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Cuc Qudn ly Duoc QT.DK.22.03

. Mi s6: QT.PK.22.03
QUY TRINH

XAC MINH TiNH XAC | Neay ban hanh: 0814212025
TI:IUC ,CUA GIAY TO Lén ban hanh: 03
PHAP LY TRONG HO SO |
DANG KY THUOC, Tong s6 trang: 14
NGUYEN LIEU LAM
THUOC

CUC QUAN LY DUQC

1. Nguwoi/bg phdn coé lién quan phai nghién ciru va thuwe hién dung cdc noi
dung cua quy dinh nay.

2. Noi dung trong quy dinh nay co hiéu luc thi hanh nhw sy chi dao cia Cuc
truong.

3. Méidon vi chi dwoc - phan phoi 01 ban. Khi cdc don vi c6 nhu cau phdn phéi

thém tai liéu phdi dé nghi véi Ban QMS. File mém duwoc cung cdp trén mang
ndi bé dé chia sé thong tin.

NOI NHAN (ghi 18 noi nhdn réi danh dau X 6 bén canh)

Lanh dao Cuc Phong Ping ky thuoc
Ban QMS Phong Quan ly chit lwgng thude
Vin phong Cuc Phong Quén Iy gia thude
p O
Phong Phép ché - Hoi nhép Phong Quén Iy my phim
g P O
Phong Quian’ly kinh doanh dwge | 7 | Trung tim Dao tao va H6 tro doanh
/ nghiép dwoc, my pham
7 | Vin phong NRA
Ngay dp dung: 0¥l 2[2025 Lan ban hanh: 03
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Cuc Qudin ly Duwoc

OT.DK.22.03

BANG THEO DOI TINH TRANG SUA POI

. Ngay stra Vi tri Noi dung sira doi o
STT déi siva déi Ghi chua
1 Toan bo | Toan bd ndi dung | Sira doi toan by Quy trinh theo Thong tur
SOp SOpP mai 12/2025/TT-BYT ngay 16/05/2025

clia BO Y té quy dinh viée ding ky luu

hanh thudc, nguyén liéu lam thude

Ngay dp dung: 08|A2[2025
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Cuc Qudin ly Dugc _OT.DK.22.03

1. MUC PICH

Quy trinh nay nhim thong nhét thue hién x4c minh tinh xéc thye cua gidy tor
phép ly trong hd so dé nghi cdp, gia han, thay ddi, bé sung gidy dang ky luu hanh
thube, nguyén liéu lam thude theo ‘quy dinh tai Diéu 17 Thong tu s6 12/2025/TT-
BYT ngay 16/05/2025 cia B§ Y té quy dinh vige déng ky luu hanh thude, nguyén
lieu lam thudc (Sau day viét tit 1a Thong tw sb 12/2025/TT-BYT).

2. PHAM VI AP DUNG

Quy trinh 4p dung ddi véi Lanh dao va chuyén vién phong Dang ky thube
tham gla vao viéc xac minh tinh xdc thyc ca gidy 1o phap ly trong ho so dé nghi
cép, gia han, thay ddi, b6 sung gidy dang ky luu hanh thude, nguyén liéu lam thude
theo quy dinh tai Piéu 17 Thong tu s6 12/2025/TT-BYT.

3. TAI LIEU THAM CHIEU

- Luat Dugc ngay 06/4/2016; Luét stra dbi, bd sung mot sd didu ctia Luat Duge
ngay 21/11/2024;

- Nghi dinh s6 111/2011/ND-CP ngay 05/12/2011 cta Chinh phu vé chimg
nhéan lanh sy, hop phap hoa lanh su;

- Nghi dinh sb 196/2025/ND-CP ngay 04/07/2025 cta Chinh phi stra dbi, bd
sung mot sé diéu ctia Nghi dinh s6 111/2011/ND-CP ngay 05/12/2011 cua Chinh
pht vé chimg nhan lanh su, hop phép héa lanh su;

- Thong tu s6 12/2025/TT-BYT ngay 16/05/2025 cia B truéng BO Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thude;

- Thong tu s6 11/2025/TT -BNG ngay 31/07/2025 ciia Bo Ngoai giao vé biéu
mAu gidy t& va hudng dan chi tiét mot s6 quy dinh vé chimg nhan lanh sy, hop
phéap hoa lanh su.

4. TRACH NHIEM THU'C HIEN

- Lanh dao chat lwong, Ban QMS ¢6 trach nhiém kiém tra va bao dam nhimg
quy dinh trong quy trinh nay dugc thyc hién va tuén thu theo yéu cau ctia Hé thng
quéan 1y chat luong.

- Lanh dao phong Dang ky thubc ¢6 trach nhiém giam sat dé bao dam nhung
quy dinh trong Quy trinh nay dugc thuc hién va tuén thu theo yéu cau cua ¢ thong
quan 1y chat luong.

- Lanh dao phong Piang ky thudc ¢6 trach nhiém thudng xuyén kiém tra, don
dbc, td chirc thue hién theo diing quy dinh tai quy trinh nay.

- Lanh dao phong Dang ky thudc va chuyén vién c6 lién quan ciia phong Ding
ky thubc c6 trach nhiém thue hién va tuén thu nhitng quy dinh trong quy trinh nay.

5. GIAI THICH TU NGU VA CHU VIET TAT

5.1. Giai thich tir ngit: Trong quy trinh nay, céc tir ngtt dudi diy dugc hiéu
nhu sau:

Ngay dp dung: OS| 12 2025 Lén ban hanh: 03
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Cuc Qudn ly Dugc QT.DK.22.03

% Gzay (o phdp ly can Xéc thuce trong quy trinh nay la gidy to phap ly do
cO' quan co thim quyén nudc ngoai cdp, bao gdom céc gidy to dugc quy dinh tai
Diéu 17 Thong tu s6 12/2025/TT-BYT.

5.1.2. Co quan c6 tham quyén chirng nhdn lanh suw, hop phdp héa lanh sw cua
Viét Nam 1a céc co quan duge quy dinh tai Diéu 5 Nghi dinh s6 111/2011/ND -Cp
duoe stra dbi bd sung tai Nghi dinh s6 196/2025/ND-CP va co quan dugc phin cép

thuc hién thim quyén ching nhéan lanh sw, hgp phép hoa lanh sy ¢ trong nude theo
quy dinh tai Didu 2 Théng tu s6 11/2025/TT-BNG.

5.1.3. Co quan c6 thdam quyen nuoc ngoai cdp gidy to phdp Iy 1a co quan ¢
thdm quyen tai nudc ngoai da cap cac gidy to phap 1y dugc ndp trong hé so ding
ky thudc tai Cuc QLD.

5.1.4. Chuyén vién phu trdch la chuyén vién dugc giao nhiém vu thu ly hd so
dang ky thube theo Bang phén céng chi tiét nhiém vu cua lanh dao, chuyén vién
Phong Ding ky thudc (goi tat 1a Bang phan c6ng nhiém vu Phong DKT) hodc theo
phéan cong cta Truong phong Bang ky thudc.

5.1.5. Chuyén vién dau méi 1a chuyén vién dugc giao thyc hién chie ‘nang,
nhiém vu cu thé trong bang phan cong nhiém vy Phong DKT lién quan dén cac
budce trong quy trinh.

5.1.6. Léanh dao Phong phu trdach 1a Phé Trudng phong DPKT phuy trach nhém
thube nudce ngoai, trong nudc va vic xin sinh pham.

5.1.7. Lanh dao Cuc la Lanh dao Cuc QLD duogc phan cong phu trach linh
vue dang ky thuoc tai thoi diém trinh ky vin ban xac thuc gidy to phap ly. Trong
trudng hop can thiét, Cuc truong phén cong Lanh dao Cuc khac hoc truc tiép xem
xét ky ban hanh vin ban dé nghi x4c thyc.

5.1.8. Chuyén gia tham dinh hé so'1a cac chuyén gia thyc hién viée thdm dinh
hd so thude céc tiéu ban chuyén gia thanh 1ap theo Quyet dinh ctia Cuc trudng Cuc
Quan ly Duogc (goi tat la chuyén gia dgc lap) hodc Quyet dinh cua Truong don vi
duoc giao nhiém vu td chirc thdm dinh hd so dang ky thude vé viéc ban hanh danh
sach chuyén gia thdm dinh.

5.1.9. Héi dong 1a Hoi ddng tu van cap gidy dang ky luu hanh thuoc nguyén
liéu lam thudc duoc thanh l4p theo Quyét dinh cua Bd truong Bo Y té.

5.2. Chir viét tit:

- CVBM Chuyén vién dau moi
- CVPT Chuyén vién phu trach
-DKT Diang ky thude
- PKM HO so dé nghi cép gidy ding ky luu hanh thude, nguyén liéu lam thude
- GPKLH Gidy dang ky luu hanh
- GH Ho6 S0 dé nghi gia han gidy ding ky luu hanh thude, nguyén ligu lam
thude
Ngay dp dung: 08| 2{ 2025 Léin ban hanh: 03
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Cuc Qudan ly Dugc QOT.DK.22.03

~AFTPL Gidy to phap ly

- HPHLS Hop phéap hoéa lanh sy

-LDC Lanh dao Cuc

-LbP Lanh dao Phong

-NLLT Nguyén liéu lam thude

- QLD Quan ly Dugc

- TbBS Hb so dé nghi thay ddi, bd sung gidy dang ky luu hanh thude, nguyén
liéu lam thude

- XTHPHLS | X4c minh tinh xéc thuc gidy t& phép Iy lién quan dén hop phép héa
lanh su

- XTND X4c minh tinh xac thuc cua ndi dung giay to phap ly

6. QUY DINH CHUNG

6.1. Nguyén tic xic dinh trwong hop phai givi xdc thye:

STT | Phén loai trwong hop phai xdc thwe | Thu tuc | Hinh thire | Cin el phap
ding ky | xac thue ly
phai giri xaic
thue =
1 CPP ¢6 ndi dung bi tiy xoa, stra chita | PKM, GH, | XTND Diém a khoan 1
thong tin TDBS Piéu 17 Théng
tu 50
12/2025/1T°T-
BYT
2 CPP trong hd so dang ky thude cua co | PKM, GH, | XTHPHLS Piém b khoan 1
SO san xudt, co s¢ déng ky da bi co | TDBS Pidu 17 Thong
quan cé thdm quyen cua Viét Nam xtr tu 50
phat hanh chinh do vi pham diém q 12/2025/TT-
khoan 2 Piéu 42 Luat Duge. Thoi han BYT
ap dung viéc xdc minh tinh xac thue
CPP 1a 03 nim k& tir ngay c6 quyét
dinh xtr phat hanh chinh hodc tir ngay
ket thtc thoi han tam ngumg nhan hd SO
cp, gia han gidy ding ky luu hanh néu
cd ap dung bién phap tam ngimg nhén
hd so cip, gia han gidy ding ky luu
hanh.
3 CPP ctia thudc san xuat boi co so san | DKM, GH, | XTHPHLS Diém ¢ khoan 1
xuét 1an du tién c6 thube dang ky luu | TDBS Diéu 17 Théng
hanh tai Viét Nam, bao gdm ca trudng tu 50
hop co s chi tham gia mot hodc mot 12/2025/TT-
s0 cong doan cuia qué trinh san Xuét. BYT

Ngay dp dung: 08| A2 (2025

Lin ban hanh: 03
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Cuc Qudan ly Dugc

OT.DK.22.03

phan anh lién quan dén tinh trang cap
phép, luu hanh thudc & nude s tai can
xéc minh, 1am rd hodc thong tin vé viéc
khoéng dap tng diéu kién hoat dong cua
co s& san xudt thude, co s& dang ky
nude ngoai tir cac ngudn thong tin sau:
a) Vin ban giri dén Cuc Quan ly Duoc
bao gdm déy da tén, dia chi cta co
quan, td chire, c4 nhan gui; kém theo
tai liéu lién quan dén théng tin phan
anh;

b) Thong tin tor phuong tién thong tin
dai chuing.

STT | Phén loai trwong hgp phai xdc thue | Thu tuc | Hinh thite | Can ci phap
dang ky | xdc thwe ly
phai giri xac
thue
4 CPP 1a ban dién tir ctia co quan ¢6 thaim | PKM, GH, | XTND Diém d khoan 1
quyén céc nude nhung khi thim dinh | TDBS Diéu 17 Thong
hd so khéng tra ctu duge tir trang tu 50
thong tin dién U hodc co so dit liéu ma 12/2025/TT-
co so dang ky cung cip. BYT
5 CPP trong ho so dang ky thuoc dbi véi | DKM, GH, | XTND Diém d khoan 1
trudng hop do Hoi déng yéu cau thue | TDBS Diéu 17 Thong
hién viéc xac thuc tu )
12/2025/TT-
BYT
6 | Gidy phép san xuét, kinh doanh thuéc | DKM, GH, | XTHPHLS | Diém a khoan 2
tai nude so tai ddi voi co so dang ky | TDBS Piéu 17 Thong
nude ngodi lan dau cé thude, nguyén tu s0
lidu lam thudc ding ky luu hanh tai 12/2025/TT-
Viét Nam BYT
7 Gidy to phap 1y do co quan ¢6 thim | DKM, GH, | XTND Piém b khoan 2
quyén nudc ngoai cdp chua dap mg | TDBS Piéu 17 Thong
theo quy dinh tai diém b khoan 1 Piéu tur )
22 Thong tu s6 12/2025/TT-BYT. 12/2025/TT-
BYT
8 Poi véi thude da dwoce cip giay ding XTND va | Khoan 3 Diéu
ky lwu hanh: Cuc Quan ly Duogc thuc XTHPHLS | 17 Théng tu s6
hién xac minh tinh xdc thyc cua cac 12/2025/TT-
gify to phap ly khi uep nhén théng tin BYT

6.2. Hinh thirc giri viin ban dé nghi xic thye:
Van ban dé nghi xac thuc duge phat hanh va gui di theo quy dinh tai Quy trinh tao
1ap ho so, trinh ky va phat hanh vin ban di ctia Cuc Quén ly Duge.

Ngay dp dung: O3[12 {2025
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Cuc Qudin ly Dugc QOT.DK.22.03

Trudng hop co quan duge dé nghi xéc thue c6 dia chi thu dién ti: ngoai viée gui
viin ban theo Quy trinh tao 14p ho so, trinh ky va phat hanh van ban di ctia Cuc Quan Iy
Duoc, Phong Dang ky thude thue hién giri vin ban va tai liéu kém theo bang thu dién ti
téi hom thu ctia co quan duoc dé nghi xéc thyc.

6.3. Hinh thirc tiép nhén két qua xdc thye:

a) Vian ban gidy giti dén Cuc Quan ly Duoc ho#c thu dién tir dugce gt tir dia chi thu
dién tir chinh thirc cia co quan duge dé ngh1 xéc thue giri dén dia chi thu dién ttr cong vu
cta Cuc Quan ly Dugc phue vu cdng tac gui xac thue.

b) Van ban x4c thuc guri kém theo vin ban cuia co quan ngoai giao hodc co quan dai
di¢n thuong mai tai Viét Nam ctia nuéc cap gidy to phap 1y gui dén Cuc Quén 1y Dugc
qua dudng van ban gidy hodc guri dén dia chi thu dién ti cong vu ctia Cuc Quan ly Dugc
phuc vu cong tac giri xdc thye.

¢) Vén ban cia co quan ngoai giao hodc co quan dai di¢n thuong mai tai Viét Nam
clia nudce chp gidy to phap ly tra 101 can cir két qua x4c thuc nhan duge tir cac co quan
duogc dé nghi xac thue g dén Cuc Quan ly Dugc qua duong van ban gidy hodc gtri dén
dia chi thu dién tir cong vu ctia Cuc Quan ly Duge phyc vu cdng tac gui xac thyc.

6.4. Dia chi thu dién tir cong vu ciia Cuc Quéin ly Duwgc phuc vu cong tac giri xac
thue:

a) Viéc gtri xac thue va nhin két qua xac thue duoc thyc hién théng qua 1 hom thu dién
t&r cong vu duy nhat cia Cuc Quéan 1y Duoc phuc vu riéng cong tac gui xdc thuc la:
cpp@moh.gov.vn. Hom thu dién tir nay dugc Trung tam Thong tin y té qubc gia cAp cho
Cuc Quan ly Dugc theo Cong vén s6 54/TTYQG-HTATTT ngay 04/02/2025 can clr trén daé
nghi tai Cong vin s6 88/QLD-VP ngay 22/01/2025 ctia Cuc Quan ly Dugc.

b) Hom thu dién tit cpp@moh.gov.vn duge giao cho Phong Dang ky thude quan 1y va
str dung phuc vu tc nghi€p theo quy trinh nay. Truong phong Dang ky thube giao cho 01
Pho Trudng phong va 01 chuyén vién dau mbi quan 1y, str dung hom thu ndy bang vin ban.

¢) Trach nhiém cta Pho Trudng phong va chuyén vién dau méi:

- Thue hién cong viée duge md ta tai bude 6 muc "7. Noi dung quy trinh".

- Hang ngay kiém tra hom thu dién tir va thuc hién cong viée duge mo ta tai bude 7
muc "7. Noi dung quy trinh".

- Khéng dugc xo4 bit ky thong tin gi trong hom thur.

- Khong duoc st dung hom thu cho bét ky muc dich nao khac ngoai cac ndi dung duge
quy dinh tai quy trinh nay.

- Bao mat thong tin, khéng dugc cung cép thong tin tai khodn, mat khiu cho nguoi
khong duge phan cong.

6.5. Viéce cAp nhit dia chi thw dién tir ciia co’ quan dwge d¢ nghi xac thye:

Phong Ping ky thude cé trach nhiém tbng hop va dinh ky cép nhat danh sach dia
chi thu dién ti ctia cac co quan duge d& nghi x4c thue dé théng nhét thyc hién, cu thé:

- Pia chi thu dién tir duge cong khai trén trang thong tin dién tir ctia co quan co tham
quyén chung nhén lanh su, hop phap hoa lanh sy ciia Viét Nam, co quan ¢ thdm quyén
nude ngoai cap gidy t& phép 1y.

Ngay dp dung: 05[] 2025 Lén ban hanh: 03 W
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Cuc Qudn ly Dwoc QT.DK.22.03

- Dia chi thu dién tr duge Cuc Lanh sy - Bo Ngoai giao; co quan ngoai giao ¢6 chirc
nang hop phéap hoa lanh sy cia Viét Nam tai nudce ngoai; co quan cap, ban hanh céc gidy
t& phap 1y; co quan dai dién ngoai giao tai Viét Nam ctia nude cd co quan cip, ban hanh
céc gidy to phéap 1y cung cap cho Cyc Quan ly Dugc.

Ngay dp dung: O8[A2[202 5 Lén ban hanh: 03
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Cuc Quan ly Dugc

OT.DK.22.03

7. NOI DUNG QUY TRINH

Bwée
thuc

A

hién

Mo ta bude thue
hién

Trach nhiém

Thoi gian thue hién

Néi dung thue hién va biéu miu

Ghi chi

Xac dinh truong
hop phai g xac
thuce

CVPT

- Péi vé6i truong hop quy
dinh tai khoan 1, 2, 3, 4, 5, 6,
7 muc 6.1: Tai thdi diém ra
sodt hd so theo thoi gian quy
dinh tai cac Quy trinh giai
quyét thu tuc hanh chinh
thudc thim quyén cia B§ Y
té trong linh vuc ding ky
thude

- P6i véi truong hop quy
dinh tai khoan 8 muc 6.1: 03
ngay ké tir ngady CVPT duge
phan cong xir ly.

CVPT thyc hién ra soat ho so:
1. Béi v6i trudng hop quy dinh tai khoan 2, 3, 6 muc 6.1:

Khi thyc hién ra soét hd so chuyén thdm dinh, CVPT ra soat hd so
thudc truomg hop phai thuc hién xéc thuc hay khong va ghi 16 Iy do
trong muc Y kién bao cdo Lanh dao Phong” tai biéu mau Phiéu phan
loai, ra soat hd so trudce khi dua ra tham dinh tai cac Quy trinh giai
quyét tha tuc hanh chinh thude thdm quyén cia BS Y té trong linh vuc
dang ky thuée.

2. Béi véi trudmg hop quy dinh tai khoan 1, 4, 7 muc 6.1:

Khi thue hién ra soat hd so sau thim dinh, cin ci y kién thdm dinh
clia chuyén gia, CVPT ra soat hd so thude truong hop phai thyuc hién
xdac thuc hay khéng va ghi rd 1y do trong muc “Y kién bao cdo Lanh
dao Phong tai biéu miu ra soat hd so sau khi tham dinh tai cac Quy
trinh giai quyét tha tuc hanh chinh thudc thim quyén ciia B6 Y té trong
linh vye dang ky thude.

3. P6i véi truong hop quy dinh tai khoan 5 muc 6.1:

CVPT ra soat hd so va thuc hién g xac thue theo két luan cta
Hoi dong.

4. Dbi vei trucmg hop quy dinh tai khoan 8 muyc 6.1:

CVPT ra soat hd so di cip gidy dang ky lwu hanh va thuc hién gui
xac thuc.

Duyét truong hop
phai giri xac thuc

LDbP

02 ngay

LDP phu trach xem xét ¥ kién dé xuét caa CVPT.

- Truong hop dong ¥y v6i dé xuat ctia CVPT, LBP phu trach duyét hd
sova ghird y kién dong y d& xuét gm xXac thue.

- Trudong hop chua déng y voi dé xudt cia CVPT, LDP phu trach
chuyén hd so lai cho CVPT va ghi 13 Iy do.

Ngay dp dung: 03 [A2(2025

Lén ban hanh: 03
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Cuc Qudan ly Duwoc

QT.DK.22.03

Buéde
thue
hién

Mo ta buée thue
hién

Trach nhiém

Thoi gian thwe hién

Ndi dung thwe hién va biéu mau

Ghi chu

3

Du thao vin ban dé
nghi xac thuc

CVPT

02 ngay

Trudng hop LDP phu trach ddng ¥ d& xuét giri xac thuc, CVPT tong
hop théng tin theo Biéu mau BM.PK.22.03/01; du thio vin béan cua
Cuc QLD dé dé nghi x4c minh tinh x4c thuc cia gidy to phap 1y theo
biéu miu BM.DK.22.03/02 (dbi véi trudong hop giri xac thue ndi dung
CPP), biéu mau BM.DK.22.03/03 (déi v6i trudong hop giri xac thuc
ndi dung gidy 1o phap 1y khac) hodc bidu miu BM.DK.22.03/04 (dbi
véi truong hop giri xac thue HPHLS).

- Tai liéu dé giri xédc thuc:

+Pbi véi cac hd so dang ky thube ndp trén hé thng true tuyén: CVPT
c6 trach nhiém trich xuét ban mém cia cac tai liéu nay.

+ Pbi v6i cac hd so dang ky thude ndp trude khi trién khai thuc hién
hé théng truc tuyén (chi c6 ban gidy luu tai Cuc QLD): CVPT thue
hién scan giy to phap 1y cAn xéc thuc trong ban gidy hé so dang ky.
+ Riéng dbi véi CPP thubc trudng hop quy dinh tai khoan 1 muc 6.1:
CVPT giri xac thuc ding tai liéu 12 ban gidy/ ban mém da duoc chuyén
gia thdm dinh hd so xem xét, cho v kién.

Xem xét van ban dé
nghi xac thuc

LDP  phu
trach

02 ngay

LDP phu trach thyuc hién xem xét du thao cong vian dé nghi xac thue.

+ Trudng hop dong y véi du thao cong vin: LDP duyét du thio cong
vin dé trinh LDC xem xét phé duyét.

+ Truong hop chua déng y v&i du thao cong van: LDP ghird v kién
chua ddng ¥ va chuyén lai budc 3.

Phé duyét van ban
dé nghi xac thuc

-LBbC
- Vin thu Cuc

02 ngay

- LDC thuc hign xem xét dur thao cong van dé nghi xac thuc:

+ Trudng hop ddng y véi du thao céng vin: LDC ky phé duyét céng
van, Van thu Cuc phat hanh cong van.

+ Trudng hop chua dong ¥ véi du thao cong van: LDC ghi 1o ¥ kién
chua dong ¥ va chuyén lai Phong KT ra soat, thuc hién lai tir bude
3.

Ngay dp dung: OQMZ_}ZOZ(

Lan ban hanh: 03
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Cuc Quan ly Dugc OT.DK.22.03
Buéce | Mo td buée thue | Trach nhiém Thoi gian thue hién Néi dung thwe hién va biéu miu Ghi chua
thue hién
hién

6 Gri viin ban dé nghi | - Véan thu Cuc | 04 ngay - Vian thu Cuc thuc hién gtri van ban di theo Quy trinh tao lap hé so,
xdac thuc -CVbM trinh ky va phat hanh vén ban di cia Cuc Quan ly Dugec.
-CVPT

- CVPT tong hop thong tin eéng van gii xac thye vao bang tong hop
xéc thuc gidy to phap 1y trong hd so ding ky thude theo biéu mau
BM.QT.22.03/05.
Théi gian toi da thue hién: 02 ngay ké tir ngay phat hanh van ban.
- Truong hop co quan duge dé nghi xac thue ¢o6 dia chi thu dién tir thi
CVPT thuc hién:
+ Sau khi vdn ban giri xac thuc dugce phat hanh, CVPT tai cong vin
va tai lidu dinh kém tir hé théng Voffice.
+ CVPT soan thu dién tr tir hom thu cong vu cia CVPT kém theo tai
lidu cin xéc thuc va gui téi dia chi hom thu x4c thuc ctia Phong DPKT
(cpp@moh.gov.vn), dién ndi dung cic muc tai cira sé soan théo email
nhu sau:
¢ Muc noi nhén: ghi cpp@moh.gov.vn;
* Muc chu dé: ghi theo ci phap sau: (Tén nudc, SH cong van,
viét tat tén CVPT tai cong van) Trich yéu ndi dung cong van.
Vidu: (India, 123, NT) Re. Seeking for assistance to verify the
information related to Certificates of Pharmaceutical Product
issued in India
e Dinh kém cac tai liéu gém: Cong vin gui xac thuc, tai liéu dinh
kém cong van.
e Phén néi dung thu: Dan ndi dung cdng vin vao phan ndi dung
thur.
Thoi gian toi da thwe hign: 02 ngay ké tir ngay phat hanh vin ban.
+ Khi nhin dugc email xac thuc do CVPT giri téi, CVDM thuc hién
gtri email toi1 cac noi nhdn duoc néu trong cong van va email cong vu
cua LDP phu tréch.

Nedy dp dung: 0812|2025

Lin ban hanh: 03
11/14
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Cuc Quan ly Dugc

QT.DK.22.03

Bude
thwe
hién

Mo ta buée thue
hién

Trach nhiém

Thoi gian thue hién

Nbi dung thue hién va biéu méu

Ghi chu

Thoi gian t6i da thuec hign: 02 ngay ké tir ngay nhén dugc email.

Tiép nhén théng tin
tra loi két qua xac
thue

- Vin thu Cuc
- Van thu
Phong
-CVBM
-CVPT

- LDbP

6.1. Theo Quy trinh tiép
nhén, x{r Iy vin ban dén cua
Cuc Quan ly Duge.

6.2. 03 ngay (ké tir ngay
nhan duogc két qua xac thuc
qua email)

6.1. Truong hop tiép nhan két qua tra 101 x4c thuc qua duong van thu
Vin thu Phong tiép nhén céng van tra 101 két qua xéc thue tir Van thu
Cuc va chuyén béo cao Lanh dao Phong dé chuyén CVPT.

Thoi gian tbi da thue hién: theo Quy trinh tiép nhan, xir Iy van ban
dén cia Cuc Quan ly Duoc.

6.2. Truong hop tiép nhan két qua tra 101 xdc thuc qua email
cpp@moh.gov.vn

Phong DKT chuyén van béan tra 161 x4c thuc dén Vin phong Cuc dé
nghj Vin thu Cuc dwa van ban 1én Hé théng quan Iy va diéu hanh vin
ban dién tir ctia Cuc QLD (hé théng Voffice):

- CVDM thuc hién thao t4c in ngi dung thu dién tr va cac tai liéu kém
theo, dy thao cong van theo biéu miu BM.PK.22.03/06 giri Vin
phong Cuc va trinh Lanh dao Phong.

Thoi gian téi da thiee hién: 02 ngay k& tir ngdy nhin duwoc email.

- LDP thuc hién xem xét du thao céng van:

+ Trudng hop ddng y véi du théao cong vin: LPP ky phé duyét cong
vén gui Van phong Cuc.

+ Trudng hop chua dong ¥ vai du thao cong vin: LDP ghi rd v kién
chwa déng y va chuyén lai CVDM.

Thoi gian t6i da thue hign: 01 ngay ké tir ngay CVDM trinh du théo
cdng van.

Téng hop théng tin
tra 101 két qua xac
thue

= CVPT

02 ngay

- Sau khi nhén duoc vin ban tra 1oi két qua xac thue, CVPT tiép tuc
thyc hién cdp nhat két qua tra 101 xac thuc vao bang téng hop xéc thye
gidy to phap Iy trong hd so dang ky thubc theo bidu maiu
BM.DK.22.03/05.

- CVPT tai vin ban tra 161 va tai liéu kém theo tir hé théng Voffice va
luu vao thu muc (folder) téng hop chung ctia Phong PKT. Trudng hop

Ngay dp dung: 03[A2.]2025

Lén ban hanh: 03
12/14
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Cuc Qudn ly Duwgc QT.DK.22.03
Buwéc | Mo ta bude thue | Trach nhiém Thoi gian thue hién Néi dung thye hién va biéu méiu Ghi chua
thue hién
hién

c6 kém theo van ban tra 101 ban gidy, CVPT dbi chiéu so vai vin ban
nhan dugc tir hé théng Voffice va luu ban gidy vio file luu chung cia
Phong DKT.

9 Bio céo két qua xac | - CVPT - DPbi voi truong hop quy | - Poi véi truong hop quy dinh tai khoan 1, 2, 3, 4, 5, 6, 7 muc 6.1:

thure -LbP CVPT béo céo két qua xac thuc cho LDP, LDC theo quy dinh tai cac

dinh tai khoan 1,2, 3, 4, 5, 6,
7 muc 6.1: Tai thoi diém ra
soét ho so theo quy trinh giai
quyét TTHC.

- Péi voi truong hop quy
dinh tai khoan 8 muc 6.1: 03
ngay ké tir ngay nhén duoc
két qua xéc thuc.

quy trinh giai quyét tha tuc hanh chinh.

- B6i véi truong hop quy dinh tai khoan 8 muc 6.1: Sau khi nhédn duoc
ket qua tra 101 xac thuc, Phong DKT tong hop, bao cao Lanh dao Cuc.

Ngay dp dung: 0814/ 2025
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Cuc Qudan ly Dugc QT.DK.22.03

8. HO SO CUA QUY TRINH

H so gdom co:

- Ban mém/ ban gidy céng vin cia Cuc QLD glti co quan duge dé nghi xac
thue.

- Ban mém thu dién tir cia Cuc QLD giri co quan dugc dé nghi xdc thuce (néu
o).

- Ban mém/ ban gidy thong tin tra 10i két qua xéc thuc cta co quan tré 1o két
qua xac thue.

- Bang téng hop xéc thuc gidy to phép ly trong hd so dang ky thude.

- Danh séch dia chi thu dién tir ctia cdc co quan duge dé nghi xéc thuc va cac
co quan tra 101 két qua xac thuc.

9. BIEU MAU

- BM.PK 22.03/01 - Méu téng hop thong tin vé Gidy o phap ly trong hd so
dang ky dé gui xéc thuc.

- BM.DK.22.03/02 - Miu cong vin giti Co quan cép CPP dé nghi xédc minh
tinh xac thuc ndi dung cua CPP.

- BM.DK.22.03/03 - Mau cong vin giri Co quan cép Giay to phap 1y dé nghi
xac minh tinh xac thuc ndi dung Giay to phap ly.

- BM.PK.22.03/04 - Miu cong vin giti Cuc Lanh su - Bo Ngoai giao hodc
cac co quan ngoai giao c6 chirc ndng hop phap hod lanh su clia Viét Nam tai nude
ngoai d¢ nghi xdc minh tinh xdc thyc lién quan dén hop phéap hoa lanh sy cua CPP/
Giay to phap ly.

- BM.DK.22.03/05 - Bang tong hop xéc thyc giy to php ly trong hé so dang
ky thude.

- BM.DK.22.03/06 - Mdu cbng van giti Van phong Cuc dé nghj dua két qua
tra 101 x4c thuc tiép nhan qua hom thu dién tir cong vu lén hé thong Voffice.

Ngay dp dung: 08|A2[ 2025 Lén ban hanh: 03
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Cuc Quan ly Duwgc OT.DK.22.03
. BM.DK.22.03/01
Tong hop théng tin ve Giay to phap 1y trong ho so ding ky dé giri xdc thuce
Stt | M3 hd so Tén thude Co sé fiang Co so; san Gla'y to’ can P!lam vi Co quan giri Ly do xéc thue
ky xuit xac thwe xac thwe xac thue
I. Nwéc A
1| | | | |
II. Nwéc B
1| | | | |
Chuyén vién Linh dao Phong Ping ky thudc
Ngay dp dung: Lén ban hanh: 03



Cuc Qudan ly Dwoc QOT.DK.22.03

} BM.DK.22.03/02
i Mau cong van gui Co quan cap CPP
deé nghi xac minh tinh xdc thuce ndi dung ciia CPP

Vietnam Ministry of Health
Drug Administration of Vietnam
138A Giang Vo St., Ba Dinh Dist., Hanoi, Vietnam
Tel: +844-37366483; Fax: +844-38234758; Email: cpp@moh.gov.vn

Ref. No. /QLD-DK Hanoi, PR/

To: Regulatory Agency of the (Country),
Address...
Dear Sir/Madam,
Re. Seeking for assistance to verify the information related to
Certificates of Pharmaceutical Product issued in the (Country)

The Drug Administration of Vietnam (DAV) presents its greetings to (the
Regulatory Agency) of the (Country) and extends its high appreciation to your
cooperation. We also hereby would like to seek for your assistance to verify the
information related to the following Certificate(s) of Pharmaceutical Product
(CPP) issued in your country and submitted to the DAV for medicine marketing
authorization in Vietnam: !

1. The authentication of submitted CPP(s) by Marketing Authorization
Applicant (regarding the CPP document number, date of issuance, authorized
person, certifying authority and the stamp of certifying authority)

2. The authentication of the product mentioned on the CPP (regarding the
product availability on the market of your country, the GMP status of
manufacturer(s)).

The comprehensive list of concerned product(s) for verification was attached
herewith and scanned CPP(s) for verification were delivered through your official
email address (...) 2 and official email of Embassy of ...  in Vietnam (...) * for
your perusal.

The Drug Administration of Vietnam would look forward to your close
cooperation and response at your earliest convenience.

Sincerely,
Recipients: (Deputy) Director-General
ki Drug Administration of Vietnam

- Director — General (for report);
- Archives: Registration Div.

! Méu céng van nay cé thé dwopc thém cde ngi dung khdc phii hop cho ting trudng hop cu thé theo dé
xudt ciia Phong Ddng ky thudc

2 Ghi dia chi email ciia co quan cé thdm quyén nude ngoai cdp CPP

* Co quan dai dién ngoai giao, co quan lénh sw nude ngodi tai Viét Nam ciia nude co co quan thdm
qu)fén cdp CPP

" Ghi dia chi email ciia co quan dai dién ngoai giao, co quan ldnh sy nude ngodi tai Viét Nam

Ngay dp dung: Lin ban hanh: 03
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Cuc Qudan ly Dwoc QT.DK.22.03

LIST OF CONCERNED PRODUCT(S) AND SCANNED
CERTIFICATE(S) OF PHARMACEUTICAL PRODUCT FOR
VERIFICATION

(This list is attached with Official letter No QOLD-DK dated / /  of DAV)

No.

DAY code | Product Manufacturer CPP Country | CPP
issuer No.

[a—y

Ngay dp dung: )S\ﬁ\/ Lin ban hanh: 03 ﬂ/’/



Cuc Qudn ly Dugc QT.DK.22.03

) BM.DK.22.03/03
_ Mau cong vén giri Co' quan cap Gidy to' phap ly
dé nghi xdc minh tinh xac thye ndi dung Giay to phap ly

Vietnam Ministry of Health
Drug Administration of Vietnam
138A Giang Vo St., Ba Dinh Dist., Hanoi, Vietnam
Tel: +844-37366483; Fax: +844-38234758; Email: cpp@moh.gov.vn

Ref. No. /QLD-DK Hanoi, / /
To: Regulatory Agency of the (Country),
Address...

Dear Sir/Madam,

Re. Seeking for assistance to verify the information related to
Legal Document(s) issued in the (Country)

The Drug Administration of Vietnam (DAV) presents its greetings to (the
Regulatory Agency) of the (Country) and extends its high appreciation to your
cooperation. We also hereby would like to seek for your assistance to verify the
information related to the following Legal Document(s) issued in your country and
submitted to the DAV for medicine marketing authorization in Vietnam: °

1. The authentication of submitted Legal Document(s) by Marketing
Authorization Applicant (regarding the document number, date of issuance,
authorized person, certifying authority and the stamp of certifying authority)

2. The authentication of the content mentioned on the Legal Document(s)
(regarding the name of applicant, the scope of certification and the date of expiry).

The comprehensive list of concerned product(s) for verification was attached
herewith and scanned Legal Document(s) for verification were delivered through
your official email address (...)® and official email of Embassy of ...7 in Vietnam
(...)% for your perusal.

The Drug Administration of Vietnam would look forward to your close
cooperation and response at your earliest convenience.

Sincerely,
Recipients: (Deputy) Director-General
~As:shove; Drug Administration of Vietnam

- Director — General (for report);
- Archives: Registration Div.

3 Mdu ¢éng viin nay cé thé dwge thém cdc ngi dung khde phit hgp cho tieng truong hop cu thé theo dé
xudt ctia Phong Pang ky thuéc

S Ghi dia chi email ciia co quan cé thdm quyén miede ngoai cdp gidy to phdp Iy

" Co quan dai dién ngoai giao, co quan lanh sy mrde ngoai tai Viét Nam ciia nieée co co quan thdam
quyén cdp gidy to phdp Iy

8 Ghi dia chi email ciia co quan dai dién ngogi giao, co quan ldnh sy nuwde ngoai tai Viét Nam

Ngay dp dung: Lin ban hanh: 03
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Cuc Quin Iy Dugec OT.DK.22.03

LIST OF CONCERNED PRODUCT(S) AND SCANNED LEGAL
DOCUMENT(S) FOR VERIFICATION

(This list is attached with Official letter No QLD-DK dated / /  of DAV)

DAVcode |Product | Manufacturer/ |Legal Country | Document
Applicant need | Document No.
to be verified issuer

Ngay dp dung: »f\ﬁ‘/ Lin ban hanh: 03 4/‘/



Cuc Qudn Iy Dugc QT.DK.22.03

BM.DK.22.03/04
MAiu c¢ong viin giri Cuc Lanh sw - B§ Ngoai giao hoidc cic co quan ngoal giao
¢6 chire niing hop phap ho4 lanh sy ciia Viét Nam tai nwéc ngoai de nghi xac
minh tinh xdc thwe lién quan dén hep phap hoéa lanh sy ciia CPP/ Giay tor

phap ly
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc ldp - Tw do - Hanh phiic
N / QLD-DK Ha Noi, ngay — thang  nam

Viv dé nghi xdc minh tinh xac thuc lién
quan dén hgp phap hoéa lanh sy

Kinh gui: ...°

Cén ctr quy dinh tai Diéu 17 Théng tu 12/2025/TT-BYT ctia B Y té quy
dinh viéc dang ky luu hanh thude, nguyen liéu 1am thudc;

Dé kip thoi thyc hién viée cdp gidy ding ky luu hanh thudc tai Viét Nam,

Cuc Quan 1y Duoc kinh dé nghi Quy Co quan hd tro xéc minh cac gidy to
phdp 1y da hgp phép hoa lanh sy duge ndp trong ho so dé nghi cdp gidy ding ky
Juu hanh thude (Phu luc va ban sao cdc gidy to can xdc minh dwoc giei kém theo
cdng van nay), cu thé d6i vai cac ndi dung sau:

1. Tinh xdc thue cua cac glay to phap ly da hop phap hoa lanh su tai Phu luc
(S6 van ban, ngay cép, co quan cap).
2. Tinh x4c thyc ctia ndi dung thong tin hop phép hda lanh sy trén cac gidy
to phap ly tai Phu luc.
Cuc Quan ly Duge mong sém nhan dugc van ban tra 161 cua Quy Co quan.
Tran trong cam on su hd trg cia Quy Co quan./.
Noi nhin: KT. CUC TRUONG

- Nhu trén; . -
- Cue trudng (dé b/c); PHO CUC TRUONG
- Cong ty ... (dé biét va ph/hop);

- Luu: VT, BKT.

! Mc?zr cong van nay cé thé dugc thém cdc ndi dung khde phit hop cho timg truong hop cu thé theo dé
xudt cua Phong Dang ky thude

Ngay dp dung: Lin ban hanh: 03
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Cuc Quan ly Dugc OT.DK.22.03

Phu luc
DANH SACH CAC CPP/ GIAY TO PHAP LY
PE NGHI XAC MINH TiNH XAC THU'C LIEN QUAN PEN HQP PHAP
HOA LANH SU
(Kém theo céng vin s6  /QLD-PK ngay / / ciia Cuc Quan Iy Duoc)

STT | Ma hd so' | Tén thudc | Cosé dingky | Co sé san xuit | Gidy to cin
xac thwe

Ngay dap dung: ){\K\/ Lin ban hanh: 03 4/



QOT.DK.22.03

Cuc Quan Iy Dugc

) BM.DK.22.03/05 . )
Bang tong hop xac thye gidy to phap 1y trong ho so ding ky thuoe
Ma | Tén | Cosé | Cosé | Coquan | Nude S6 cong | Ngay | So vin ban | Ngay nhin | Ponvi | Chuyén
ho | thuoc | ding san cap cip |vanguwi| gui tra loi xac | dwgce két | giri ket | vién phu
SO’ ky xuat | CPP/GTPL xac cong thwe qud xdc | qud xdc trach
thue vin thue thue
Ngay ap dung: Lin ban hanh: 03 4 //




Cuc Qudn ly Dugc QT.DK.22.03

) BM.DK.22.03/06
MaAu cong vin giri Van phong Cuc dé nghi dwa két qua tra 161 xdc thue tiép
nhin qua hom thw dién tir cong vu Ién hé thong Voffice

CUC QUAN LY DUGC CONG HOA XA HQI CHU NGHIA VIET NAM
PHONG PANG KY THUOC Poc Idp - Ty do - Hanh phic
sé: /DK

Ha Néi, ngay  thdng  nam
Viv dua‘vén ban tra loi x'éc thuc GTPL
trong ho so diang ky thudc 1én Voffice

Kinh giri: Van phong Cuc 1

Phong Diang ky thude nhan duoc vin ban tra 1o két qué xéc thuc gidy to phap
Iy trong hd so ding ky thudc qua hom thu dién tir cpp@moh.gov.vn (Danh sdch
véin ban tai Phu luc kem theo Céng van nay).

Cén ctr theo quy ché lam viéc cta Cuc Quan ly Dugc, Phong Dang ky thude
kinh chuyén Quy Van phong cdc vin ban néu trén dé Quy Vin phong dua 1én Hé
théng Voffice.

Trén trong cam on sy hgp tac cua Quy Van phong./.

Noi nh.(”z:f: L A‘NH DA O PH ON G
ot PANG KY THUOC

" Méu cong van nay c6 thé duge thém cde ngi dung khde phi hop cho ting treong hop cu thé theo dé
xudt cila chuyén vién

Ngay dp dung: Lén ban hanh: 03
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Cuc Quan ly Dugc Q1.DK.22.03

Phu luc
DANH SACH VAN BAN NHAN bUQC QUA HOM THU DIEN TU
CPP@MOH.GOV.VN PE NGHI DPUA LEN HE THONG VOFFICE

(Kem theo Céng vin 56 ..../DK ngay .../.../... ciia Phong Ddng ky thuéc)

STT | Tiéu dévinban |Coquan |Pia chithw | Ngiy nhin | Ghicha
g dién tir giri
dén

—_

Ngay dap dung: Lin ban hanh: 03 4/



