BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc 1ap - Tu do - Hanh phuc
S6:545  /QP-QLD Ha Néi, ngay 13 thdng 09 ndm 2022
QUYET PINH

Yé viéc ban hanh Quy trinh thao tac ghuén trong
Hg¢ thong quan ly chat lwgng theo tiéu chuan ISO 9001:2015
ap dung vao hoat dong quan ly nha nwdéc tai Cuc Quéan ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
churc nang, nhiém vu, quyén han va co cau té chire ciia BY Y té;

Can cir Quyét dinh sé 7868/OD-BYT ngdy 28/12/2018 cia Bé truéng B Y té
quy dinh chitc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Quan Iy Dugc
thuéc Bo Y té;

Can cir Quyét dinh sé6 372/0D-QLD ngay 01/7/2022 ciia Cuc trudng Cuc Qudn
Iy Duwge vé viéc ban hanh Quy dinh chike ndng, nhiém vu, quyén han ciia Vin phong
va cac phong thuoc Cuc Quan ly Duoc;

Can cir yéu cau thuc té cong tac quan 1y ciia Cuc Quan 1y Duoc;

Theo dé nghi ciia Chanh Van phong Cuc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh nay 01 Quy trinh thao tac chuan trong
Hé théng quan 1y chét lugng theo tiéu chuan ISO 9001:2015 4p dung vao hoat dong
quan ly nha nudce tai Cuc Quan 1y Dugc, cu thé:

Quy trinh xét duyét hd so dé nghi nhap khau thudc chua co gidy ding ky luu
hanh tai Viét Nam dung cho muc dich thir 1am sang, thir tuong duong sinh hoc, danh
gia sinh kha dyng, 1am mau kiém nghiém, nghién ctru khoa hoc (md sé OQT.KD.31.01).

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky.

Piéu 3. Cdc Ong/ba: Lanh dao Cuc, Lanh dao Ban QMS, Chanh Vin phong,
Truéng cac phong thudc Cuc Quéan 1y Duoc chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhan:
- Nhu biéu 3;

- Website Cuc QLD;
- Luu: VT, VP (Tr).
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CUC QUAN LY DUGC
PHONG QUAN LY KINH DOANH DUQC

QUY TRINH

XET DUYET HO SO PE NGHI NHAP KHAU THUOC
CHUA CO GIAY PANG KY LUU HANH TAI VIET NAM
DUNG CHO MUC PiCH THU LAM SANG, THU
TUONG PUONG SINH HQC, PANH GIA SINH KHA

DUNG, LAM MAU KIEM NGHIEM, NGHIEN CUU
KHOA HQC

MA SO: QT.KD.31.01
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OT.KD.31.01

CUCQUANLY
PUQC

QUY TRINH

XET DUYET PON HANG
NHAP KHAU THUOC
CHUA CO GIAY PANG KY
LUU HANH TAI VIET NAM

DUNG CHO MUC PICH THU

LAM SANG, THU TUONG
PUONG SINH HOC, PANH
GIA SINH KHA DUNG, LAM

MAU KIEM NGHIEM,

NGHIEN CUU KHOA HOC

Ma sd: QT.KD.31.01
Ngay ban hanh:
Lan ban hanh: 01

Téng s6 trang: 07

.

Cuc truong.

1. Nguoi/bo phan co lién quan phai nghién ciru va thue hién ding cdc néi
dung cua quy dinh nay.

2. Noi dung trong quy dinh nay co6 hiéu lue thi hanh nhu sw chi dao cua

3. Méi don vi chi doc phan phéi 01 ban. Khi cdc don vi ¢0 nhu cau phan
phéi thém tai liéu phai dé ngf’u véi Ban OMS. File mém duoc cung cap
trén mang ngi bo dé chia sé thong tin.

NOI NHAN (ghi ré noi nhdn réi danh dau X 6 bén canh)

X | Lanh dao Cuc

X Phong Quén 1y chét lwgng thube

X | Ban QMS

X

Phong Quin Iy gia thude

Van phong Cuc

Phong Quén Iy m§y phim

Phong Ping ky thude

X | Trung tim dao tao va hd trg.
doanh nghiép duwgc & my phim

X | Phong Quin Iy kinh doanh dwge

X Phong Phap ché & Thanh tra X | Viin phong NRA

O

BANG THEO DOI TINH TRANG SUA POI

STT Ngay sira doi Vi trisira d6i | Noi dung sira doi Ghi chu

Ngay ap dung:

1/7

Lén ban hanh: 01
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Cuc Quan ly Duwoc QOT.KD.31.01

1. MUC PiCH

Quy trinh nay nham quy dinh théng nhét trinh tu thue hién, trach nhiém cta ca
nhan, don vi lién quan trong viéc giai quyét hd so dé nghi cip phép nhap khéau thude
chua c6 gidy dang ky luu hanh tai Viét Nam dung cho muc dich thir 1am sang, thir
tuong duong sinh hoc, danh gia sinh kha dung, lam mau kiém nghiém, ngl‘uen clru
khoa hoc theo quy dinh tai Diéu 73 Nghi dinh 56 54/2017/ND-CP duoc stra dbi bd
sung tai Dleu 4, Piédu 5 Nghi dinh 56 155/2018/NB-CP duoc thuc hién thong qua Hé
thdng cbng théng tin mot cira quéc gia.

2. PHAM VI AP DUNG

Tét ca cac dm tuong tham gia trong qué trinh tiép nhan va giai quyét Thu tuc
hanh chinh (ma s6: 1.004505) thude tham quyen cua Cuc Quan Iy Duoc: cap phép
nhap khau thuéc ding cho muc dich thur 1dm sang, thu tuong duong sinh hoc, ddnh
gia sinh kha dung, lam mau kiém nghiém, nghién ctru khoa hoc theo quy dinh tai
Diéu 73 Nghi dinh 50 54/2017/ND-CP dugc stra doi bd sung tai Diéu 4, Diéu 5 Nghi
dinh s6 155/2018/NB-CP.

3. TAI LIEU THAM CHIEU
- Luat Dugc s6 105/2016/QH13 ngay 06/4/2016.

- Nghi dinh s& 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot s6 didu va bién phép thi hanh Luat dugc.

- Nghi dinh 50 155/2018/ND- CP ngay 12/11/2018 cua Chinh phu sua doi, bd
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quéan
Iy nha nuéc cua Bo Y té.

- Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 ciia B§ truémg Bo Y té quy
dinh chirc ndng, nhiém vy, quyén han va co cau to chire cia Cuc Quan Iy Dugce thude
Bo Y té.

- Thong tu s6 06/2017/TT-BYT ngay 03/5/2017 clia B§ Y té ban hanh Danh
muc thudc doc va nguyén lieu doc lam thudc.

- Thong tu s6 20/2017/TT-BYT ngay 10/5/2017 cua BQ Y té quy dinh chi tiét
mot s6 diéu cua Luat duge va Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cla
Chinh phu vé thude va nguyén lidu lam thude phai kiém soat dac biét.

- Quyét dinh phé duyét 56 7850/QD-BYT ngay 28/12/2012 cua Lanh dao B
vé trién khai thu tuc cép giay phép nhap khau thuéce dung cho muc dich thir lam sang,
thtr tuong duong sinh hoc, dénh gia sinh kha dung tai Viét Nam, lam mau kiém
nghiém, nghién ctru khoa hoc thong qua Hé théng cong thong tin mét cira qube gia.

- Céc van ban quy pham phép luat khac ¢6 lién quan.

4. TRACH NHIEM THUC HIEN

- Lanh dao ghé‘it luong, Ban QMS, Lanh dao phong Quan ly Kinh doanh Dugc
¢ trach nhiém kiém tra va bao dam nhting quy dinh trong Quy trinh nay dugc thyuc
hién va tuan thu.
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Cuc Quan ly Dugc OT.KD.31.01

- Lanh dao Cuyc, Lanh dao phong QLKD Duoc va cac chuyén vién, chuyén gia
lién quan cua Phong QLKD Dugc, Bé phan Mét ctra — Cuc Quan ly Dugc cé trach
nhi¢ém thuc hién va tuén thu nhirng quy dinh tai Quy trinh nay.

- Lanh dao céc phong, don vi ¢é trach nhiém phdi hop, kiém tra va bao dam
nhtg quy dinh tai Quy trinh nay dugc thuc hién va tuan thu.

- Phong Phap ché Thanh tra, Phong Pang ky thude, Phong Quan 1y chét lugng
thude ¢6 trach nhiém cap nhat dit liéu lién quan dén noi dung quan ly cua timg Phong
va chia sé dur li¢u nay dé dam bao can ¢t phap 1y trong viéc giai quyét ho so dé nghi
nhap khau thudc theo ding quy dinh cua phap luat.

5. CHU VIET TAT

- Cuc QLD: Cuc Quan ly Dugc.

- Phong QLKD Dugc: Phong Quan ly Kinh doanh Dugc.

- Chuyén vién thu ly: Chuyén vién, chuyén gia cua Phong QLKD Dugc duoc

phan céng phu trach ho so.

- Lanh dao Cuc: Lanh dao Cuc dugc phan cong phu trach.

- Lanh dao phong dugc uy quyén: Phé truong Phong QLKD Dugc dugc

Truong Phong uy quyén.

- LDP: Lanh dao phong dugc phan cdng phu trach Iinh vuc

- Hé théng: Hé théng dich vu cong Cuc Quan ly Dugc —Bg Y té.

6. QUY PINH CHUNG

Toan bd qua trinh tiép nhén, xem x€t va phe duyét hé so nhap khau duoc thuc
hién truc tuyen thong qua Hé 1hong phan mém dich vu cong truc tuyén clia Cuc QLD
da két n6i hai quan mot ctra que Eld Noi dung hudng dan sir dung phan mém dich
vu cong murc do 4 (‘1‘01 voi thu tuc cp gidy phép nhép khau duge dang tai tai Cong
théng tin mot clra quéc gia (dm véi hudng dan cho cac don vi ndp ho so) va trén Hé

thong dich vu cong truc tuyén ciia Cuc Quan ly Duoc (dbi v6i huéng dan cho chuyén
vién tham dinh).

Dia chi Cong thong tin mdt cira qudc gia (khai bao thong tin, tiép nhan hd so
cua co sO nhap khau) hitps://visw.gov.vh

Dia chi truy cap phian mém tic nghiép cta can bo, cong chirc Cuc QLD:
https.://dichvucong.dav.eov.vi
Mai c& nhan tham gia vao Quy trinh dugc cap mot tai khoan dé thuc hién cong

viéc tdc nghiép va cd trach nhi¢m gitr gin mat khau dé dam bao tinh bao mat cta Hé
thdng. Van phong Cuc la dau moi quan ly viéc cép tai khoan cong tac.

Truong horp He thong Xay ra su co phai ngimg van hanh thi s& ap dung viéc
ndp, tiép nhan, giai quyét va tra hd so gidy nhdm xir ly su ¢d theo quy dinh tai diém
a Khoan 3 Diéu 17 Nghi dinh 85/2019/NP-CP ngay 14 thang 11 nim 2019.

Cac ca nhan, t6 chire lién quan dén quy trinh thuc hién theo quy dinh cta phap
lut vé an toan thong tin mang

7.NOI DUNG QUY TRINH:
- Ngay dp dung: 3/7 Lan ban hanh: 01



Cuc Quan ly Duoc OT.KD.31.01
7.1. So' d6 quy trinh:
. ooz | Thoi
Tréich nhigm Sor 8b Quy trink thye hign Mo SR | oo
mau
TH
7.2.1 01
B6 phan Mot Tiép nhén, chuyén BM.KD.31.01/01 | Dgay
clra hd so
Truéng phong 7.2.2 01‘
QLKD Dugc ngay
hodc Lanh dao :
Phong Phéan cong chuyén vién thu ly
QLKDD Duge
dugc uy quyen
Foded 08
BM.KD31.01/02 | Ngay
BM.KD.31.01/03
r BM.KD.31.01/04
Chiuiyén vién Ri soit, dénh gid DALEE ALl
thy Iy \ BM.KD.31.01/06
- Ddnh gid ho so . BM.KD.31.01/07
- Du thao cong van tra loi BM.KD.31.01/08
BM.KD.31.01/09
BM.KD.31.01/10
BM.KD.31.01/11
Chua ddng ¥ 02
7.2.4 ngay
Xem xét, dé xuit
LDP
v
Chua T.2.5 02‘
déng y ngay
Lanh dao Cuc p.l.]e dliyet dy
thao Cong van
E)c"ing y
v
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Cuc Quan ly Dwoc OT.KD.31.01
7.2.6 01

Vﬁl}:phc‘mg Péng dau, ban hanh ngay
uc

7.2. Mo ta Quy trinh:

7.2.1. Tiép nhén hd so dé nghi nhip khiu:

Thoi gian toi da dé thuce hién bude nay la 01 ngay.

Can b Bo phan Mot ctia kiém tra hd so theo checklist tai Bidu mau

BM.KD.31.01/01 va thuc hién tiép nhan theo Quy trinh tiép nhén va ban giao hd so
tai BO phan mot cira.

Trudng hop ho so duge tiép nhan, Can bd Bo phin Mot cira chuyén hd so vio
tai khoan téac nghiép cua Truong phong QLKD Dugc (hodc Lanh dao Phong QLKD
Dugc dugc uy quyén).

7.2.2. Truéng Phong QLKDD hoidc nguoi duge uy quyén phén cong hod so

daé nghi nhap khau dén chuyén vién thu ly:
Thoi gian t6i da dé thuc hién bude nay la 01 ngay.

Truong phong QLKD Dugce (hodc Phé Trudng phong QLKD Duge dugc uy
quyén) phan cong hd so dén chuyén vién thu ly.

7.2.3. Chuyén vién thy Iy ra soat, danh gia hd so' dé nghi nhip khiu:

Thoi gian téi da dé thiee hién bude nay la 08 ngay.

Chuyén vién thu ly thuc hién viéc ra sodt hd so dé ghi v kién danh gia tai Phiéu
danh gié theo Biéu mdu BM.KD.31.01/02, BM.KD.31.01/03, BM.KD.31.01/04,
BM.KD.31.01/05, BM.KD.31.01/06.

Sau do, chuyén vién thu ly dy thao cong viin tra loi theo mot trong céc Biéu
mau BM.KD.31.01/07, BM.KD.31.01/08, BM.KD.31.01/09, BM.KD.31.01/10,
BM.KD.31.01/11 tuong (ing va phai phti hop v&i ¥ kién dénh gié tai Phiéu dénh gi.

(Déi véi cdc tai lidu khéng biit bude phdi ¢6 trong hé so theo quy dinh tai Nghi
dinh 54/2017/ND-CP, Nghi dinh 155/2018/ND-CP va khong lién quan dén cdc noi
dung giai trinh ciia co so vé sé lwong thude dé nghi nhdp khdu nhung co so nhdp
khdu c6 ndp kém trong ho so thi khéng can xem xét).

Cudi cting, chuyén vién thu Iy 4n vao nit “Chuyén hd so” dé trinh LDP va
chuyén sang budc 7.2.4.

7.2.4. LDP xem xét, dé xuit

Thoi gian 16i da dé thuc hién bude nay la 02 ngay.

Ngay dp dung: 5/7 Lén ban hanh: 01



Cuc Quin ly Dugc ‘ QT.KD.31.01
Trén co so y kién danh gia ho so cua chuyén vién thu ly ghi tai Phiéu danh gia

ho so, LPP thuc hién nhu sau:

7.2.4.1. Truong hop nhat tri vdi y kién ctia chuyén vién thu ly: LDP tich vao 6
“Nhat tri y kién ctia chuyén vién”, tich chon vao 6 tuong Ung tai muc D€ xuat cua
Phong QLKD Dugc trén Phiéu danh gia (“Ho6 so dat” hodc “Ho so can sua déi, bo
sung”); sau d6 chon nut “Chuyén Lanh dao Cuc” va chuyén sang budc 7.2.5.

7.2.4.2. Truong hop chua nhat tri véi y kién cua chuyén vién thu ly: LDP tich
vao 6 “Chua nhat tri y kién cua chuyén vién” va ghi ré y kién cua minh; sau dé chon
nat “Chuyén lai chuyén vién™ dé chuyén vién thu ly thyuc hién lai theo budc 7.2.3.

Riéng doi vaoi truong hop chuyén vién thu ly ¢6 y kién thé hién trong muc “Ghi
chu” tai Phiéu ra soat vé viéc can xin y kién cua LDP vé ndi dung con chua ré hudng
xu ly: LDP s& xem xét cu thé ho so (néu can thiét) dé cé y kién trao déi lai véi chuyén
vién thu ly vé néi dung nay.

7.2.5. Lanh dao Cuc phé duyét du thao Cong van:

Thoi gian t6i da dé thire hién bude nay la 02 ngay.

Trén co s y kién két luan cua Phong QLKD Dugc ghi tai Phiéu d4nh gia hd
so, Lanh dao Cuc thuc hién nhu sau:

7.2.5.1. Trudng hop nhét tri véi y kién ctia Phong QLKD Duge: Lanh dao Cuc
ky Cong vin cho phép nhap khau (bao gom ca viéc ky xac nhan trén Pon hang kém
theo) hodc ky Cong vin dé nghi sira ddi, bd sung hd so; sau dé chon “Chuyén Vin
thu Cuc” va an vao nit “Chuyén ho so” dé chuyén téi b phan Vin thu Cuc va chuyén
sang budc 7.2.6

7.2.5.2. Truong hop chua nhat tri voi y kién cua Phong QLKD Duoc: Lanh
dao Cuc tich vao 6 “Chua nhat tri y kién ctia Phong QLKD Duoc” va ghi 5 v kién
cua minh; sau do chon nut “Chuyén lai Phong QLKD Duoc” dé Phong QLKD Dugc
thue hién lai theo bude 7.2.4.

7.2.6. Ban hanh cong vin:

Thoi gian toi da cho thuce hién buée nay la 01 ngay.

Vin phong Cuc nhin cong vin giri co s nhép khau va kém don hang (trong
truong hop duoc phé duyét) theo quy dinh tir Lanh dao Cuc, thuc hién thao tac déng
ddu dién tir va 4n vao nat “Tra ho so” dé chuyén cho co sé nhap khiu.

8. BO SUNG HO SO

Trong truong hop Cuc QLD c6 cong vin tra 101 dé nghi co s nhap khéu stra
doi, bo sung ho so: Khi nhan hd so bd sung, sira doi ctia co so nhap khéu, Quy trinh
duoc thuc hién lai nhu muc tir 7.2.1 dén 7.2.6
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Cuc Quan ly Dtrp'c QT.KD.31.01
Thoi han ndp hé so sira doi, bo sung: trong vong 06 thang ké tir ngdy Cuc QLD

co cong van thong bdo.
Sau 12 thang ké tir ngay ndp ho so 1an dau ma ho so bo sung khong dép tng
yéu cau thi théng bao cho co s nhip khau hé so da nop khéng con gia tri.

9. LUU TRU HO SO

Ho so sau khi hoan thanh duoc luu trir trong Hé thong phan mém dich vu cong
truc tuyén cua Cuc QLD.

10. BIEU MAU:

- BM.KD.31.01/01: Check list hd so.

- BM.KD.31.01/02: Phiéu ra soat hd so dé nghi cap phép nhap khau thude sir
dung trong nghién ctru thir thude trén 14m sang.

- BM.KD.31.01/03: Phiéu ra soat ho so dé nghi cap phép nhap khau thude thir
tuong duong sinh hoc, danh gia sinh kha dung tai Viét Nam

- BM.KD.31.01/04: Phiéu ra soét hd so d& nghi cap phép nhap khau thudc dbi
ching trong thir tuong duong sinh hoc

- BM.KD.31.01/05: Phiéu ra soat hd so dé nghi cip phép nhap khau thube str
dung trong kiém nghiém, kiém dinh _

- BM.KD .31.01/06: Phiéu ra soat hd so dé nghi cip phép nhap khau thube str
dung trong cac nghién ctru khoa hoc khéng thude cdc truong hop quy dinh tai diém
a, b va ¢ khoan 1 Diéu 73 Nghi dinh 54/2017/ND-CP.

- BM.KD.31.01/07: Mdu céng van dong y cfip phép nhap khau thube thir
nghiém lam sang/ thu twong duong sinh hoc/ danh gia sinh kha dung.

- BM.KD.31.01/08: Mau c6ng vin dong y ¥ cap phép nhép khiu thude dé nghién
ctru, kiém nghiém, kiém dinh tai co sé san xuat hodc co so kiém nghiém, kiém dinh
thube.

- BM.KD.31.01/09: Mau Gidy phép nhap khau thudc gy nghién, hudng than,
tién chat dung dé nghién ciru.

- BM.KD.31.01/10: Méu Cong van déng y cép phép nhap khau thudc thanh
pham dang phdi hop c6 chira chét gay nghién, huéng than, tién chét.

-BM.KD.31.01/11: Mau cdng vin d& nghj sira ddi, bd sung ho so.
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BM.KD.31.01/01
CHECKLIST THANH PHAN HO SO

Thanh phan hd so gom:

1. Pon hang dé nghi nhap khau thudc theo Mu s6 15, 16, 17 Phu luc IIT — Nghi dinh
54/2017/NP-CP dugc bo sung, stra doi tai Nghi dinh 155/2018/ND-CP.

2. Ban chinh hodc ban sao c¢é chiing thuc van ban phé duyét ctia co quan hoic t6 chire
c6 tham quyén tuong tmg (ddi v6i trudng hop thude dé nghi nhap khau thude diém
a, b va d khoan 1 Diéu 73 Nghi dinh sé 54/2017/ND-CP dugc sira déi bd sung tai
Piéu 4, Piéu 5 Nghj dinh s6 155/2018/ND-CP).

3. Ban chinh hodc ban sao ¢6 chimg thuc vin ban phé duyét dé cuong thir tuong
duong sinh hoc theo quy dinh tai Piéu 100 ctia Luat duoc (ddi véi truong hop thube
dé nghi nhap khau thudée quy dinh tai diém c khoan 1 Biéu 73 Nghi dinh sé
54/2017/ND-CP duoc stra doi bd sung tai Piéu 4, Diéu 5 Nghi dinh s6 155/2018/ND-
CP vi la thude méi).

4. Tai liéu thuyét minh c6 dong dau ctia co s nhdp khau vé muc dich, so lugng nhap
khau va cam két sur dung ding muc dich.



BM.KD.31.01/02

PHIEU PANH GIA HO SO PE NGHI CAP PHEP NHAP KHAU
THUOC SU DUNG TRONG NGHIEN CUU THU THUOC TREN

LAM SANG

(Theo diém a Khoén 1 Piéu 73 Nghi dinh s6 54/2017/ND-CP)

Ma HS:

Ngay tiép nhan:
Co s nhép khau:

Muc dich nhap khau: sir dung trong nghién ctru thu thudc trén lam sang

Phén loai thubc: 00 Gay nghién, hudng thén, tién chét (Gay nghién/ huéng thin/

tién chét)

O lfhﬁi hop gdy nghién. p'h(“')i hop hudng ghz‘“m‘ p}léi hop ];ién ch
(Phoi hop gay nghién/ Phoi hop hudng than/ Phéi hop tién chat

0 Khong thudce 02 truedong hop trén

I. N§i dung ra soit, danh gii ctia chuyén vién phu triach:

STT

Noi dung ra soat

1

Thubc dé nghi nhip khéu dap ing quy dinh tai khoan 1 Diéu 73 Nghi
dinh 54/2017/ND-CP, duwgc bé sung, sira d6i tai Nghi dinh
155/2018/ND-CP

O Pat

] Chua dat. ly do:

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

Ho so' dé nghi cip phép nhip khau dap u-ng quy dinh tai khoan 2 Piéu
73 Nghi dinh 54/2017/ND-CP, dwoge bo sung, sira doi tai Nghi dinh
155/2018/ND-CP

O Dat

O Chua dat. ly do:

Cac ndi dung khae chua dat (néu cé dé nghi ghi ré ndi dung chiea dat):

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

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

Ghi chu:




BM.KD.31.01/03

PHIEU PANH GIA HO SO PE NGHI CAP PHEP NHAP KHAU
THUOC THU TUONG BUONG SINH HQC, PANH GIA SINH KHA

DUNG TAI VIET NAM

(Theo diém b Khoin 1 Diéu 73 Nghi dinh s 54/2017/ND-CP)

Ma HS:

Ngay tiép nhén:
Co s& nhap khau:
Muc dich nhap khau: Sur dung lam thude tha tuong duong sinh hoc, danh gia sinh

kha dung

Phén loai thude: O Gay nghién, huéng than, tién chit (Gay nghién/ hudéng than/

tién chdl)

O [’hon hop gdy nghién, plml hop hudng than phm hop tlen chét
(Phéi hop gdy nghién/ Phdi hop hudng than/ Phéi hop tién chét)

1 Khong thude 02 truong hop trén

I. NGi dung ra soat, ddnh gid cta chuyén vién phu trach:

STT

Noi dung ra soat

1

Thudc dé nghi nhip khiu dap ung quy dinh tai khoéan 1 Diéu 73 Nghi
dinh 54/2017/ND-CP, dwoc b6 sung, siwa doi tai Nghi dinh
155/2018/ND-CP

O bat

O Chua dat, ly do:

Hb so dé nghi cAp phép nhap khiu dap ng quy dinh tai khoén 2 Piéu
73 Nghi dinh 54/2017/ND-CP, dwoe bo sung, siva doi tai Nghi dinh
155/2018/ND-CP

O DPat

O Chua dat. ly do:

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

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

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

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

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




BM.KD.31.01/04

PHIEU PANH GIA HO SO PE NGHI CAP PHEP NHAP KHAU
THUOC POI CHUNG TRONG THU TUONG BUONG SINH HQC

(Theo diém ¢ Khoin 1 Diéu 73 Nghi dinh s6 54/2017/ND-CP)
Ma HS:

Ngay tiép nhén:
Co s¢ nhap khau:

Muc dich dé nghi nhap khau: str dung lam thude doi chimg trong thir twong

duong sinh hoc.

Phan loai thudc: O Gay nghién, hudng than. tién chét (Gay nghién/ hudng thai

tién chi 11)

[ Phéi hop gy nghién, phUl hop huéng thén, phon ho'p tién c
(Phéi hop gay nghién/ Phéi hop hudng than/ Phéi hop tién cht

0 Khong thugc 02 truong hgp trén

I. Noi dung ra soat, danh gia ciia chuyén vién phu trach:

STT

N¢i dung ra soat

1

Thubc dé nghi nhip khiu dap @mg quy dinh tai khoan 1 Piéu 73 Nghi
dinh 54/2017/NP-CP, dwge b6 sung, sia doi tai Nghi dinh
155/2018/ND-CP

O Pat

3 Chura dat. 1y do:

Ho so dé nghi cip phép nhip khau dap ung quy dinh tai khoan 2 Diéu
73 Nghi dinh 54/2017/ND-CP, duge bo sung, sira ddi tai Nghi dinh
155/2018/ND-CP

] Pat

O Chura dat, ly do:

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

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

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

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

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

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

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




BM KD.31.01/05

PHIEU PANH GIA HO SO PE NGHI CAP PHEP NHAP KHAU THUOC

Ma HS:

SU DUNG TRONG KIEM NGHIEM, KIEM DINH

(Theo diém d Khoin 1 Diéu 73 Nghi dinh s6 54/2017/ND-CP)

Ngay tiép nhan:

Co s nhap khiu:

Muc dich dé nghi nhap khau: sir dung trong kiém nghiém, kiém dinh tai céc co s& san

xuat thuoc hodc tai ciac co s& kiém nghiém, kiém dinh thudc.

Phén loai thubc: [ Gay nghién. huéng thin, tién chit (Gay nghién/ huéng than/

tién chat)

3 Phéi hop edy nghién, phdi hop hudng than, phoi hop tién chat
(Phoi hop giy nghién/ Phoi hgp hudng thin/ Phoi hop tién chat)

1 Khong thugce 02 trudng hop trén

I. N§i dung ra soat, danh gia ciia chuyén vién phu trach:

STT No¢i dung ra soat
1 Thubc dé nghi nhép khiu dap ing quy dinh tai khoan 1 Pi¢u 73 Nghi dinh
54/2017/ND-CP, dwoc bé sung, sira doi tai Nghi dinh 155/2018/ND-CP
O Pat
O Chua dat, ly do:
K v s s A S A B S AR A W A N O LA A e O
2 | Ho so dé nghj cip phép nhip khiu dap ing quy dinh tai khoén 2 Diéu 73
Nghi dinh 54/2017/ND-CP, dwge bb sung, sira doi tai Nghi dinh
155/2018/ND-CP
O Dat
O Chua dat. ly do:
B imiasnsoisuiesshonssnstumsso s s oSSR VA 5 e A RS e
T T
3 | Cac néi dung khéc chua dat (néu cé dé nghj ghi ré nji dung chwa daf):

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

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

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

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

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

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

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




BM.KD.31.01/06

PHIEU PANH GIA HO SO DE NGHI CAP PHEP NHAP KHAU THUOC

SUDUNG TRONG CAC NGHIEN CUU KHOA HQC KHONG THUQC

CAC TRUONG HOP QUY DINH TAI PIEM A, B VA C KHOAN 1 PIEU
73 NGHI PINH 54/2017/ND-CP

(Theo diém d Khoan 1 Diéu 73 Nghi dinh s6 54/2017/ND-CP)
Ma HS:
Ngay tiép nhan:
Co s& nhap khau:
Muc dich dé nghi nhap khau: St dung trong cac nghién ctru khoa hoc khong thude céc
truedng hop quy dinh tai cc diém a, b va d khoan 1 Diéu 73 Nghi dinh 54/2017/ND-CP

Phan loai thube: [ Gay nghién. hudng thin, tién chit (Gay nghién/ huéng than/
tién chat)

O Phéi hop gy nghién, phdi hop huéng than, phéi hop tién chét
(Phoi hop gy nghién/ Phdi hgp hudng than/ Phoi hop tién chat)

O Khong thude 02 trudng hgp trén

I. Noi dung ra soat, danh gii ctia chuyén vién phu trach:

STT o No§i dung ra soat
1 | Thude dé nghi nhip khiu dip tng quy dinh tai khodn 1 Diéu 73 Nghi dinh
54/2017/ND-CP, duoc bd sung, sira doi tai Nghi dinh 155/2018/ND-CP
[ DPat
3 Chura dat. ly do:

2 | Hb so dé nghi cip phép nhip khiu dip ing quy dinh tai khoin 2 Diéu 73
Nghi dinh 54/2017/ND-CP, duge bd sung, sia doi tai Nghi dinh
155/2018/ND-CP

O Dat

O Chua dat, ly do:

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

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

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

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




BMKD.31.01/07

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY bUQC DPc lap - Tw do - Hanh phic
SH: /QLD-KD Ha Néi, ngay .... thang .... nam ......

V/v nhép khau thude cho thir
nghiém lam sang/thir TDSH/ danh
gid sinh kha dung

Kinh B <.oammsniiamassaus essmioas iy sesesn sy ms
Dia chi: ....

Cuc Quan ly Dugec —Bo Y té nhan dugc Pon hang SO ... de ngay ..... cua co
s vé viée nhap khéu thudc dé thu nghiém lam sang/ thir tuong duong sinh hoc/ danh
gia sinh kha dung/ su dung cho nghién ciru khoa hoc.

Can ctr Nghj dinh s6 54/2017/NB-CP ngay 08/05/2017 cua Chinh phi1 quy dinh
chi tiét mot s6 diéu va bién phap thi hanh Luat duoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cuia Chinh phu sira dbi,
b6 sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi
quan ly nha nuéce ctia Bo Y té,

Cuc Quan ly Duoe — B§ Y té ¢6 ¥ kién nhu sau:

DPong y dé co sé nhédp khiu ... thude tai Don hang s6 ....... dé ngay ..... S6 luong:

.. (Bang chit). Pon hang gdm ... trang ... khoan ¢6 déng dau xac nhan ciia Cuc
Quan Iy Duoc —Bo Y té.

Thude nhap khau chi duoc st dung trong nghién ctru thir thude trén 14m sang
v6i dé cuong nghién clru da duoc Bo Y té phé duyét tai van ban sb ..... ngay ...... “
(tén nghién cuu) . Co s¢ dain bao su dung thude din g muc dich, ding déi tuong va
khong luu hanh thudc trén thi trudng (déi véi truong hop thuée thir lam sang).

Thubce nhép khau chi duge st dung trong thir tvong duong sinh hoc, danh gia
sinh kha dung véi dé cuofng nghién ctru da duogc phé duyet tai van ban s ... ngay

“ (tén nghién ciru) ”. Co s6 dam bao sir dung thudc ding muc dich, ding dbi
tu‘cng va khéng luu hanh thude trén thi truong (déi véi tricong hop thuoc thie twong
dwong sinh hoc, danh gia sinh kha dung).

Thudc nhép khau chi duoc sir dung cho nghién ctru khoa hoc da dugc phé duyét
tai vin ban s6 ..... ngay .....: © (tén nghién ciru) . Co s& dam bao sir dung thuée diung
muc dich, ding di twong va khong luu hanh thude trén thi trudng (doi v6i truong
hop thude sir dung cho nghién ciru khoa hoc)

Co s¢ phai thuc hién dang cac quy dinh hién hanh vé xuat nhap khau, luu thong
phan phéi thude va cac quy dinh vé duoe ¢é lién quan.

Pon hang ¢6 gia trj 01 nam ké tir ngay ky cong vin nay.

Cuc Quan Iy Dugc — B3 Y té thong béo dé co so biét va thyuc hién./.



BM.KD.31.01/08

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc 1ap - Tu do - Hanh phiic
Sé: /QLD-KD Ha Néi, ngay ... thang ... ndm ...

V/v nhap khéu thude dé nghién ci,

kiém nghiém, kiém dinh tai co sé san

xut thudc hodc co s& kiém nghiém,
kiém dinh thube

Kl SEe o sonvemnmivise s
EHEBERES oo iosscnnmmssims swemsn s s sis tos-m oo s e sais

Cuc Quan ly Dugce - Bo Y té nhan duoc Pon hang s . .. ngay .. . clia co s& vé
viéc nhap khau thuée dé kiém nghiém, kiém dinh tai co so san xuét thudc hoic tai
cac co so kiém nghiém, kiém dinh thuoc/ 1am thube dbi ching trong thir tuong duong
sinh hoc (trucng hop khéng phai thuée méi)

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cta Chinh phii quy dinh
chi tiét mot s diéu va bién phap thi hanh Luat duogc;

Cin ctr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu sira déi,
b sung mét sé quy dinh lién quan dén diéu kién dau tu kinh doanh thude pham vi
quan ly nha nuéc cia B Y té,

Cuc Quan ly Duge —Bg Y té ¢6 ¥ kién nhu sau:

Bn’:‘mg y dé co s nhap khé.u 01 thude tai Pon hang s6 ....... dé ngay ..... S6 luong:

.. (Bang chi¥). Pon han&, gom 01 trang 01 khoan ¢6 dong déu xac nhan cua Cuc
Quan ly Duoc —Bo Y té.

Co s0 chi dugc su dung thude nhap khau theo don hang trén dé phuc vu kiém
nghiém, kiém dinh tai co s& san xuét thudc hodc tai cic co so kiém nghiém, kiém
dinh thudc/ 1am thube ddi chimg trong thir twong duong sinh hoc, khong sir dung vao
muc dich khac, khong dua ra luu thong trén thi truong.

Co SO’ phal thuc hién ding L’i(. quy dinh hién hanh vé xuét nhap khau, lvu thong
phén phdi thudc va céc quy dinh vé duoc 6 lién quan.

Pon hang c6 gia tri 01 nim ké tir ngay ky céng vin nay.

Cuc Quan Iy Dugc — B Y té thong bao dé co so biét va thuc hién./.

No'i nhén: KT. CUC TRUONG
- Nhur trén; PHO CUC TRUONG

- Cuyc truong Vi Tuén Cuong (dé blc):
- Luu; VT, KD.



BM.KD.31.01/09
BO Y TE

GIAY PHEP NHAP KHAU
, DUNG DE NGHIEN CUU

Giay chitng nhédn cho phép nhdp khau sé: .../...-

(Cdng udc théng nhét vé ...)

Bé Y té chirng nhin:

Co s0 ...

la doanh nghiép chiu su diéu chinh cua cac diéu khoan phép luit lién quan dén céc
thude nam trong danh muc thude Cong ude ..., dugc phép nhap khiu mit hang sau:

a/- Nha nhap khéu:

- Tén:

- Pia chi:

b/- Mb ta chinh xdc tén va khéi luong thude duge nhdp, néu tén chung Qubc té -INN,
néu co:

Tén thude (hoat chit, him lwong/ndng d8), dang bao ché, quy cich dong goi:

‘ s’é lwong nhip khau (bang sf) va biing chi¥)
Tong khoi lirong nguyén liéu lam thuoc phai kiém sodt ddc biét ...:

¢/- Nha san xuét:

- Tén:

- Dia chi:

d/- Nha xuét khau:

- Tén:

- Dia chi:

Theo cdc diéu kién sau:

* Hang hod s& dugc nhap vé qua cira khéu: ...

* Hang hoa khéng duoc phép chuyén bing dudng buu dién.

* Gidy phép nay khong dugc trao di.

* Thoi han hiéu luc: ...

* Gidy phép chi c6 gid tri cho mot 1an nhap khéu.

* Co s& phai thuc hién ding cic quy dinh hién hanh vé quan 1y, xudt nhap khéu, luu
thong phan phdi thude theo Ludt phap ctia Viét Nam va cac Cong ude Qudc té ma Viét Nam
tham gia.

* Thudc nhap vé chi duge diing dé nghién ciru theo ...

Noi nhin: Ha Négi, ngay ..... thang....ndm .....
"o CUC TRUONG

- ..., B Cong an; .

- .., B0 Tai chinh:

- Chi cuc Hai quan ...;

- Luu VT, ...



BM.KD.31.01/09
Ministry of Health of Viet Nam

IMPORT LICENCE
AS SAMPLE FOR RESEARCH

Certificate of official approval No. .../...-
(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, packing: 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 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.

* The drug is only used for research.

Attn. Ha Noi, ,
. Director General

_ INCB;

- DAV (02 copies).



BM.KD.31.01/10

BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
— Poc lap - Tu do - Hanh phic
s6:  / __
V/v nhdp khau thude thanh pham Ha Néi, ngay ... thang ... nam ...

dang phéi hop cé chira ...

Kinh gui: Co s0 ...

Bo Y té nhan dugc Don hang 56 .. . Ngay ... cua co so vé viéc nhap khéu thudc
thanh pham dang phdi hop co6 chira duge chat gay nghlen/thuoc dang phdi hop c6
chira dugc chat hudng than/thude dang phdi hop c6 chira tién cht;

Canectr...,

B6 Y té ¢6 ¥ kién nhu sau:

Dong y dé Co s nhép khau thude theo nhimg néi dung sau:

1. Tén thube:

Tén thube (hoat chét, ham qung/néng do), dang bao ché, quy cach dong goi
2. S6 lwong: (bing sb va bing chit)

Téng khéi lugng nguyén liéu 1am thude phai kiém soét dic biét ...

3. Nha san xuit:

- Tén:

- Pia chi:

4. Nha xuat khau:

- Tén:

- Pia chi:

5. Piéu kién nhip khau:

- Hang sé& duoc nhdp vé qua cira khéu: ...

- Hang hoa khéng duoc phép chuyén bang dudng buu dién.

- Gidy phép nay khéng duoc trao doi.

- Gidy phép c6 hiéu luc: ...

- Co so phai thuc hién cac quy dinh tai ... va cac quy dinh ¢6 lién quan.
B6 Y té thong bdo dé Co s& biét va thuc hién.

Noi nhén: BO TRUONG

- B6 Cong an;
- Luu: VT, ...



BM.KD.31.01/10

MINISTRY OF HEALTH OF VIET NAM
Number: /

IMPORT LICENCE
AS SAMPLE FOR RESEARCH

The Ministry of Health of Vietnam hereby certifies that:

Address:

has been authorized the following importation:

1. Product name:

Name of drug (active ingredient, strength), dosage form, packing

2. Quantity: (in number and in word)

Amount of (name of controlled ingredient).

3. Manufacturer:

- Name:

- Address:

4. Exporter:

- Name:

- Address:

6. 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 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.

* The drug is only used for research.

Attn, Ha Noi, ;
- ....; Director General

- DAV (02 copies).



BMKD.31.01/11

BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPéc 1ap - Tw do - Hanh phic
So: /QLD-KD Ha Ngi, ngay  thing — ndm

V/v nhip khau thube dé .......

KRB0 i wmaas s
Cuc Quan 1y Dugc — Bo Y € nhan duoc Pon hang nhap khau SO e
BB REAV . i sinnss cua co so vé vide nhap khau thudc dung dé .........

Cin ctr Nghi dinh sé 54/2017/ND -CP ngay 08/5/2017 ctia Chinh phil quy dinh
chi tiét mot sé diéu va bién phép thi hanh Ludt dugc;

Can clr Nghj dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu stra ddi,
bé sung mot s6 quy dinh lién quan dén didu kién dau tu kinh doanh thugc pham vi
quan ly nha nudce cia Bo Y té,

Cuc Quan ly Dugc —Bd Y té ¢6 ¥ kién nhu sau:

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

Cuc Quan Iy Duge — B9 Y té thong bao dé co s& biét va thuc hién./.

g KT. CUC TRUONG
- Nhur trén; . pe

- Cyc truéng Vil Tuan Cudng (dé bio cdo): PHO CUC TRUONG
- Luu VT, KD (BV).



