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Sz BLP-SOP-12 01 01/06/2024 01/06/2027 204

Tén tai ligu/Title: QUY TRINH HUY THUOC PHAI KIEM SOAT PAC BIET

1. Muc dich/ Purpose BAN GOC

- Pam bao viéc tp hop va hity cac loai thude phai kiém soat dic biét dang quy ché hién
hanh.

2. Pham vi ap dung/ Scope

- Céc loai thudc ddc; thude trong Danh muc thude, duoc chat thude danh muc chit bj cAm
str dung trong mot sé nganh, linh vuc; thanh pham dang phdi hop c6 chira duoc chat gay
nghién, thuc dang phdi hop c6 chira duoc chat hudng than, thuée dang phdi hop c6 chira
tién chat (goi 1a thudc phai kiém soat dic biét) bi:

v' Nhan dugc thong béo, cong van thu hdi ctia co quan quan 1y nha nudc vé y té, nha
cung cap.
v' Nha thudc ty phat hién c¢6 hang khong dat tiéu chuan chét luong.
3. Trach nhiém/ Responsibility

- Duoc sy cha nha thude.
- Nhan vién ban hang tai nha thudc.
- Nhan vién ctia nha cung cap (néu co)
4. Pinh nghia va thuat ngit/ Definition and terminology
- KSDB: Kiém soat dic biét

- DS: Duoc si, ngudi quan 1y chuyén mén tai co s& ban 1é thudc tai quay thude dat tidu
chuan GPP phai dam bao nhiing yéu ciu quy dinh tai Muc II Phu Iyc I- 1b Thong tu
02/2018/TT-BYT

5. Tai liéu tham chiéu/ Reference
- Tiéu chuan ISO 9001.
- Thong tu 02/2018/TT-BYT
- Thong tu 07-2018-TT-BYT
6. Luu do/ Flow chart (Khong co)
7. Noi dung/Content

Sau khi tap hop cac thudc phai KSPB theo hudng dan thuc hién cua quy trinh BLP-SOP-05:
Giai quyét doi vé6i thude bi khiéu nai hodc thu hoi, thuc hién cac bude tiép theo:

7.1.Phan chia Hoi dong hity thudc phai KSPB:
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Thanh 1ap Hoi ddng hiry thude. Hoi dong c6 it nhat 03 ngudi, trong d6 phai c6 01 dai dién la
duoc si phu trach chuyén mon cta nha thuoc.

- Hoi ddng huty thude c6 nhiém vu B AN G()C
v Lién hé bén ban dé tra hang: 14p bién ban tra thudc phai KSDB; giam sat viéc tra
lai thuoc.

v' T6 chire viée hiy thude: 14p bién ban huy thude phai KSDB ghi & phuong phap
huy; gidm sat viéc huy thudc tai nha thudc

7.2. Luu ho so hiy thudc phai KSPB:

- Thu ky Hoi dong hily thude thuc hién:
v" Luu ho so huy thue gom:
= Quyét dinh thanh 1ap Hoi dong huy thudc.
= Bién ban huy thudc
v Luu cac ching tir xuat nhap thudc theo cac quy dinh hién hanh ctia B Tai chinh.

8. Tai li¢u dinh kém / Attachments

Noi luu trir Thoi gian luu
. Storage place Storage time
Ma so Tén tai li€éu dinh kém
Code Attachments Ban gbc Bin
- copy
Original
Copy

Rl b.cADb.15 | Bién ban d6i tra thudc phai
P.01-BLP-SOP-12 | | (o0

Quyét dinh thanh 1ap Hoi
P.02-BLP-SOP-12 | d¢6ng huy thudc phai
KSPB.

Bién ban huy thudc phai
P.03-BLP-SOP-12
03 S0 KSDB.

9. Hinh thirc lwu trir / Storage of document

Ban goc dugc luu trit tai
Ban gidy/Paper file Tap tin trén may tinh/On computer
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Luu trit trong tap hd so “SOP” | Z:\18.I1SO BIVID’S HEALTHCARE GROUP\1.BLP\
ctia nha thudc 12.BLP-SOP-12 QUY TRINH HUY THUOC PHAI
KIEM SOAT DAC BIET BAN GOC
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