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Téng sd trang: 07

dung cua quy dinh nay.

truong.

1. Nguoi/bg phdn co lién quan phai nghién cuu va thuc hién diung cdc noi
2. Noi dung trong quy dinh nay cé hiéu luc thi hanh nhuw sw chi dao cua Cuc

3. Mbi don vi chi dugc phdn phéi 01 ban. Khi cdc don vi ¢6 nhu cau phan
phéi thém tai liéu phaz dé nghi véi Ban QMS. File mém dwoc cung cap trén
mang noi bo dé chia sé thong tin.

NOI NHAN (ghi 13 noi nhdn réi ddnh dau X 6 bén canh)

Lanh dao Cuc Phong Ping ky thubc

Ban GQMS Phong Quén ly chit lwgng thudc

Vin phong Cuc Phong Quan Iy gia thude

Phong Phap ché Hoi nhap Phong Quén Iy my pham

Phong Quan ly kinh doanh dwoe Trung tam Pao tao va Hb trg doanh
nghiép duwoc, my pham

Vin phong NRA




Cuc Quin Iy Duoc OT.DK.31.01

1. TEN QUY TRINH: Quy trinh chuyen hd so tir tai khoan co so dang ky cii
sang co so dang ky méi trén hé théng dich vu cong truc tuyén

2. MA SO: QT.PK.31.01
3. BANG THEO DOI TINH TRANG SUA POI: Khong ap dung

4. MUC PiCH

Quy trinh nay nham thdng nhét thuc hién viée chuyén hd so tir tai khoan co
s¢ déng ky cii sang co s¢ dang ky moi trén hé thong dich vu céng truc tuyén dbi
v6i hd so d& nghi gia han, thay ddi, bd sung gidy ding ky luu hanh thude, nguyén
liéu 1am thudc.

5. PHAM VI AP DUNG

Quy trinh nay ap dung do1 vdi cdc can b9, cong chic cua Phong Dang ky
thude duoc phan céng giai quyét hd so dé nghi gia han, thay ddi, bd sung gidy
dang ky luu hanh thude, nguyén liéu lam thude.

6. TAI LIEU THAM CHIEU

- Luat Duogc ngay 04/6/2016 va Luat sira ddi, bo sung mot sO diéu cua Luat
Duoc ngay 21/11/2024.

- Théng tu s6 12/2025/TT-BYT ngay 16/05/2025 ctia B trudng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thude.

7. TRACH NHIEM THU'C HIEN

- Lanh dao chét lugng, Ban QMS c6 trach nhiém kiém tra, giam sat viéc
tuan thu cac quy dinh tai quy trinh nay.

- Lanh dao Cuc, Lanh dao Phong Pang ky thudc ¢ trach nhiém kiém tra,
giam sat va tuén thu cac quy dinh tai quy trinh nay.

- Céac can b0, chuyén vién tham gia qua trinh xr ly c¢6 trach nhiém nghién
ctru, t6 chirc trién khai thuc hién theo ding quy dinh tai quy trinh nay.

8. DINH NGHIA VA CHU VIET TAT
8.1. Dinh nghia
Chuyén vién phy trdch la chuyén vién dugc giao nhiém vu thu Iy ho so ding
ky thubc theo Bang phan cong chi tiét nhiém vu cua lanh dao, chuyén vién, can bd
phong Piang ky thudc hodc theo phan cong ctia Trudng phong Ping ky thube.
8.2. Chir viét tit
Cuc QLD Cuc Quan ly Dugc
PTP. PKT |Pho trudng Phong Pang ky thude duge phan cong phu tréch linh

vuc
CNPT Chuyén vién phu trach
CSbK Co s¢ dang ky
Ngay dp dung: 0302 [ 2024 2/7 Lén ban hanh: 01
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Cuc Qudn ly Duoc OT.DK.31.01

CNTT Cong nghé thong tin ’ ’
GDBKLH Giay dang ky luu hanh thuoc, nguyén liéu lam thude

9. QUY PINH CHUNG

Viéc chuyén ho so tir tai khoan co s dang ky cii sang co s& dang ky méi ap
dung ddi véi céc truong hop sau:

9.1. Ho so thay ddi co sé ding ky

Sau khi ¢6 cong vin phé duyét viéc thay dbi co s¢ dang ky thude tir CSPK
cli sang CSDK mdi.

9.2. Ho so’ gia han GPKLH ndp theo quy dinh tai diém b khoan 2 Piéu
30 Théng tw 08/2022/TT-BYT, trong d6 dé nghi thay d6i co s& diing ky

Sau khi ¢6 Quyét dinh gia han GPKLH c6 thay ddi co s ding ky thudc tir
CSPK cii sang CSPK mdi trong hd so gia han GPKLH.,

9.3. Hd so gia han GPKLH ndp theo Thong tw 12/2025/TT-BYT va c6
co' s& ding ky méi da duyét theo ho so thay ddi, bo sung GPKLH

Hb so gia han GDKLH véi co s& ding ky cii, tuy nhién trong qué trinh giai
quyét hd so gia han ¢ cong van phé duyét thay doi co s& ding ky thude tir CSPK
cli sang CSDK moi.

9.4. Hd so thay dbi, bd sung GDKLH khic cilia co' s6' dang ky cii va cé
co s¢ dang ky moi da duyét theo hd so thay doi, b6 sung GPKLH

Céc ho so thay d6i, bd sung GBDKLH khéc dang trong qua trinh giai quyet
ctia CSDK cil, tuy nhién c¢6 cbng vin phé duyét thay dbi co s& dang ky thude tir
CSDK cfii sang CSDK mdi.

Ngay dp dung: O3({02[202¢4 317 Al Ldn ban hanh: 01
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Cuc Quan ly Duoc

OT.DK.31.01

10. NQI DUNG QUY TRINH

Bude MGo ta budc thwe hién Trach | Thoi Ndi dung thwe hién va biéu miu Ghi
thue nhiém gian chu
hién thue
hién
1 Ra soét, tong hop théng tin, bio céo | CVPT 15 - Sau khi ¢6 cong van phé duyét viéc thay doi
Lanh dao Phong ngdy |co s ding ky thudc hodc c6 Quyét dinh gia
han GDKLH c6 thay dbi co s ding ky thude
trong hd so gia han GDKLH, CVPT ra soat
ho so thay dbi bd sung, hd so gia han
GPKLH dang trong qua trinh giai quyét cua
thubc twong tmg va hoan thién Phiéu ra soat
theo Biéu miu BM.PK.31.01/01.
- CVPT @ xuét thuc hién chuyén ho so tir tai
khoan CSBK cii sang tai khoan CSPK mai.
2 Phé duyét dé xuét chuyén ho so PTP. 03 - PTP. DKT xem xét va phé duyét Phiéu ra
DPKT ngay | soat.
+ Trudng hop ddng y véi dé xudt: PTP. PKT
ky phé duyét Phiéu ra soét.
+ Truong hop chua dong y v6i dé xuét: PTP.
PKT ghi rd ¥ kién chua dong y va chuyén lai
CVPT ra soat, thuc hién lai tir bude 1.
3 Thuc hién diéu chuyén hd so dang PTP phu |02 - CVPT trinh Phiéu ra soat da duoc PTP.
trong qua trinh xtr ly tur tai khoan cia | trach ngay | PKT ky phé duyét té1 PTP phu trach CNTT.
co s& dang ky cli sang co s dang ky CNTT - PTP phu trach CNTT thuc hién viéc chuyén
Ngay dp dung: 0©3(62(202£ Q Al Lin ban hanh: 01
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Cuc Qudn ly Dugc QT.DK.31.01
Buée Mo ta bude thue hién Trach | Thoi Noi dung thwe hién va biéu mau Ghi
thue nhiém gian chu
hién thue

hién
moi ho so tir tai khoan ctia CSPK cii sang CSPK
moi theo Phiéu ra soat va can ctr diéu chuyén
(Quyét dinh gia han GPKLH, Cong vin phé
duyét thay d6i CSPK).
- Sau khi hoan thanh diéu chuyén hd so tir tai
khoan cua CSBK cii sang CSBK moi, CSBK
moéi duge cAp quyén truy cép va tiép tuc giai
quyét hd so dang xem xét.
4 Tong hop, Iuu hd so CVPT 01 CVPT tong hop, luu ho so theo quy dinh.
ngay
Ngay dp dung: O3(02[ 2026 Lén ban hanh: 01
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Cuc Quin ly Duwgc QT.DK.31.01

11. QUAN LY HO SO LUU , ‘
- CVPT luu Phiu ra soat va tai liéu dinh kém (néu co) tai khu vuc luu trt ho
so cua Phong Bang ky thuoc trong thoi gian 02 nam.

12. PHY LUC, BIEU MAU LIEN QUAN
- BM.DK.31.01/01 - Phiéu ra soat chuyén ho so tu co s¢ dang ky cil sang co SO
dang ky mdi trén hé thong dich vu cong truc tuyen.

Ngay dp dung 03(02/2026 6/7 ol Mén ban hanh: 01



Cuc Quan ly Duoc QOT.DK.31.01

- BM.DK.31.01/01_ ) i
CUC QUAN LY DUGC CONG HOA XA HOI CHU NGHIA VIET NAM
PHONG DANG KY THUOC Poc 1ap — Tw do — Hanh phiic
PHIEU RA SOAT CHUYEN HO SO TU CO SO PANG KY CU SANG
CO SO PANG KY MOI TREN HE THONG DICH VU CONG TRUC TUYEN

Chuyén vién da ra soat ho so va xac nhéan chuyén ho so dang ky thudc tir co s& dang ky cii sang co s& dang ky mai, cu the:

TEN MA HO SO | SOPANGKY | CONG TY CONG TY THONG TIN PHE Ghi cha

STT THUOC (véi truomg hep | DPANG KY PANG KY DUYET CUA CUC
ho so diing ky CcU MOI QLD VE VIEC THAY
gia han) POI CO SO PANG KY

Tai liéu dinh kém:
IL. Y kién ciéia chuyén vién: Ngay ....... L cmsial 2w
(Ky, ghi 6 ho tén)

III. Y kién ctia Lanh dao Phong phu trach: Ngay ....... ' R -
(Ky, ghi 1o ho tén)

Ngay dp dung 0302 2026 717 K L Lin ban hanh: 01
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