAm sir dung trong mot )

nganh, linh vuc; thudc doc

Mau s6 05

Pon hang xuit khau duoc chat phong xa; nguyén liéu lam thudc
1a chat phong xa; dugc chat trong danh muc thude, duge chét
thudc danh muc chat bi cam st dung trong mot sb nganh, linh
vuc; nguyén li¢u doc lam thube

Mau s6 06

Pon hang xuit khau dugc liu thuoc danh muc loai, chung loai
dugc liéu quy, hiém, dic hitu phai kiém soat

Mau s6 07

Pon d& nghj xuat khiu thudc phai kiém soat dic biét khong vi

muc dich thuong mai

Mau sb 08

B4o céo sd lugong thude phai kiém soat dic biét da st dung phuc
vu kham bénh, chira bénh nhan dao

Mau sb 09

Mau gidy phép xuat khau thudc gdy nghién, thuéc hudng than,
thudc tién chat
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Mau s6 10

Mau gidy phép xuat khau nguyén liéu lam thubc 1a duoc chat gay
nghién, duoc chat hudng than, tién chat dung lam thudc

Mau sb 11

M3u vin ban cho phép xuat khau thudc dang phdi hop cd chua
dugce chat gay nghién, thudc dang phdi hop co chira duoc chat
huéng than, thuéc dang phdi hop cé chira tién chat

Mau s6 12

M3u vin ban cho phép xuat khau thudc phéng xa; nguyén liéu
lam thudc 1a chat phong xa; duoc chét phong xa; thude, duoc chat
trong danh muc thudc, duoc chit thudc danh muc chat bi cAm st
dung trong mat sb nganh, linh vuc; thudc doc; nguyén liéu doc
lam thudc; thudc, nguyén lidu lam thude trir thude phai kiém soét
dac biét

Mau s 13

Mau van ban cho phép xuat khau duogc li€u, thudc co truyén

Mau sb 14

Pon hang xut khau thudc, nguyén liéu lam thude duoc phép xuét
khau khong can gidy phép cua Bo Y té theo quy dinh tai khoan 5

bicu 60 cua Luat Duoc doi voi co sé cd nhu cau cap gidy phép

Mau s 15

Pon hang nhap khau véc xin/sinh pham/thuéc hoéa duge chua co
gidy ding ky luu hanh thudc tai Viét Nam, trir thudc gay nghién,
thudc hudng than, thudc tién chit, thudc dang phdi hop co chira
dugce chat gay nghién, thudc dang phdi hop c6 chira duoc chat
huéng than, thuéc dang phdi hop cé chira tién chat

Mau sd 16

Pon hang nhap khau thubc giy nghién/thuéc hudng than/thude
tién chat/thuéc dang phdi hop c6 chira dugc chat giy nghién/
thudc dang phdi hop c6 chira duge chat huéng than/thude dang
phdi hop co chira tién chat chua co6 gidy dang ky luu hanh thudc
tai Viét Nam

Mau sb 17

Pon hang nhap khau thudc duogc lidu/thude cd truyén chua co
gidy dang ky luu hanh thudc tai Viét Nam

Mau sb 18

Bao cao két qua kinh doanh thudc giy nghién/thuc huéng than/
thudc tién chat/thudc phong xa/thude dang phdi hop cé chira duge
chat gay nghién/thuéc dang phdi hop co chtra duoc chit hudng
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than/thuéc dang phdi hop c6 chira tién chat/thudc trong danh muc
thude, duoc chit thuoc danh muc chét bi cAm trong mot sb nganh,
linh vuc

Mau sb 19

Danh muc vic xin/sinh pham/thuéc héa dugc chua c6 gidy diang
ky luu hanh thube tai Viét Nam dé& nghi nhap khau dap tng nhu
cau diéu trj dic biét, trir thudce gay nghién, thube huong than,
thudc tién chat, thuéc dang phdi hop co chira dugc chat giy
nghién, thudc dang phdi hop c6 chtra duge chat huéng than, thude
dang phdi hop co chira tién chat

Mau sb 20

Danh muc thudc gay nghi¢n, thube hudng than, thudc tién chat,
thudc dang phdi hop c6 chira dugce chat gay nghién, thude dang
phéi hop ¢6 chia dugc chat hudng than, thube dang phédi hop ¢o
chtra tién chét chua c6 gidy dang ky luu hanh thubc tai Viét Nam
dé nghi nhap khau dap tng nhu ciu diéu trj dic biét

Mau sb 21

Danh muc thudc duoge liéu/thude ¢6 truyén chua co gidy dang ky
lru hanh thudc tai Viét Nam dé nghi nhap khau dap tmg nhu cau
diéu tri dic bit

Mau s6 22

Bao cao vé viéc st dung thudc nhap khau dap ung nhu cau di¢u
tri dac biét

Mau s 23

Ban cam két cua co s& san xuat, co s¢ cung cap thudc nudc ngoai
vé vi¢c dam bao chat lugng vac xin nhap khau vao Viét Nam

Mau s 24

Pon hang nhap khau véc xin/sinh pham/thuéc hoéa duge chua co
giéy dang ky luu hanh thudc tai Viét Nam dé vién tro, vién tro
nhan dao, trir thude gay nghién, thube hudéng than, thudc tién
chat, thudc dang phdi hop c6 chira dugce chat giy nghién, thube
dang phdi hop c6 chira dugc chat huéng than, thudc dang phdi
hop c6 chira tién chat

Mau sb 25

Pon hang nhap khau thubc gy nghién, thubc hudng than, thude
tién chat, thuéc dang phdi hop co chira dugc chat giy nghién,
thudc dang phdi hop co chtra dugce chat hudng than, thue dang
phéi hop c6 chira tién chat chua c6 gidy dang ky luu hanh thude
tai Viét Nam dé vién tro, vién tro nhan dao
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Mau s6 26

Pon hang nhap khau thubc dugc lidu/thube ¢ truyén chua co
giéy dang ky luu hanh thudc tai Viét Nam dé vién trg, vién tro
nhan dao

Mau sb 27

Pon d& nghi nhap khau thubc chua co gidy dang ky luu hanh
thudc tai Viét Nam khong vi muyc dich thuong mai

Mau sb 28

Mau vin ban cho phép nhap khau sinh pham/thubc duoc
liéu/thubc hoa duoc trir thube gay nghién, thude huong than,
thudc tién chat, thuéc dang phdi hop co chia duoc chit giy
nghién, thubc dang phéi hop c6 chtra duoc chat hudng than, thude

dang phdi hop co6 chua tién chit

Mau s6 29

M3u gidy phép nhap khau thudc gay nghién, thuéc hudng than,
thudc tién chat

Mau sb 30

M3u van ban cho phép nhap khau thudc dang phdi hop co chira
dugce chat gay nghién, thudc dang phdi hop co chira duoc chat
hudng than, thue dang phdi hop c6 chira tién chat

Mau s 31

Mau vin ban cho phép nhap khau thube ¢6 truyén

Mau sb 32

Mau van ban cho phép nhap khau thudc khong vi muc dich

thuong mai

Mau sb 33

Pon hang nhap khau thudc gy nghién, thubc hudng than, thude
tién chat, thudc dang phdi hop cé chira duoc chat gdy nghién,
thudc dang phdi hop c6 chira duoc chat hudng than, thuée dang
phdi hop c6 chira tién chat co gidy dang ky luu hanh thudc tai
Viét Nam

Mau sb 34

Pon hang nhap khau thudc phong xa, thubc doc, thude trong
danh muc thudc, duge chéat thudoc danh muc chit cam st dung
trong mot s6 nganh, linh vuc c6 gidy dang ky luu hanh thudc tai
Viét Nam

Mau sb 35

Pon hang nhap khau nguyén lidu lam thudc 1a duoc chat gay

nghién, duogc chét huong than, tién chat dung lam thudc
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Mau s6 36

Pon hang nhap khiu nguyén liéu 1am thubc 13 duoc chat, ban
thanh pham thudc, ta dugc, vo nang, trir dugc chat giy nghién,

dugc chat hudng than, tién chat dung 1am thude

Mau s6 37

Bao cédo sir dung nguyén li€u l[am thudc phai ki€ém soat dac biét

Mau sb 38

Bio cao két qua kinh doanh thudc, ban thanh pham thubc san
xudt tir nguyén liéu 1am thudc phai kiém soat dic biét dé nghi
nhap khau

Mau s6 39

Pon dé nghi ban nguyén liéu 1am thudc phai kiém soat dic biét dé
san xuat, pha ché tai co so

Mau s6 40

Mau gidy phép nhap khau nguyén liéu lam thudc 13 dugc chat gay
nghién, duoc chét huong than, tién chat dung lam thube

Mau sb 41

bon hang nhap khau ban thanh phém duoc liéu, duoc liéu chua
c6 gidy dang ky luu hanh tai Viét Nam

Mau sb 42

Pon dé nghi ban nguyén li¢u lam thuoc dé san xuat, pha ché tai
CO SO

Mau sb 43

Mau vin ban cho phép nhap khau dugc chat (trir duge chat gay
nghién, dugc chét huong than, tién chat dung lam thuéc), ban
thanh phém duoc li€u, t4 duoc, vo nang, bao bi tiép xuc truc tiép
v&i thude, chit chuan

Mau sb 44

Mau vin ban cho phép nhap khau dugc liéu

Mau sb 45

Danh muyc nguyén li¢u lam thude 1a duoc chit, ta duoc, vo nang,
ban thanh pham thudc, ban thanh pham duogc liéu dé san xuat
thudc theo ho so ding ky thude di c6 gidy ding ky luu hanh tai
Viét Nam duoc nhap khau khong phai thuc hién cap phép nhap
khau/Nguyén liéu lam thudc phai kiém soat dac biét dé san xuat
thudc theo hd so dang ky thude di c6 gidy dang ky luu hanh tai
Viét Nam phai thuc hién cdp phép nhap khau

Mau sb 46

Bao cao nhap khau 16 vac xin cé gidy dang ky luu hanh tai
Viét Nam
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x oz B4o c4o nhap khau 16 thudc chua co gidy dang ky luu hanh thude
Mau s6 47 e
tal Viét Nam
x 2z Bao céo sir dung thudc nhap khau chua co gidy dang ky luu hanh
Mau s6 48 e
ta1 Viét Nam
MaAu s6 49 | Bdo cdo xuit khau, nhap khau thudc, nguyén li¢u lam thude
x  z Bang cong bo thong tin thuc nhap khau sir dung cho thir nghiém
Mau s6 50 P
thudc trén 1am sang
My sb 51 Mau vin ban cho phép nhap khau thudc, nguyén liéu lam thudc
au so . ,
c6 han dung con lai tai thoi diém thong quan ngan hon quy dinh
Thong bao vé viée chuyén doi muc dich sir dung duoc chat, duoc
liu da duoc cap phép nhap khau dé san xuat thude duoc cip gidy
Mau s 52 dang ky luu hanh thube co chi dinh st dung phong, diéu tri bénh

truyén nhiém thudc nhom A di dugce cong bd dich theo quy dinh
ctia phéap lut vé phong, chéng bénh truyén nhiém
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MAu s6 07

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

' ) DPON DE NGHI
XUAT KHAU THUOC PHAI KIEM SOAT PAC BIET
KHONG VI MUC PICH THUONG MAI

Noi diang ky ho khau thuong tra (di v6i nguoi Viet Nam).........c.coveeeeeereeenenne.
Cho 0 hién tai (Chd & tal VISt NAM) . .o.vveeeeeeeeeeeeeeeeeeeeeeeeeeeeee e

DIEN thOL.. .ot ——————————

SO The can cudc/HO chiéu/Cac gidy to tuong duong khac............ cap ngay.......
TMOT CAP .+t eutteeutteiteetee ettt et e sttt et e s at e et e e stteeabeesateen bt e sateeabeessteeabeesate e bt e ent e e bt e enbeenbeesateentes

Thoi gian sdng/lam viéc tai nudce ngoal ................................................................

Trong nam 20......... , t01/t9 chtrc da xuat khau thude khoéng vi muc dich thuong
mai cac lan cu thé nhu sau (néu co):

Lan 1: Ngay nhan:.../.../20.....: Tén thudc: - $b luong: ; trl gia:

Lan 2: Ngay nhan:.../.../20.....: Tén thudc: - $b luong: ; trl gia:

Kinh dé nghi... cho phép toi/tén t6 chirc mang ra khoi Viét Nam cac thudc véi
sO lugng cu thé nhu sau:

Thanh phin, ham lwong Quy cach

(ndng d9) dong goi S0 lugng

TT Tén thude

T6i cam két cac thude trén chi duge dung dé diéu tri bénh cho ban than toi/(tén
td chirc) cam két cac thude trén chi duoc dung dé diéu tri bénh cho ban than nguoi
xuat canh thudc (tén to churc).

To1 xin cam doan thyc hién nghiém tac va day da cac quy dinh vé quan ly
thudc xuat khau khong vi muc dich thuong mai. Néu vi pham t6i xin chiu hoan
toan trach nhiém trudc phap luat./.

(Ky, ghi ro ho tén)
Ghi chu:
(1): Uy ban nhan dan cap tinh noi cua khau lam thu tuc xuét canh hodc noi ngudi bénh dang
sinh song, tam tra hgp phap hodc noi to chirc dat tru sé.
(2): Tén cua ca nhan duing don hodc td chirc c6 thude xuat khau.
(3): Nguoi 1am don ky. Truong hop to chirc xin nhan thubc dé sir dung cho cac ca nhan
thudc t6 chire thi dai dién t6 chirc ky don (déng diu) va kém theo danh sach ngudi st dung thude.
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, , , , Méu sb 09
CO QUAN CAP PHEP Gidp phép s6:.../(1)-EXP-(2)-(3)

GIAY PHEP XUAT KHAU

(Co quan cip phép) chirng nhén:
(Tén co sé xuat khau)

13 doanh nghiép chiu sy diéu chinh cta céc diéu khoan phap luat lién quan dén
cac thudc nam trong danh muc thudc Coéng udec........ , dugc phép xuit khdu mat
hang sau:

a/- Co s¢ xuat khau:

- Tén:

- Pia chi:

b/- Mb ta chinh xac tén va khoi luong thudc duoc xuét khau, néu tén chung
Quéc té-INN, néu co:
Tén thudc (hoat chit, ham lwong/ndng d4), dang bao ché, quy cich
déng géi: s6 lwong xuit khau (bing sb va bang chir)

Tong khoi rong nguyén liéu lam thube phdi kiém sodt ddc biét...:
¢/~ Co' s& san xuat:

- Tén:

- Pia chi:

d/- Co s nhap khau:

- Tén:

- Pia chi:

Tudn theo gidy phép nhdp khdu so:... ngay... cua...

Theo cdc diéu kién sau:

* Hang hoa s& duoc xuat qua cira khau:...

* Hang hoa khong dugc phép chuyén bang dudng buu dién.
* Gidy phép nay khong dugc trao doi.

* Gidy phép chi c6 gia tri cho mot 1an xuat khau.
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* Co so phai thuc hién dung cic quy dinh hién hanh vé quan 1y, xuat nhap
khau, Ivu thong phan phdi thube theo luat phap cua Viét Nam va cac Cong udc
Quéc té ma Viét Nam tham gia.

Noi nhgn: (Dia danh), ngay..... thang...... nam.....

- CS XK; THU TRUONG CO QUAN CAP PHEP
-..., BO Cong an;

-..., B0 Tai chinh;

- Chi cuc Hai quan...;

-Luu VT,...

Ghi chu:

(1) Ghi nam cép phép;

(2) Ghi mi loai thubc, nguyén liéu lam thude tuong tng:

- N: Thudc giy nghién, nguyén liéu lam thudc 14 duoc chat giy nghién;

- P: Thudc hudng than, nguyén liéu lam thudce 1a duoc chat hudng than;

- Pr: Thudc tién chét, tién chat ding 1am thudc.

(3) Ghi ma ky hi¢u sO gidy phép xuét khau, nhdp khau thudc gay nghién, thude hu:ong than

thudc tién chat nguyén liéu 1am thudc la dugc chat gay nghién, dugc chit hudng than, tién cht
ding 1am thudc theo quy dinh tai Mau sé 15 Phy luc I ciia Nghi dinh nay.
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LICENSING AGENCY Licence No..../(1)-EXP-(2)-(3)

EXPORT LICENCE

(Co quan cap phép) hereby certifies that:
(Name of Exporter)

being the Enterprise charged with the administration of the law relating to the
drugs to which the....... Convention applies, has been authorized the following
exportation:

a/- Exporter:
- Name:...

- Address:...

b/- Exact description and amount of the drug to be exported including the
International Non- Proprietary Name, if any:

Name of drug (active ingredient, strength), dosage form, packing: quantity
(in number and in word)

Amount of... ingredient:

¢/- Manufacturer:
- Name:...

- Address:...

d/- Importer:

- Name:...

- Address:...

In respect of Certificate of Official Approval of Import No.......... dated........
issued by...

Subject to the following conditions:

* The consignment will be exported through the port of:...

* The consignment may not be delivered by post

* This authorization is not transferable.

* Valid for one shipment only, partial shipments prohibited.
* Validity period:...
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* The Licence holder is subject to observance to the current regulations related
to management, import, export, distribution and supplies of drug, as well as the
requirement of Vietnamese Laws and International Conventions and Agreement to
which Vietnam is signatory or participatory.

Attn.

- Importer; HEAD OF LICENSING AGENCY
- Ministry of...;

- INCB;

- LICENSING AGENCY (02 copies).

Ghi chu:

(1) Ghi nam c4p phép;

(2) Ghi ma loai thubc, nguyén liéu lam thudc twong tng:

- N: Thudc gay nghién, nguyén liéu 1am thudc 12 duoc chét gdy nghién;

- P: Thubc hudng than, nguyén liéu lam thudc 1a duge chat huéng than;

- Pr: Thudc tién chat, tién chat dung lam thudc.

(3) Ghi mé ky hi¢u s6 gidy phép xuat khau, nhap khau thudc gay nghién, thudc huong than,

thudc tién chat nguyén liéu 1am thudc 1a duoc chat gy nghién, duoc chat hudng than, tién chat
ding lam thudc theo quy dinh tai MAu s6 15 Phu luc I caa Nghi dinh nay.
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MAu s6 10
CO QUAN CAP PHEP Gidp phép sé:.../(1)-EXP-(2)-(3)

GIAY PHEP XUAT KHAU
(Co quan cap phép) chirng nhan:
(Tén co s¢ xuat khau)

13 doanh nghiép chiu sy diéu chinh cta céc diéu khoan phap luét lién quan dén
cac thuéc nim trong danh muc thudéc Coéng udc......... , duoc phép xuat khau mat
hang sau:

a/- Co s¢ xuit khau:

- Tén:

- Dia chi:...

b/- M6 ta chinh xéc tén va khoi luong nguyén liéu lam thudc dugc xuit khau,
néu tén chung Quéc té-INN, néu co:

Tén nguyén liéu (tiéu chuin chat lwong): s6 lrong xuit khau
(bang so va bang chir)

¢/- Co s& san xuat:

- Tén:

- Pia chi:...

d/- Co s nhap khau:

- Tén:

- Pia chi:...

Tudn theo gidy phép nhdp khdu so:... ngay... cua...
Theo cdc diéu kién sau:

* Hang hoa s& duoc xuat qua cira khau:...

* Hang hoa khong dugc phép chuyén bang dudng buu dién.
* Gidy phép nay khong dugc trao doi.

* Gidy phép chi c6 gia tri cho mot 1an xuat khau.
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* Co so phai thuc hién ding cic quy dinh hién hanh vé quan 1y, xuat nhap
khau, luu thong phan phdi thudc theo luat phap cia Viét Nam va cac Cong udc

Quédc té ma Viét Nam tham gia.

Noi nhén: (Dia danh), ngay.... thang.... nam

- CS XK; THU TRUONG CO QUAN CAP PHEP
-..., BO Cong an;

-..., B0 Tai chinh;

- Chi cuc Hai quan...;

- Luu VT,...

Ghi chu:

(1) Ghi nam cép phép;

(2) Ghi mi loai thubc, nguyén liéu lam thude tuong tng:

- N: Thudc giy nghién, nguyén liéu lam thudc 14 duoc chat giy nghién;

- P: Thudc hudng than, nguyén liéu lam thudc 1a duoc chat hudng than;

- Pr: Thudc tién chét, tién chat ding 1am thudc.

(3) Ghi ma ky hi¢u sO gidy phép xuét khau, nhap khau thudc gay nghién, thude hu:ong than,

thudc tién chat nguyén liéu 1am thude la dugc chat gay nghién, dugc chit hudng than, tién cht
ding 1am thudc theo quy dinh tai Mau sé 15 Phu luc I ciia Nghi dinh nay.
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\LICENSING AGENCY Licence No:..../(1)-EXP-(2)-(3)
EXPORT LICENCE
(LICENSING AGENCY) hereby certifies that:
(Name of Exporter)

being the Enterprise charged with the administration of the law relating to the
drugs to which the... Convention applies, has been authorized the following
exportation:

a/Exporter:
- Name.:...
- Address:...

b/Exact description and amount of the substance to be exported including the
International Non- Proprietary Name, if any:

Name of raw material (specification): quantity (in number and in word)
c¢/Manufacturer:
- Name:...
- Address.:...
d/Importer:
- Name:...
- Address.:...

In respect of Certificate of Official Approval of Import No........ dated...........
issued by...

Subject to the following conditions:

* The consignment will be exported through the port of:...

* The consignment may not be delivered by post

* This authorization is not transferable.

* Valid for one shipment only, partial shipments prohibited.
* Validity period:...

* The Licence holder is subjected to observed to the current regulations related
to management, import, export, distribution and supplies of drug, as well as the
requirement of Vietnamese Laws and International Conventions and Agreement to
which Vietnam is signatory or participatory.

Attn.

- Importer; HEAD OF LICENSING AGENCY
- Ministry of...;

- INCB;

- Licensing Agency (02 copies).
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Ghi chu:

(1) Ghi nam cép phép;

(2) Ghi ma loai thudc, nguyén li¢u lam thudc tuong tmg:

- N: Thubc gay nghién, nguyén liéu 1am thudc 1 duoc chét giy nghién;

- P: Thudc hudng than, nguyén liéu lam thudc 1a duoc chat hudéng than;

- Pr: Thudc tién chét, tién chéat dung 1am thude.

(3) Ghi ma ky hi€u s6 gidy phép xut khau, nhap khau thudc gay nghién, thudc huong than

thudc tién chat nguyén liéu 1am thudc la dugc chat gay nghién, dugc chit hudng than, tién cht
dung 1am thudc theo quy dinh tai MAu sé 15 Phy luc I ciia Nghi dinh nay.
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MAu s6 11

CO QUAN CAP PHEP CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6:../...
V/v xuat khau thudc thanh pham (Pia danh), ngay... thang... nam...
dang phoi hop ¢o6 chira...

Kinh gui: (Tén co sd xuat khau).

, (CO’,, quan :[iép nhan h?) s0) nhan cjuqc Pon hang s6... ngdy... clia co sé vé viée
xuat khau thudc thanh pham dang phéi hgp c6 chua...;

Can ctr gidy phép nhap khau sé.......... dOeeieiieeeeee e, CAp NGAY............. ,

(Co quan tiép nhan ho so) co y kién nhu sau:

Pong ¥ dé co s xuat khau thudc theo nhimng ndi dung sau:

1. Tén thudc:
Tén thudc (hoat Ch’f’lt, ham lwgng/qﬁng {1@), df.lng bz:w ché, quy cach dong goi:

s0 lwgng xuat khau (bang so va bang chir)

* Khoi eong nguyén liéu lam thudc phdi kiém sodt ddc biét....

2. Co sé san xuat:

- Tén:

- Dia chi:

3. Co sé nhéap khau:

- Tén:

- Dia chi:...

4. Piéu Kién xuat khau:

* Hang hoa s& duoc xuat qua cira khau:...

* Hang hoa khong duoc phép chuyén bang duong buu dién.

* Gidy phép nay khong dugc trao doi.

* Co so phai thuc hién ding cic quy dinh hién hanh vé quan 1y, xuét nhap
khau, luu thong phan phdi thudc theo luat phap cia Viét Nam va cac Cong udc
Quédc té ma Viét Nam tham gia.

(Co quan cip phép) thong bao dé co sé biét va thuc hién.

Noi nhin: THU TRUONG CO QUAN CAP PHEP
- Nhu trén;

- Luu VT,...
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LICENSING AGENCY
Number: [o..
EXPORT LICENCE
LICENSING AGENCY hereby certifies that:
(Name of Exporter)
Address:...

has been authorized the following exportation:
1. Product name:

Name of drug (active ingredient, strength), dosage form, packing:
quantity (in number and in word)

Amount of... ingredient:
2. Manufacturer:
- Name: ...
- Address:...
3. Importer:
- Name: ...
- Address:...
- Import licence number... dated...
4. Subject to the following conditions:
* The consignment will be exported through the port of:...
* The consignment may not be delivered by post.
* This authorization is not transferable.
* Validity period....

* The Licence holder is subjected to observe to the current regulations related
to management, import, export, distribution and supplies of drug, as well as the
requirement of Vietnamese Laws and International Conventions and Agreement to
which Vietnam is signatory or participatory.

Attn. HEAD OF LICENSING AGENCY
- Exporter;

- Importer;
- Licensing Agency (02 copies).
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TEN CO QUAN TIEP NHANHO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

Sb:../...

V/v xuit khau thuéc;/ (Dia danh), ngay... thang.... nam...
nguyén li¢u lam thude

Kinh gtri: (Tén co s& xuét khau).

Tén co quan tiép nhan hd so nhan dugc Pon hang sd... ngay... cta co so...;

Can cu...,

Tén co quan tiép nhan hd so ¢6 ¥ kién nhu sau:

Pong y dé co so dugce xuat khau... khoan tai Pon hang sd... ngdy.... Pon hang
gom... trang,... khodn c6 dong dau xac nhan cua Tén co quan ti€p nhan ho so.

Thudc/nguyén liéu 1am thude chi dung dé xuat khau theo..., khong luu hanh tai
Viét Nam. Co s& phai chiu trach nhiém vé chat luong, d0 an toan va sé hiru tri tué
cua thudc/nguyén li¢u lam thude xuat khau tai thi truong nhap khau.

(No6i dung quan 1y quy dinh tai Nghi dinh twong tmg véi loai thudc, nguyén
li¢u lam thude xuat khau).

Co sé phai thuc hién theo ding cic quy dinh hién hanh vé xuit nhap khau
thudc va cac quy dinh vé duogc ¢o lién quan.

Pon hang c6 gid tri... ké tir ngay ky.

Tén co quan tiép nhan hod so thong bao dé co s& biét va thyuc hién.
Noi nhén: THU TRUONG CO QUAN TIEP NHAN HO SO

- Nhu trén;
- Luu: VT,....
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Certificate No.: /GP-QLD Exporting (certifying) country: Vietnam
Importing (requesting) country:

MINISTRY OF HEALTH
DRUG ADMINISTRATION OF VIETNAM
Certificate of a Pharmaceutical Product
(This certificate conforms to the format recommended by the World Health Organization)

Proprietary name (if applicable) and dosage form:

Active ingredient(s) and amount(s) per unit dose:

1. Is this product licensed to be placed on the market for use in the exporting country? Yes [] No [J
If yes, complete box A; if no, complete box B.

A

Product license holder:

Status of license holder:

Number of product license and date of issue:

Date: Date review:

The name and address of the manufacturer producing the dosage form:

Is an approved technical summary appended? Yes [ No [

Is the attached product information complete and consonant with the license? Yes [ No [] not
provided [J

Applicant for certificate if different from the license holder:

B
Applicant for certificate:

Legal address:
Manufacturing site’s address:
Status of applicant: Manufactures the dosage form

Why is authorization lacking?
not required [ not requested [ under consideration [] refused [

2. Does the certifying authority arrange for the periodic inspection of the manufacturing plant in

which the dosage form is produced? Yes [ No O
if no, proceed to question 3
Periodicity of routine inspections (years): At least one every three years
Has the manufacture of this type of dosage form been inspected? Yes [J No [

Do the facilities and operations conform to GMP as recommended by the World Health
Organization? Yes [ No [

3. Does the information submitted by the applicant satisfy the certifying authority on all aspects of

the manufacture of the product undertaken by another party?

Yes [ No [ if no, explain:
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Address of certifying authority:

Drug Administration of Vietnam - Ministry of Name of authorized person:
Health

138A Giang Vo Street, Ba Dinh District, Hanoi City,

Vietnam Signature:

Stamp and date:
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CONG HOA XA HOI CHUNGHIA VIETNAM  THE SOCIALIST REPUBLIC OF VIETNAM

B Y té

Ministry of Health

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

BO Y TE CHUNG NHAN:

Ministry of Health of Vietnam certifies:

Nha may san xuat dugc pham:

The pharmaceutical manufacturer:

Dia chi:
Address:

Pugc san xuat va lwu hanh trén 1anh thé Viét Nam san phém duoc sau:
Has been authorized to legally manufacture and trade in whole territory of Vietnam

the following pharmaceutical product:

TEN THUOC

HOAT CHAT CHINH

DONG GOI

TIEU CHUAN CHAT LUQNG:
HAN DUNG:

SO PANG KY:

BAN HANH KEM THEO QUYET DPINH SO:

GIAY PHEP CO GIA TRI DEN NGAY:

Name of product:

Active ingredient (s):

Packaging:

Specification:

Shelf-life:

Registration number:

Which was approved in the decision:

This certificate 1s valid until:

Name of authorized person
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MAu sb 13

TEN CO QUAN TIEP CONG HOA XA HOI CHU NGHIiA VIET NAM
NHAN HO SO Doc 1ap - Tw do - Hanh phuc

) Sé:.q../... (Pia danh), ngay... thang... nam...
Viv xué‘g khé}u du’qc liéu/
thude ¢o truyén

Kinh gui: (Tén co sd xuat khau).

(Tén Co quan tiép nhan) nhan duoc Pon hang sb... ngay... ctia co s0...;

Can cu...,

(Tén Co quan tiép nhan) c6 y kién nhu sau:

Pong y dé co sé duoc xuat khau... khoan tai Pon hang s6... ngdy.... Pon hang
gom... trang,... khoan c6 dong dau xac nhan ciia (Tén Co quan tiép nhan).

Co s& phai chiu trach nhiém vé chat lugng, d6 an toan ctuia dugc liéu/thude cod
truyén va so hiru tri tué dbi véi thude cd truyén (khong bao gdm vi thube cb
truyén) tai thi trudng nhap khau.

Co so phai thuc hién theo dung cic quy dinh hién hanh vé xuat nhap khau
thude, nguyén liéu lam thube, cac quy dinh vé dugc c6 lién quan.

Co sé phai thuc hién theo dung cac quy dinh vé Luat phong, chéng bénh
truyén nhiém va kiém dich y té bién gidi va cac quy dinh khac cua phap luat (d6i
v6i truong hop xuat khau duoc lidu).

Pon hang co gia tri.... ké tir ngay ky.

(Tén Co quan tiép nhan) thong bao dé co s& biét va thuc hién.

Noi nhin: THU TRUONG CO QUAN CAP PHEP
- Nhu trén;

- Luu: VT,....
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Miu s6 23
BAN CAM KET
COMMITMENT
Pam bao chit lwgng vic xin
To ensure the quality of vaccine

Tén co sé nhap khauw/Importer’s name:
Dia chi/Address:
bién thoai/Telephone number Fax: Telex:

Tén co s& san xuat/co s¢ cung cap thudc nudc ngoai/Manufacturer’s name/
Foreign Pharmaceutical supplier:

Dia chi/Address:

Chuing t6i xin bao dam cac vac xin sau do ching t6i cung cap:

We ensure that the following vaccines distributed by our company:

1. (Tén vic xin 1, quy cach dong goi, cong dung)/(Name of vaccine/biological 1,
packaging form, indications and uses)

2. (Tén vic xin, quy cach dong goi, cong dung)/(Name of vaccine/biological 2,
packaging form, indications and uses)

- Pugc san xudt theo tiéu chudn GMP, dong thoi dat cic yéu ciu vé chat lugng
véc xin, sinh pham clia co quan c6 thim quyén tai nudc san xuat.

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

- Vic xin trén hién dang duoc phép luu hanh tai nude san xuit va duoc cip
phép 1an dau vao nam:

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

Chung t6i xin chdp hanh cac luat 1é va quy dinh trong linh vuc vic xin cia
nuéc Cong hoa xa hoi chu nghia Viét Nam va chiu su thanh tra kiém tra ctia co
quan c6 tham quyén cua Viét Nam.
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We commit ourself to comform to the law and regulation in the field of vaccine
and accept the inspection and examination of Vietnam authorities.

Chung t61 xin hoan toan chiu trach nhiém trudc phap luat vé ti€u chuan chat
luong cuia vac xin trén.

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

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

Director of Foreign Pharmaceutical Director of Manufacturer
supplier
(Giam déc co s6 cung cdp) (Gidm déc co s san xudt)
Sign (ky, ghi ro ho tén) Sign (ky, ghi ro ho tén)

Ghi chii: Cam két ctia co s& san xuat va co s¢ cung cip c6 thé lam chung trong mot vin ban
hodc tach thanh 2 van ban riéng.

(1) Tén cua co quan tiép nhan hd so (bang tiéng Viét).

(2) Dia chi cta co quan tiép nhan hd so (bang tiéng Viét).

(3) Tén clia co quan tiép nhan hd so (bang tiéng Anh).

(4) Pia chi cua co quan tiép nhan hd so (bang tiéng Anh).
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. . N MAu s6 27
CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

o DONDENGHI ,
NHAP KHAU THUOC CHUA CO GIAY DANG KY LUU HANH THUOC
TAI VIET NAM KHONG Vi MUC PiCH THUONG MAI

Kinh giri: Uy ban nhan dan......... (1)

DICN thOAl. ...

H(f) chiéu/Thé cin cudc/Céac gidy to twong duong khéc............ cp ngay.......
noi cap...

Thoi gian séng tai Viét Nam:

Trong ném...,ﬁ t61/(tén to (;hl'J:C) da nhap khau thuéc khong vi myc dich thuong
mai cac lan cu thé nhu sau (néu co):

Lan 1: Ngay nhan:.../.../...: Tén thudc: - sb luong: ; trl gia:

Lan 2: Ngay nhan:.../.../...: Tén thude: - 36 luong: ; trl gia:

Kin}l dé nghj Uy ban nh?m dan cho phép t6i/(tén to chirc) mang vao Viét Nam
cac thudc voi so6 luong cu thé nhu sau:

TT | Tén thube _ Thanhphan, Quyeach —\ ge ) ong
ham lugng (nong do) dong goi :

T6i cam két cac thude trén chi duoge dung dé diéu tri bénh cho ban than tdi va toi
xin tu chiu trach nhiém vé ngudn gbc va chit luong cua thude dé nghi nhap khau/(tén
t6 chtrc) cam két cac thude trén chi duge dung dé diéu tri bénh cho ban than nguoi
nhap canh thudc (tén t6 chirc) va chiu trach nhiém vé ngudn gdc va chit luong cua thude
d& nghi nhap khau.

T6i/(Tén t6 chirc) xin cam doan thuc hién nghiém tc va day du cac quy dinh vé
quan 1y thubc nhap khau khong vi muc dich thwong mai. Néu vi pham toi/(tén to
chtre) xin chiu hoan toan trach nhiém trudce phép luat./.

(Ky, ghi ro ho tén)



78 CONG BAO/S6 879 + 880/Ngay 14-7-2025

(1) Uy’ban nhan dan dia phuong noi cua kl}éu lam tha tuc nhap canh hodc noi ngudi bénh
dang sinh song hodc tam tra hop phap hodc noi t6 chirc ngoai giao dit tru so.

(2) Tén clia ca nhan dimg don hodc t6 chirc ¢6 thude nhap khau.

(3) Truong hop td cht’rc; xin nhén thudc dé st dung cho cac cé nhér} thudc to chuc thi dai
dién t6 chirc ky don (dong dau) va kém theo danh sach nguoi st dung thudc.
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M4u s6 28
TEN CO QUAN TIEP NHAN  CONG HOA XA HOQI CHU NGHIA VIET NAM

HO SO Poc lap - Tw do - Hanh phuc
Sb:... /... . (Pia danh), ngay.... thang.... nam......
V/v nhép khau...

(1).... ¢6 y kién nhu sau:

Pong y dé co so nhap khau... tai Pon hang so... ngay... S6 luong:... Pon hang
gom... trang,... khoan c6 dong dau xac nhan cua..(1).....

Thudc nhap khau chi duoc cung tng cho (Tén cac co sd kham bénh, chira
bénh dé nghi nhap khau thudc duoc ndp trong hod so dé nghi nhap khau). Trong
truong hop co sé nhap khau hodc co so st dung thudc diéu chuyén thudc nhap
khau trén cho nhu cau diéu trj dic biét cta co sé khac, dé nghi thuc hi¢n theo
huéng dan tai khoan 1 Piéu 85 ctiia Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025
ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap dé to chirc, hudng
dan thi hanh Luat Dugc (2).

Céac quy dinh cu thé twong Gng voi hinh thirc nhap khau (theo quy dinh tai
Nghi dinh s6 163/2025/ND-CP).

Co so phai thuc hién ding cac quy dinh hién hanh vé xuit nhap khau, luu
thong phan phéi thudc va cac quy dinh vé duoc co lién quan.

Don hang co gia tri....

..(1).... thdng bao dé co so biét va thuc hién.

Noi nhin: THU TRUONG CO QUAN TIEP NHAN HO SO
- Nhu trén;
- Luu: VT,...

Ghi chu:

(1) Tén cua co quan tiép nhan hd so.

(2) Chi ap dung d6i véi truong hop cap phép nhap khau dép ung nhu cau diéu tri dic biét
quy dinh tai Diéu 54 cua Nghi dinh nay.
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' Mau 56 29
CO QUAN CAP PHEP ) ) )
GIAY PHEP NHAP KHAU

Gidy chitng nhdn cho phép nhdp khau sé:.../(1)-(2)-(3)
(Cong udc thong nhat vé...)
(Co quan cép phép) chirng nhin:
Co s0...
14 doanh nghiép chiu su diéu chinh cta cac diéu khoan phép luat lién quan dén cac
thudc nam trong danh muc thudc Cong udc..., duge phép nhap khau mat hang sau:
a/- Co s¢ nhap khau:
- Tén:...
- Pia chi:...
, b/- Mb ta chinh xéc tén va sd luong thude duoc nhap, néu tén chung Quéc té -INN,
neu co:
T@n thudc (hoat c!)l{it, l}ém ly’q’ng/pﬁng d9), dang bao ché, quy cach déng
g0i: s0 lwgng nhap khau (bang so va bang chir)
Téng khoi lwong nguyén liéu lam thudc phdi kiém sodt ddc biét....:
¢/- Co s& san xuat:
- Tén.:...
- Pia chi:...
d/- Co s& xuit khau:
- Tén:...
- Dia chi....
Theo cdc diéu kién sau:
* Hang hoa s& duoc nhap vé qua ctra khau:...
* Hang hoa khong duoc phép chuyén bang duong buu dién.
* Gidy phép nay khong duoc trao doi.
* Thot han hiéu luc:...
* Giay phép chi c¢6 gia tri cho mot 1an nhap khau.
7 * Co sO phai thuc hién dﬁpg cac quy dinh hién hanh vé quan 1y, xuat nhap
khé}l, l}ru thong phan phoi thudc theo luat phap cua Viét Nam va cidc Cong udce
Quoc t€ ma Viét Nam tham gia.

Noi nhin: (Dia danh), ngay..... thang....nam.....
THU TRUONG CO QUAN CAP PHEP
-..., B0 Cong an;

-.., BO Tai chinh;

- Chi cyc Hai quan...;

- Luu VT,...
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Ghi chu:

(1) Ghi nam c4p phép;

(2) Ghi ma loai thubc, nguyén liéu lam thudc twong tng:

- N: Thubc gay nghién, nguyén liéu lam thudc 1a duoc chit gay nghién;

- P: Thubc hudng than, nguyén liéu lam thude 1a duge chat huéng than;

- Pr: Thudc tién chat, tién chat dung lam thudc.

_(3) Ghi ma ky hiéu s6 gidy phép xuét khau, nhap khau thudc gdy nghién, thudc huéng than,

thudc tién chat, nguyén li¢u lam thudc 1a dugc chat gy nghién, dugc chat hudng than, ti€n chat
dung lam thudc theo quy dinh tai Mau so6 15 tai Phu luc I ban hanh kém theo Nghi dinh nay.
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LICENSING AGENCY
IMPORT LICENCE

Certificate of official approval No..../(1)-(2)-(3)
(Single Convention on...)
The Ministry of Health of Viet Nam hereby certifies that.

being the Enterprise charged with the administration of the law relating to the
drugs to which the... Convention applies, has been authorized the following
importation:

a) Importer:

- Name:...

- Address:...

b/- Exact description and amount of the drug to be imported including the
international Non- Proprietary Name, if any:
Name of drug (active ingredient, strength), dosage form: quantity
(in number and in word)
Amount of... ingredient:
¢/- Manufacturer:

- Name: ...

- Address:...

d/- Exporter:

- Name: ...

- Address:...

Subject to the following conditions:

* The consignment will be imported through the port of:...
* The consignment may not be delivered by post.

* This authorization is not transferable.

* Validity period....

* Valid for one shipment only, partial shipments prohibited.

* The Licence holder is subjected to observe to the current regulations related
to management, import, export, distribution and supplies of drug, as well as the
requirement of Vietnamese Laws and International Conventions and Agreement to
which Vietnam is signatory or participatory.

Attn. Ha Noi, ,

s HEAD OF LICENSING AGENCY
- INCB;

- Licensing Agency (02 copies).
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Ghi chu:

(1) Ghi nam cép phép;

(2) Ghi ma loai thubc, nguyén liéu lam thudc twong tng:

- N: Thubc gay nghién, nguyén liéu 1am thudc 1 duoc chét giy nghién;

- P: Thubc hudng than, nguyén liéu lam thude 1a duge chat huéng than;

- Pr: Thudc tién chét, tién chéat dung lam thude.

(3) Ghi ma ky higu sO gidy phép xuét khau, nhap khau thudc gay nghién, thudc huéng théu;,

thuoc tién ché}t, nguyén li¢u lam thu~60 1?1 dugc chat gdy nghién, dugc chat hudng than, tién chat
dung lam thudc theo quy dinh tai Mau so6 15 tai Phu luc I ban hanh kém theo Nghi dinh nay.
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Maiu s6 30
CO QUAN CAP PHEP CONG HOA XA HQI CHU NGHIA VIET NAM
S Doc l1ap - Tu do - Hanh phuc
So:../...
V/v nhap khau thubc thanh pham (Pia danh), ngay... thang... nam...
dang phdi hop co chira...

Kinh gtri: Co s6...
= (Cg' quan cdrp7 phép) nhéq dugce Pon hang so... qgéy... cua co so Yé viéc Ilhﬁfl’p
khau thudc thanh ph€1’m dang ph(j)i hop ’c() chura du:(_rc chat gay nghi‘én/th}léc dang phoi
hop c6 chtra dugc chat hudng than/thudc dang phoi hop co6 chira tién chat;
Can cu...,
..(Co quan cdp phép) c6 ¥ kién nhu sau:
DPong ¥ dé co s& nhap khau thudc theo nhitng nodi dung sau:
1. Tén thuoc:
Tén thubc (hoat chat, ham luong/nong d0), dang bao ché, quy cach dong goi
2. SO lwgng: (bang sé va bang chit)
Tong khdi lugng nguyén lidu lam thude phai kiém soat dic biét:
3. Co s& san xuat:
- Tén:...
- Pia chi:...
4. Co s6 xuat khau:
- Tén:...
- Pia chi:...
5. Piéu kién nhap khau:
- Hang s& duoc nhdp vé qua cira khau:...
- Hang hoa khong duoc phép chuyén bang duong buu dién.
- Gidy phép nay khong duoc trao doi.

- Co so phai thyc hién ding cac quy dinh hién hanh vé quan ly, xuat nhap
khau, Ivu thong phan phdi thube theo luat phap cua Viét Nam va cac Cong udc
Quéc té ma Viét Nam tham gia.

.. (Co quan cdp phép) thong bao dé co so biét va thuc hién.

Noi nhin: THU TRUONG CO QUAN CAP PHEP

cees

- Luu: VT,...
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MAu s6 31
TEN CO QUAN TIEP NHAN HO SO CONG HOA XA HQI CHU NGHIA VIET NAM

Poc 1ap - Tw do - Hanh phic
So:... /...
V/v nhgp khaw... ., ngay... thang... nam...
Kinh gui: Co s6...
(Pia chi co sé)

..(1).... nhan dugc Pon hang so............. 1172 | RS cua co sG Ve viéc
NHAP KNAU. ... et e e st e e e enes ;

(@13 o1 § SRR ,

...(1)... c6 y kién nhu sau:

bong v dé co s& nhap khau............ tai Bon hang so...... NZAY..evveeereeeenenns So
luong:.............. Pon hang gom............. trang,........cceeeueeee. khoan c6 dong dau xac

nhan cua...(1)....

Co so phai thuc hién ding cac quy dinh hién hanh vé xuat nhap khau, luu
thong phan phdi thube va cac quy dinh vé duoc c6 lién quan.

Don hang co gia tri....

...(1)... thong bao dé co s biét va thyc hién.

Noi nhén: THU TRUONG CUA CO QUAN TIEP NHAN HO SO
- Nhu trén;
- Luu: VT,...

Ghi chu:

(1) Tén cua co quan tiép nhan hd so.
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MAu sb 32

TEN CO QUAN TIEP NHAN HO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Doc l1ap - Tu do - Hanh phuc

Sé:...
V/v nhap khau thudc khong vi muyc (Pia danh), ngay... thang... nam...
dich thuong mai

Kinh gui:...
..(1).... nhan dugc Vin thu s... ngady... cta (tén to chirc, c4 nhan dé nghi cap
phép nhap khéu) va céc tai liéu kém theo vé viéc nhan...;
Can cu...,
(1).... 6 ¥ kién nhu sau:

1. Pong y dé (tén to chirc, c4 nhan dé nghi cap phép nhap khau) nhap khau...
thudc, cu thé nhu sau:

TT Tén thudc Hoat chit, thanh phan, ham lwong So lwong
1
2
3
2. e ((2) IOU
..(1).... thong bao dé... biét va thuc hién./.
Noi nhgn: THU TRUONG CO QUAN
- Nhu trén;
- Luu VT,...
Ghi chu:

(1) Tén cua co quan tiép nhan hd so;
(2) Cac quy dinh cy thé twong mg véi timg loai thudc nhap khau
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CONG BAO/S6 879 + 880/Ngay 14-7-2025 95

MAu s6 39

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PON PE NGHI
Ban nguyén li¢u lam thuoc phai kiém soat dac biét
deé san xuat, pha ché tai co sé&

Kinh giri: (Tén co sd nhap khau).

bé nghi (tén co s¢ nhap khau) ban cac nguyén li¢u lam thudc phai ki€ém soat
dac biét sau dé phuc vu san xuat, pha ché thudc tai co sé:

Tén nguyén li¢u Tiéu chuan DPon vi

TT £y R e oas LA X .
lam thuoc phai kiém soat dac biét chat lwong tinh

S6 lrgng

Co s6 xin cam két str dung nguyén liéu diing muc dich. Viéc san xuét, pha ché
thude phai kiém soat dic biét tai co s& thuc hién theo ding cac quy dinh hi¢n hanh.
Néu vi pham, co s xin chiu hodn toan trach nhiém truéc phap lut.

Tai liéu kém theo:

Quy trinh san xuét, pha ché thubc c6 chra nguyén liéu 1am thudc phai kiém
soat dic biét dé nghi cung cap c6 dong dau xac nhan cia co so.

..... , ngay... thang... nam......
NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi ro ho tén)

(Xem tiép Cong bao s6 881 + 882)



