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1. Can c& phap ly co ché tham chiéu trong dang ky thudc
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CAN CU’ PHAP LY CO CHE THAM CHIEU
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@ 1. Luat Dwoc

Luat Dugc so
105/2016/QH13

H6 so tham dinh toan bo -
12 thang

Luat Duoc sb
44/2024/QH15

Hb so thAam dinh toan bo -
12 thang

Hinh thire tham chiéu két
qua tham dinh - 09 thang

Thuoc diéu tri bénh truyén
nhiém nhém A - 15 ngay



(( } 2. Théng tw s6 12/2025/TT-BYT
8 2.1. NEN TANG PHAP LY

Quy dinh chi tiét vé hinh thirc tham chiéu (Khoan 2 Diéu 12, Khoan 10 Diéu 26, Diéu 30,

Diéu 45 Thong tw) DPéi twong ap dung
f

L Tai ligu yéu cau: « H6 so dé nghi ap dung hinh thirc tham chiéu:
. . 2 - > 201y Nop tai Cuc Quan ly Dwoc trong thoi han khong
a) Béo cdo tham dinh ctia co' quan quan ly < qua 05 nam ké tlr ngay thudc 1an dau dwoc co quan

dwoc quy dinh tai khodn 9 Diéu 2 Théng quan ly dwgc quy dinh tai khoan 9 Diéu 2 Théng tw
tw nay phai dap &ng yéu cau tai Didu 30 nay phé duyét tai bao céo thdm dinh

Théng tw nay; ~
b) Bang so sanh tinh twong déng gitra hd so -

x , £ f O\ fiA i A - « Ho so bat buéc ap dung hinh thirc tham chiéu:
d?ng kAy thljoc tai V'?t Nar’n VO’! thor]g t'? Thubc san xuét tai nwéc khong cé6 CQQL quy dinh
vé thudc da dwoc cap phep tai nuwdc so < tai khoan 9 Biéu 2 Thong tw, nhwng chi c6 01 CPP
tai, 1ap theo MAau 09/TT ban hanh kém do CQQL quy dinh tai khoan 9 Dleu 2 Théng tw cép

R . ma khéng c6 CPP tai nwdc san xuét
Thong tw nay. -

Chat lwong — An toan — Hiéu qua



(( w 2. Théng tw s6 12/2025/TT-BYT

2 S
Vs o W

B 2.1. NEN TANG PHAP LY

Quy dinh vé ap dung hinh thirc tham chiéu (Khoan 2 Diéu 12,
Khoan 10 Diéu 26, Diéu 30, Diéu 45 Théng tw)

9 9
Nguyén tac tham dinh Loi ich Hoa hop quéc té
- Tham dinh xac minh Giam th&i gian giai  Phu hop v6i hwéng
swthongnhat — quyét tv 12 thang ->  d&n cua WHO va quy
- Tham dinh doc lap hd 9 thang; giam trung  dinh cua cac nwéc
so hanh chinh va cac I3p tai liéu. trong khu vuc.

phan hd so khac biét

hat lwong — An toan — Hiéu qua
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((“w 2. Théng tw s6 12/2025/TT-BYT

1 N
Vsitey oF W

B 2.2. PIEU KIEN AP DUNG

Khoan 6 Diéu 12 Théng tw s6 12/2025/TT-BYT

Phai dwoc ndp tai Cuc Quan ly Duoc trong théi han khéng qua 05 nam ké tr ngay thudc 1an dau dwoc
co quan quan ly dwoc quy dinh tai khodn 9 Diéu 2 Théng tw nay phé duyét tai bao cao thadm dinh.

THO'I PIEM PUOC THO'I BIEM NOP HO

Khong qua 5 nam

PHXI“E DUYET LAN R SO TAI VIET NAM
DAU TAI NUYOC y
THAM CHIEU T1—-T0 <5 nam
TO T1

Chat lwong — An toan — Hiéu qua



((“j} 2. Théng tw s6 12/2025/TT-BYT

2 N
s TRy oF WO

B 2.2. PIEU KIEN AP DUNG

Khoan 6 Diéu 12 Théng tw s6 12/2025/TT-BYT

Phai dwoc ndp tai Cuc Quan ly Duoc trong théi han khéng qua 05 nam ké tr ngay thudc 1an dau dwoc
co quan quan ly dwoc quy dinh tai khodn 9 Diéu 2 Théng tw nay phé duyét tai bao cao thadm dinh.

Danh sach 36 SRA tai Khoan 9 Diéu 2:

THO'I PIEM BUQC « Hoa Ky, Canada
PHE DUYET LAN > » Ao, Bi, Bulgaria, Croatia, Sip, Céng hoa Séc, Ban
bAU TAINUOC Mach, Estonia, Phan Lan, Phap, Btre, Hy Lap,
THAM CHIEU Hungary, Iceland, Ireland, Y, Latvia, Liechtenstein,

Lithuania, Luxembourg, Malta, Ha Lan, Na Uy, Ba
Lan, B6 Dao Nha, Romania, Slovakia, SIovenia,
Tay Ban Nha, Thuy Bién, Thuy ST, Vuwong quéc Anh

e Australia, Nhat Ban

Chéat lvona — An toan — Hiéu qua



((Aw 2. Théng tw so6 12/2025/TT-BYT

1 N
Vsitey oF W

B 2.2. PIEU KIEN AP DUNG

MAU 4A/TT. Pon ding ky thudc, nguyén li¢u lam thudc

PON PANG KY THUOC, NGUYEN LIEU LAM THUOC

(Ping ky lin dau)
G. Thuoc c6 dé nghi duq(imumnmgin chiéu
1. Co quan quan 1y duof da cap phép luu hanh sgn pham: '
STT | Tén co quan quanj | Ngay phé duyét !! Loai hinh cap Théng tin lién hé
ly dugc © phép*

2. Bao céo tha‘im dinh Hao gom cac ndi dung tdifthiéu dé sir dung trong hinh thirc tham
chicu két qua tham dinh nhu sau (danh dau X vao cac 6 phu hop):

Chat lwong — An toan — Hiéu qua



((“w 2. Théng tw sb 12/2025/TT-BYT

2 N
/Msflev oF e

B 2.3. THANH PHAN HO SO

BO HO SO
YEU CAU
CHUNG

Tom tat dac tinh san phdm hoéc t& hwdng dan st
dung da dwgc phé duyét tai nuwdc so tai

B&o céo thdm dinh cla co quan quan ly dwoc quy
dinh tai khoan 9 Biéu 2 Thoéng tw nay

Bang so sanh tinh twong déng gitra hé so dang ky

thudc tai Viét Nam véi théng tin vé thube da dwoc

cap phép tai nwéc sé tai, 1ap theo Mau 09/TT ban
hanh kem Thong tw nay.



@ 2. Théng tu s6 12/2025/TT-BYT

2.3.1. THANH PHAN HO SO’ - BAO CAO THAM PINH

DPiéu 30 Thong tw s6 12/2025/TT-BYT

e Hinh thirc

= Phai 1a bao cdo tham dinh chinh thire dwoc ban hanh béi co quan
quan ly dwoc quy dinh tai khoan 9 Diéu 2 Théng tw nay

= Phai la bao cao cudi cung duoc co quan quan Iy vé dwoc s dung
dé cap phép Iwu hanh cho san pham va bao cao tham dinh, van
ban phe duyét cac ndi dung thay déi, bé sung cho san pham sau
khi cap phép lwu hanh.

= Trwong hop bao cao thAm dinh cla co quan quan ly dwoc quy dinh
tai khoan 9 Piéu 2 Thong tw nay khong phai bang tleng Anh, yéu
cau ndp ban dich cdng chirng sang tiéng Anh hodc tiéng Viét.




( ) 2. Thong tu sb 12/2025/TT-BYT

/1,
Sty oF W

B 2.3.1. THANH PHAN HO SO - BAO CAO THAM DINH

Dieu 30 Thong tw so 12/2025/TT-BYT . Hanh chinh: Thong tin vé& thubc; Danh

.. sach toan b cac quy cach, dong goi
g NOI dung duoc phé duyét; Nném dugc ly; Thong tin

vé co s& san xuat, co s& gilr gidy phép

= Trinh bay chi tiét qua trinh danh lbu hanh S .
gid, tham dinh v chat lugng, an | * Sl were Sert gl ué ok erin o
toan va hiéu qua cta thudc cling wong. Panh gid vé 4o én dinh, co ket
nhw co s& khoa hoc va phap ly luan v& chat lwong san pham
cho viéc cap glay phép lwu hanh - An toan, hiéu qua: Danh gia tom tit vé di
thudc tai nwo’c SO tai. ligu tién 1am sang chinh; Danh gia tom tat
- Phal bao gom cac ndi dung tdi vé d¥ lieu lam sang chinh; Danh gia vé lgi

ich, nguy co; Co s& cho cac chi dinh

thiéu dé st dung trong hinh thirc duoc phé duyat,

tham chiéu két qua tham dinh . . L
Chat lvong — An toan — Hiéu qua




(( w 2. Théng tw sé 12/2025/TT-BYT

& a
iRy oF W

B 2.3.1. THANH PHAN HO SO - BAO CAO THAM PINH

MAU 4A/TT. Pon diing ky thubc, nguyén li¢u lam thube - Théng tin vé thude
- Danh sach toan bg cac quy céch, dong goi duge phé duyét;
PON PANG KY THUOC, NGIAJYEPI LIEU LAM THUOC - Nhém dugc Iy
(Déng ky lan dau) - Thong tin vé co s& san xuat, co s giir gidy phép luu hanh

- Panh gia vé thanh phan, quy trinh san xuat

G. Thubc ¢6 dé nghij dwgc ap dung hinh thirc tham ch{én

1. Co quan quan 1y dugc da cap phép luu hanh sén pham: - ————— e - -
STT | Ténco quan quan | Ngay phé duyét'! | Loai hinhcap | Thong tin lién hé= | | - Pénh gié ve d§ 6n dinh, c6 két lugn vé chat lugng san pham
1y duoc ™ phép* - Panh gia tom tat vé dir liéu tién 1Am sang chinh

- Panh gia tom tit vé dir liéu lam sang chinh

- Panh gia vé kiém soat chat lugng

2. Béo céo t!lfirn dinh bao gom cac ngi dung t6i thiéu dé st dung trong hinh thirc tham - Panh gia vé loi ich, nguy co
chiéu két qua tham dinh nhu sau (danh dau X vao cac 6 phu hop):

- Co s6 cho cac chi dinh dugc phé duyét

Chéat lvong — An toan — Hiéu qua




((“w 2. Théng tw s6 12/2025/TT-BYT

1 N
Vsitey oF W

B 2.3.2. THANH PHAN HO SO - BANG SO SANH TiNH TUONG DPONG

Miu 9/TT. Bing so sanh tinh twong dong ciia hd so ding ky thudc lru hanh tai Viét Nam va thong tin ciia thudc dwge cip phép boi
co quan quin Iy dwge quy dinh tai khoin 9 Piéu 2 Thong tu s6 ....../TT-BYT ngay thing nim

BANG SO SANH TINH TUONG PONG CUA HO SO PANG KY THUOC LUU HANH TAI VIET NAM VA THONG TIN CUA
THUOC PUQC CAP PHEP BOI CO QUAN QUAN LY DUQC QUY DINH TAI KHOAN 9 DIEU 2
THONG TU SO ....../TT-BYT NGAY THANG NAM

Chu thich ndi dung khac biét giira

N¢i dung Giong nhau Khiac nhau :ia.l hgu nop tal Vigs N?m l‘fa tl?f
) @) 3) ¢u dwgc co quan quin 1y phé
duyét
4
Hb so' chit lrgng
S. DUQC CHAT

S.1 Thong tin chung
S.2: Nha san xuit
S.2.1: Nha san xuét

S.2.2: Mo ta quy trinh san xudt va kiém
soat quy trinh

S.2.3: Kiém soat nguyén li¢u

S.2.4: Kiém soat cac budc quan trong va

A LA '
can nham trmno rian




| 2. Thong tu so6 Nhan hd so day dd === ———————- :
I \ ! Y
®¥' 12/2025/TT-BYT ) v . |
. . Ra soat chuyén X . 6 thang dé phan hoi
E 2.4. QUY TRINH THU'C HIEN thAmdinh 10 N93Y | 10ngay Téi da 2 (+1) 13n bd
\ J a2
v sung ho so
é N
Thémdinh . 2 !
Ho so g thang I
\ J |
< ! |
é N
A Khong dat yéu Chuwa dat yéu |
[ Dat yéu cau ] [ 2 ] cau |
\, J
v |
= = = |
2 LA e\ . N [ Céng van thong )
[ Chuyén hodS*U tC;’I Veln phong Hoi ] Plineng thé1ng béo két qua tham |- |
ong tw van \ dinh y
v
f - Py s A R , )
Van phong H6i dong to chure hop 1 thang 1
Lan nop dau i Hoi dong tw van | thang
tién v
f % \ n P Y A )
Lan ndp bd Van‘phong |"|C_)I dgpg h9an thién 1 thang th'1
sung va ban hanh bién ban hop ang
pwoc phe duyet / [ )
Khéng dwoc phé Cuc QLD thwc hién két luan HD 20 ngay 20 ngay
duvét L )
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THWC TIEN TRIEN KHAI CO CHE THAM CHIEU TRONG
DANG KY THUOC TAI VIET NAM

PHAN 2
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( w 1. XAY DUNG QUY TRINH GIAI QUYET THU TUC HANH CHINH

B Quyét dinh s6 2959/QP-BYT ngay 17/09/2025 ctia B6 trwéna Bo Y té
Phu luc I
QuUY TRINH NQI BQ GIAI QUYET THU TUC HANH CHINH
THUQCTHAMQUYEN CUABQYTETRONGUNHVUCDANGKYTHUOC
— NN T SO - S— (Kém theo Quyét dinh s6 2959 /OP-BYT ngay 17 thang 9 ndm 2025 ciia Bj trweong Bé Y té)
Poc lap - Tw do - Hanh phiic
S6: 2959 /QP-BYT Ha Noi, ngay 17 thang 9 nam 2025 % DANIGMULC QU TRINK

QUYET PINH
V¢ viéc ban hanh quy trinh ngi bd gidi quyét thi tuc hanh chinh
linh vire dwrge pham thude thaim quyén giai quyét cia By Y té

gidy dang ky luu hanh thude, nguyén liéu 1am thude
_ I

STT Tén quy trinh M3 s0
1 | Thu hoi gidy dang ky lwu hanh thudc, nguyén liéu | QT.QLD.DK.07.01
lam thudc trong truong hop co s¢ san xuat hoic co
s¢ ding ky thudc, nguyén liéu lam thudc dé nghi
thu hoi gidy dang ky luu hanh thude, nguyén lidu
lam thudc tai Viét Nam
2 | Quy trinh giai quyét thi tuc hanh chinh thay doi, bo | QT.QLD.PK.08.01
sung gidy dang ky luu hanh thude, nguyén liéu lam
B s
I 3 | Quy trinh giai quyét thu tuc hanh chinh cip gidy | QT.QLD.PK.09.01
L dang ky luu hanh thuéc nguyen liéu lam thude.
4= Uuy trinh “gial_quyét thu tuc hanf chinh gia han | QT-QLD.DKT0.01




(( }} 1. XAY DUNG QUY TRINH GIAI QUYET THU TUC HANH CHINH

2 N
s TRy oF WO

B Quyét dinh s6 2959/QD-BYT ngay 17/09/2025 cta B6 trwérng B Y té

Biéu mau bién ban tham dinh ho so’:

- BM.QLD.PK.09.01.03-PC02: M3u Bién ban tham dinh phan hé so Hanh chinh -
thuéc nhap khau

- BM.QLD.PK.09.01.03-CLO1: M&u Bién ban thdm dinh phan hé so Chét lvong -
thubc Hoa dwoc, Vac xin, Sinh pham

»+  BM.QLD.DK.09.01.03-AH04: M&u Bién ban tham dinh Ho so an toan, hiéu qua -
Tiéu ban 1am sang (thdm dinh tham chiéu)

+ BM.QLD.PK.09.01.03-AHO5: Mé&u Bién ban tham dinh H6 so an toan, hiéu qua -
Tieu ban twong dwong sinh hoc (tham dinh tham chiéu)

Chéat lvona — An toan — Hiéu qua



( } 2. HOAN THIEN HE THONG DICH VU CONG TRU'C TUYEN

2 N
4'/5,[“ oF e

&

@ sovre

CUC QUAN LY DUQC

CHON THOTUC

p Trang chi := DANH SACH THU TUC HANH CHINH
T ATRANG CHO

LT L ISR DOANH NGHIEP B8 Thi tuc hanh chinh

8 Thi tuc hanh chinh

o T

1

DANG KY TAI KHOAN
DOANH NGHIEP

2

DANG NHAP VA
NOP HO SO

[ quin i tai khodn

3

NOP LE PHI
(NEU CO)

4

NHAN KET QUA|

3 Danh sach thi tyc

5

SUA D61 B6 SUNG
(NEU C6)

1ong dan i dung

$6 ha hd so gidy

TT-84 PETTETE  Dinh chinh, ba sung quyét dinh cap s6 déng ky thude Dugc phém Phong déng ky
{2 PHONG QUAN LY KINH DOANH DUUC QEIEECERID) {2 PHONG DANG KY THUGC Quan Iy nguyen ligu
! TT-85 Thu hdi gidy dang ky luu hanh thude, nguyén liéu lam thude Duge pham Phong Dang Ky
©iéu 57. Cép phép xut khdu thudc géy nghién, thudc huong thn, thudc tien chat, thusc dang ph ang ky thudc, nguyén liéu lam thudc ETH olfu hd so . i = "
i o chia dupechft gy nghin, s dong o b o chia it gt e TT-88 Duy tri higu lyc 12 thing gidy DKLH Dugc pham Doanh nghiép va
n chat, nguyén lié ¢ chat gay nghién, it h
9 tln it ding lam hute £ ﬁ; B o S S phang daing ky thusc
= m TT-90 Gia han $o dang ky thuse Duge pham
9255, phép ust K T phéng x; thue v o cht rang darh mye s, e ch ia han so dang oc pha
3t thude danh muc chat bi cdm sir dung trong mot s5 nganh, linh vuc; thuc déc; nguyen lieu o
clamthuse
2 =R o
T Oenghicep iay LA Dugepnam  Doarh nghiep
@ nhan dao
22 veT—— - N _ ~ . N B B
TT-81 PR ©ang ky thay ddi b sung thang tin thudc, nguyén ligu lam thude Dugc pham
) PHONG QUAN LY GIA @IIEIEED 1R} PHONG QUAN LY CHAT LUONG @IEETETID
e m x . == 792 PRI Cong bota duoc, vé nang Duge pham Doanh nghiép

Giao dién doanh nghiép Giao dién co’ quan quan ly

Chéat lvong — An toan — Hiéu qua




@ KHUYEN NGHI

1 N
Vsitey oF W

B KHUYEN NGHI CHO VCCI VA CONG DONG DOANH NGHIEP

1. H6 trg Cuc QLD thiét 1ap moi quan hé hop tac
véi cac Co quan quan ly dworc tham chieu:

- Hé thdng trwc tuyén cho phép tai vé bao cao
thdm dinh (vi du cia EMA, PMDA).

- Co ché chia sé truc tiép tr cac co quan quan ly
dwoc tham chiéu cho DAV théng qua thda thuan
song phwong gilra 2 co quan quan ly.

2. Co ché chia sé bao cao tham dinh bang tiéng

Anh nham tao thuan loi cho qua trinh déi chiéu

va ap dung két qua tham dinh tham chiéu.
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