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. Muc dich/ Purpose
- Pam bao bao quan thube ding quy dinh, c6 thim my, d& dang cho viéc kiém tra, kiém
soat chat lugng.
. Pham vi ap dung/ Scope
- Céc loai hang hoa c6 tai nha thudc
. Trach nhiém/ Responsibility

- Duoc si cha nha thudc.
- Nhan vién ban hang cua nha thudc.

. Pinh nghia va thuat ngi/ Definition and terminology
- DS: Duoc si, nguoi quan 1y chuyén mén tai co s& ban 1é thudc tai quay thudc dat tidu

chuan GPP phai dam bao nhiing yéu ciu quy dinh tai Muc II Phu lyc I- 1b Thong tu
02/2018/TT-BYT

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

7.1.Bio quan thudc:

7.1.1. Nguyén tic bao qudn, sd'p xép thubc:
- Y&u cau ctia nha san xuat: ghi trén bao bi caa san pham.
- “Danh muc céc thudc c6 yéu cau bao quan dic biét”: Do duoc si chu nha thubc
lap.
- Tinh chat vat ly, hoa hoc caa san pham.
- Sap xép theo nguyén tic FIFO (thubc nhap trudc cp phat trude) va FEFO (thude
c6 han dung ngan cap phat trudc).
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7.1.2. Cdch thire sip xép thuoc: BAN GOC
Yéu ciu bio quan Cich thirc sap xép
Nhiét ¢ 2-8°C Ngin mat ti lanh
Tranh anh sang Pé trong chd toi

D@ bay hoi, dé mbc mot, dé phan huy | Pé noi thoang, mat

Dé chay, c6 mui

Deé tach riéng, tranh xa nguon nhiét, ngudn di¢n
va cac mat hang khac

Céc thudc khac khong c6 yéu cau bao
quan dac biét

Bao quan ¢ nhiét d6 phong, trén gia, ke, tu;
khong dé trén mat dat, khong dé giap tuong ;
tranh mua hit, anh sang mit troi chiéu truc tiép

7.2.Kiém soat chit lwgng thudc

7.2.1. Nguyén tic:

- Thudc trude khi nhap vé nha thuéc (Gom mua va hang tra vé): Phai duoc kiém
soat 100%, tranh nhap hang kém chat lwong, hang khong ré ngudn gbc, xuat xi.

- Thudc luu tai nha thude: Binh ky kiém soéat téi thiéu 1 1an/ quy. Tranh dé cé hang
bi bién d6i chat luong, hét han sir dung.

7.2.2. Cdch thirc tién hanh:

- Kiém tra tinh hop phép, ngudn géc, xuat xt cua thude:

v

Héa don, chtng tir ddy du, hop phap theo ding cic quy ché, quy dinh hién
hanh.

- Kiém tra cam quan chat luong thudc:

v
v
v

AN

Kiém tra bao bi: Phai con nguyén ven, khong mép méo, rach, ban.

Kiém tra han st dung, s6 kiém soat, ngay san Xuat.

Kiém tra sy théng nhat giita bao bi ngoai va cac bao bi bén trong, bao bi truc
tiép.

Kiém tra chét lwong cam quan va ghi so theo dbi.

So sanh v6i cac mo ta vé cam quan cua nha san xuét (néu co).

Nhan: P, dang quy ché. Hinh anh, chi/ s in trén nhin rd rang.

- Néu thubc khong dat yéu cau:

v

Phai dé ¢ khu vuyc riéng, gan nhan hang cho x 1y.



trang.phanthituong


Mai s Lan soat xét Ngay hiéu luc Ngay soat xét lai Trang
(F'" Code Revision Effective date Next review Page
g\:gELTHCA:RE@OUP
s BLP-SOP-04 01 01/06/2024 01/06/2027 Al
Tén tai ligw/Title: BAO QUAN VA THEO DOI CHAT LUQNG
v/ Khan truong bao cho dugce si chii nha thude va ngudi nhap hang dé kip thoi
giai quyeét. = =
1 AL L BAN GOC
- Kiém tra diéu kién bao quan cua tirng loai thuoc :

v' Kiém tra vé cic yéu cau bao quan cia nha san xuat ghi trén nhan.
- Thuc hién theo ddi va kiém tra;

+ Hoic ding phan mém quan 1y theo chwong trinh véi cac ndi dung theo qui dinh.
+ Hoac dung so ghi chép:

v Déi voi thude khong thude nhom quan 1y dic biét: Ghi “S6 kiém soat chit
lwong thude dinh ky va dot xuat”.

v' Cot “Ghi cht”: Ghi nhimng thong tin can luu ¥ vé thude, bao gom ca diéu kién
bao quan dic biét; hoic khi thudc c6 han sir dung ngan, hudng xir 1y cac thude
khong dat chat luong...

< Ghi cha: khi phat hién thudc bi bién doi chdt lwong tai bdt ky thoi diém nao (dét xuat),
phai dé thusc & khu viec "hang cho iz Iy va khdn triong bdo cho DS chii nha thuéc kip
thoi gidi quyét. Ghi "sé kiém soét chdt lirong thude dinh ky va dét xuat".
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- Phu Iuc 1: Sé,kiém soat
P.01-BLP-SOP-04 | chét lugng thuéc dinh ky P.QLCL
va dot xuat.

Nha

£ 7 nam
thuodc

9. Hinh thirc lwu trir / Storage of document

Ban gbc duogc luu trit tai

Ban gidy/Paper file Tap tin trén may tinh/On computer

Luu trtr trong tap hd so “SOP” | Z:\18.1SO BAO LONG PHARM\ 4.BLP-SOP-04 BAO
ctia nha thudce QUAN VA THEO DOI CHAT LUONG
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