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MOT SO KHAI NIEM

= Thuoc:

* 1a ché pham c6 chra dwoc chat hodc dworc liéu dung cho
ngw®i nham muc dich phong bénh, chan doan bénh, chira
bénh, diéu tri bénh, gidm nhe bénh, diéu chinh chc nang
sinh ly co thé ngudi, bao gom thudc héa duoc, thude dwoc
liéu, thudc cb truyén, vac xin va sinh pham

= Nguyén liéu lIam thuoc:
- |4 thanh phan tham gia vao cau tao cua thuéc bao gdm dwoc
chat, dwoc liéu, ta dwoc, vé nang dwoc st dung trong qua
trinh san xuat thudc

K7
i



MOT SO KHAI NIEM

= Thuoc khéng dat TCCL:

La thu6c khéng dat TCCL da dang ky véi co quan nha nwdc
c6 thAdm quyén

= Thuoc gia:

Khéng c6 dwoc chat, duwoc liéu

Cé6 duoc chat khdng dung

Cé dwoc chat, dwoc liéu nhwng khéng dung ham lwong, nong
dd hodc khdi lwong

Puwoc san xuat, trinh bay hodc dan nhan nham mao danh nha
san xuat, nwdc san xuat hodc nwdc xuat xi



QLCL THUOC - LUAT DUOC

ﬂuc tieu: chat lwong, an toan, hiéu qua \

« Cam kinh doanh (khoan 5 Diéu 6):
— Thudc gia, nguyén liéu lam thudc gia
_ Thudc, NLLT khong dat TCCL
— Thubc, NLLT chwa dwoc phép lwu hanh
— Thubc, NLLT bj thu hoi
— Thubc, NLLT khéng ré ngudn goc xuat x
— Thubc, NLLT hét han dung...

>

- Diéu kién vé co sé vat chat, ky thuat va nhan sw (khoan
\1 Piéu 33): dap trng Thwe hanh tot /
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QLCL THUOC - LUAT DUOC

/E)iéu kién vé co s& vat chat, ky thuat va nhé}
sw (khoan 1 Diéu 33)

.« Co s& san xuat: dap wng GMP

Co s& NK, XK, KD dich vu bao quan: dap i'ng GSP

Co s& ban bubn: dap wvng GDP

Co s& ban lé: dap i’ng GPP

Co s& KD dich vu kiém nghiém: dap &ng GLP

Co s& KD dich vu thtr thudc trén LS: dap i'ng GCP

. Co s& KD dich vu thir BE: dap (rng GCP, GLP /

|
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QLCL THUOC - LUAT DUOC

ﬂuc tieu: chat lwong, an toan, hiéu qua \

 Thudc, NLLT phai dang ky trwéc khi lwu hanh tai Viét
Nam (khoén 1, 2 Diéu 54)

 Thudc, NLLT dwoc cap giay DK Iwu hanh (khoan 4 Diéu
54):

— B&o dam yéu cau vé an toan, hiéu qua;

— Puoc san xuat tai co s& SX dap &ng diéu kién;
— Puwoc san xuat theo QTSX va dat TCCL

« Thi 1dam sang (Piéu 89)

@Thﬂ’ twong dwong sinh hoc (khoan 2 Diéu 96)... /
‘e ¥
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NGHI BINH 54/2017/ND-CP

CHUONG V, Muc 2: Panh gia dap rng GMP d6i v&i

co’ SO san xuat nwd’c ngoai
e Cac trwong hop ndp hé so:
e Chuwa cé Gidy PK: thudc/ duoc chat [an dau dang ky, day chuyén
SX thudc chuwa dugce B Y té danh gia.
e D3 cd Gidy DK: gia han Gidy DK, cap gidy DK khi thay déi dia
diém SX

e Hinh thirc danh gia:
e Tham dinh hd so:
e COng nhan thira nhan: ky diéu wdc quoc té vé thira nhan; thudc
ICH/ Australia va dwoc US FDA, EU, Australia, PMDA Nhat Ban
hoac Canada danh gia dap &ng

e Kiém tra thuc t&: hé so cé nghi ngd, cd thudc vi pham chat
lwong mirc d6 1, ho so khdng du can ci




NGHI DINH 54/2017/ND-CP
CHUONG V, Muc 2: Panh gia dap rng GMP d6i v&i

co’ s& san xuat nwdc ngoai
e NGi dung danh gia
e H6 so dé nghi danh gid: Gidy CN hodc bdo cdo kiém tra
GMP, SMEF...
e Trinh tw, thi tuc, thAm quyén
e Trach nhiém cua co so dang ky

e Ngirng nhan ho so dang ky luu hanh

CHUONG VI: Thu héi nguyén liéu lam thudc

e Hinh thirc: bat budc/ tu nguyén

e Pham vi: tat ca cdc co s& KD, st dung NLLT (trir treong hop
s 10i trong qua trinh bao quan, van chuyén, phan phéi)




NGHI BINH 54/2017/ND-CP

CHU'O'NG VI: Thu héi nguyén liéu lam thudc

e Cac truong hgp thu hoi: khoan 2 Diéu 62 Ludt Dugc
e Tha tuc: quyét dinh (khdng danh gid mirc d6 vi pham) —
thong bdo — thuc hién — bdo cdo thu hoi
e Thoi han hoan thanh thu hoi: 30 ngay
e ThAm quyén ra QD thu hoi: BO Y té
e Trach nhiém thu hoi
e XUt ly nguyén liéu bj thu hoi:
— tiéu huy,
— khac phuc va tai sir dung,
— tai ché hoac tai xuat
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THONG TU QUY BINH CHAT LUVONG

e Hwdng dan 3 Luat e Hwdong dan Luat Duoc
v Luat Duoc v' Khodan 3 Diéu 65
v’ Luat Chat lwgng sdn pham v' Khoan 3 biéu 102
hang hoa v’ Diém c Khoan 4 va khoan 5
v' Luat Tiéu chuan va Quy Diéu 103

chuan ky thuat i
e 5 Chwong, 19 bieu, 3

e 11 Chuwong, 38 Diéu, 6 Phu luc
Phu luc (BM) v’ 04/2010/TT-BYT: 14y miu

v’ BO: Thanh kiém tra, xtt ly vi
pham, quyén/ trach nhiém...
9 v Thoi gian xay dwng: > 2 nam
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THONG TU 11/2018/TT-BYT

- 1. Ap dung tiéu chuan thudc, NLLT

(‘; Kiém nghiém thudc, NLLT

T

e N
/

' 3. Thu hdi thudc




PHAM VI DIEU CHINH (Piéu 1)

. Ap dung tiéu chuan chat lwvong thudc (thudc hoa

dwoc, thude dwoc liéu, vac xin, sinh pham),
nguyén liéu lam thudc (trir dwoc liéu)

. Kiém nghiém thudc, nguyén liéu lam thudc

. Tha tuc thu hoi, xt ly thudc vi pham.
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Chwong Il. AP DUNG TCCL

= Ap dung tiéu chuan chat lvgng theo Duoc dién
hodc theo tiéu chuan co sé

= Phai tién hanh danh gia, thdm dinh phwong phap
kiém nghiém: theo ASEAN hoéc ICH

= BO Y té tham dinh ho so, phé duyét TCCL theo
quy dinh vé DKT, cap phép NK

fa)
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AP DUNG DUOC DIEN (Pieu 4)

= Ap dung Dwoc dién Viét Nam hoic dwoc dién
tham chieu EP, BP, USP, IP, JP.

= Ap dung toan bd tiéu chuan ctia DD, néu thay ddi
phuwong phap KN — chirng minh twong dwong

= Thuoc dwoe liéu: duwoc ap dung DD nwée xuat x

= Dwoc dién khac:

- Pap &ng yéu cau vé chi tiéu va mrc chat lwong tai
DBVN hoac DD tham chiéu

* Phuwong phap KN chung phu hgp DBVN hoac DD tham
chiéu
»
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Vi DU VE TCCL VIEN NEN

e Tinh chat e Dora
o DA rX o Vién ngam: 4h
D? ri . . o Vién nén bao: <30 phut
e DO dong deu khoéi luvong o Vién nén: < 15 phut
e DO dong déu ham luwong o Minalegbnit
N . o Vién nén tan/ phan tan trong
(< 2mg hoac <2%) nudc: < 3 phut
e PO hoa tan e PO dong déu khéi lwong
e Dinh luvong o Selmg 22 L0
‘ L o 80 dén 250mg: +7,5%
e Tap chat/ ton du dung o >250mg: + 5%
mMOi e Do déng déu ham lwong

,,,,, ZF o 85-115% ham lwvgng TB
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AP DUNG TCCS (Piéu 5)

Tiéu chuan co sé:
 Pap &ng yéu cau vé chi tiéu va mirc chat lwong tai
chuyén luan rieng twong rng DDVN,;

- Pap &ng yéu cau vé chi tiéu, mdc chat lwong va
phwong phap KN chung tai Phu luc cua DBVN

Tiéu chuan co sé cla thudc pha ché, bao ché tai
co sO kham bénh, chira bénh do co s& xay dwng,
danh gia, ban hanh

fa)
€ ;\

< 4
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CAP NHAT TIEU CHUAN (Piéu 6)

Tai thoi diém nép ho so PK, TCCL phai dap ng:

« Duworc dién phién ban hién hanh; hoac

 Duwoc dién trevdc nhung khéng qua 2 nam tinh dén thoi diém
Dwoc dién phién ban hién hanh cé hiéu luc

Trong vong 02 nam t thdi diém phién ban DD
m&i nhat dwoc ban hanh, phai cap nhat TCCL dap
trng phién ban do

Co6 yéu to anh hwéng nghiém trong dén chat
lweng, an toan, hiéu qua

J
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THOI GIAN CAP NHAT TIEU CHUAN

Phién ban cii
Sau 7/2016

Ban hanh
11/2017

Qném

&

Co hiéu luc Cap nhat
7/2018 Trwdc 11/2019
. O O
Nop ho so
<2 nam



CAP NHAT TIEU CHUAN

= Poi twong cap nhat:
 TCCL thanh pham
« TCCL nguyén liéu: dwoc chat, ta dwoc, vd nang...

= C6 yéu cau cua co quan quan ly doi voi trwdng
hop cé nguy co vé chat lwong, an toan, hiéu qua
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CACH THUC CAP NHAT TCCL

= Cach thirc cap nhat: theo quy dinh vé dang ky
thudc, NLLT
» Thay doi I&n:

fa]
|
=

— TCCL dwoc chat (khdng c6 CEP) va/hodc thanh pham (MaV-6)

- Thay déi nhé phai phé duyét: MiV-PA

— TCCL dwoc chat (8)

— Quy trinh phan tich ctia TCCL dwoc chat chwa cé trong DD (9)
— TCCL xuét xwédng va lwu hanh thanh pham (24)

— Quy trinh phan tich ctia TCCL thanh pham (27)

- Thay déi nhé chi can théng bao: MIV-N

|

— TCCL ta dwoc (1)
— Quy trinh phan tich cua TCCL ta dwgc (3)
— TCCL xuéat xwéng va lwu hanh thanh pham khi cap nhat DD (9)
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Chwong lil. KIEM NGHIEM THUOGC

Kiém nghiém theo TCCL da phé duyét, cap

nhat

- Néu TCCL khéng cap nhat: ap dung Dwoc dién twong ng
tinh theo ngay san xuat 16 thudc

Lay mau: Phu luc | (Théng tw 04/2010/TT-BYT)

« Trinh tw 1ay mau,

Thao tac, cac bwéc l1ay mau,

Phwong phap 1ay mau theo trng loai mau

Niém phong riéng biét mau phan tich va mau lwu
S6 lwong mau
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LAY MAU

= Nguyén tac lay mau

 Muc dich lay mau

Piéu kién noi lay mau

Pai dién, dong nhat

Khéng l1am anh hwéng, sai léch dén mau

Phwong phap lay mau phu hop

Pl s6 lwong
 Bao quan mau, niém phong

- Bién ban lay mau, da théng tin lién quan dén mau

ii )



LAY MAU

= Lwong mau:

Pu 3 1an phan tich, d&m bao két qua chinh xac, tin cay
Mau phan tich, mau lwu
Loai mau: thudc, nguyén liéu, dwoc liéu, bao bi...

Tinh déng nhat, dang ran hay Idng, sO bao goi, thanh
phdm hay ban thanh pham...

So d6 lay mau: n, p, r
Tham khao co s6 mau can lay

Lay mau dinh tinh trwdc khi san xuat: theo GMP.
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TRA LOI KET QUA KIEM NGHIEM

« Thubc cd ADR nghiém trong
» Thudc clia co’ s& c6 vi pham nghiém trong vé GPs
 Thubc dwoc Iy mau bd sung do khéng dat chat lwong

« Thudc phai kiém nghiém truéde khi lwu hanh
« Thubc khong thubc 2 trwdng hop con lai

* Phép thir co6 thdi gian thi nghiém kéo dai

« TCCL can tham dinh lai hodc danh gia lai két qua KN
« Phai ap dung bd sung phuwong phap KN khac

« Co s& kiém nghiém khéng c6 du diéu kién thlr nghiém
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TRA LOI KET QUA KIEM NGHIEM

= Trong 24h phai gtvi Phieu KN dén:
- Co quan kiém tra chat lwong
« Co s& san xuat/ co s& nhap khau

.« Co s& dwoc lay mau

= Poi v&i mau khéng dat chat lwong, trong 24h:
- GUri cdng van thdéng bao va Phiéu kiém nghiém
» VVan ban hanh chinh va van ban dién t& (ban scan) dén dia
chi email: quanlychatluongthuoc.gld@moh.gov.vn hodac tin
nhan dén so6 dién thoai ciia Cuc Quan ly Dwoc.
(< B5
=

27



LUU MAU

= Mau lwu dwoc niém phong va bao quan ding
dieéu kién yéu cau

= Théi gian lwu mau:
« Coso SX, NK:
- Thudc thanh pham: 12 thang sau khi hét han dung;
- Dwoc chat: 12 thang sau khi thudc hét han dung
- Co s& kiém nghiém:
- 12 thang sau khi hét han dung, hoac
- hodc 24 thang ké tir ngay lay mau/ ngay tiép nhan mau
dwoc 13y bd sung do khéng dat chat lwong

N O
d
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KIEM NGHIEM TRU'O'C KHI LU HANH (Piéu 8)

udccuaco's
SX thudc nwérc
ngoai co thudc
vi pham chat
iwong

inisphdm 13
inh-pham |2

dan xuat cla
mau va huyét
twro'ng nguoj

Khoan 4 Piéu 103
Luat duwoc

TIEN KIEM .




KIEM NGHIEM TRUOC KHI LU HANH

= Lay mau: (tat ca cac 16)
 Thudc cla co s& SX thudc NN co thude vi pham CL: Co s&
nhap khau dé nghi Co quan KTCL hoac Co sé& KN lay;
« Cac trvdng hop khac: Co s& SX/ NK thwe hién.

= Cos& SX/ NK gtvi mau dén co s& KN
= B Y té chi dinh co s& KN: dat GLP

= Trach nhiém cua co’ s SX/ NK
« Chi tra kinh phi kiém nghiém
« Cung cap chat chuan, chat dbi chiéu, tap chuan
» Chi dwoc dwa ra lwu thdng, phan phdi néu dat TCCL

(< By
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THO'I HAN KN THUOC CUA CO SO SAN XUAT
CO THUOC VI PHAM CL (Piéu 9)

X
e Co s& san xuat cd 01 16 thudc vi pham

muc do 3

e 01 16 thudc vi pham mirc d6 2 hodc cd twr
02 16 thubc vi pham mirc d0 3 trd 1én

N
e 01 16 thuoc vi pham mirc d6 1 hodc co ti
02 16 thubc vi pham mic do 2 tr& 1én

J
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KIEM NGHIEM VAC XIN, SINH PHAM (Piéu 10, 11)

e Phiéu glri mau e Phiéu glti mau

e Mau dé kiém nghiém e Mau dé kiém nghiém

e HO so san xuat va kiém e HO so sdn xuat va kiém
tra chat lvong tra chat lvong

e Chirng nhan chat lwvong

e D{t liéu theo ddi diéu
kién bao quan

32



DANH SACH CSSX CO THUOC VPCL

Kiém
nghiém
\ day dua

r

\_

Khéng vi
pham CL

\

J
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Chwong IV. THU HOI THUOC

Pieu 12. Thu hdi thudc theo hinh thirc bat budc

Thu hoi thubc theo hinh thirct

5. X ly thube bl thu hoi

Pieu 1

Pieu

Pieu

Diéu 16. Trach nhiém thu hoi thudc

nguyén
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THU HOI BAT BUOC (Piéu 12)

cuc QLD sy TE CO' SO’ KDD

Q o \/ p
l L l SQA l \\‘)‘\ \\"v
QO < N v N\
$ o
Q “& QS >
& o 2 A
A & > o O
+ ° &

* H6i dong tuw van: khéng an toan, hiéu qua

* Co s& KN: khéng dat chat luvong Khoan 1
 Thanh tra kiém tra Piéu 62
* Co quan QLD nuwdc ngoai Luat duwo'c

* COng an, hai quan, quan ly thi trwong
=\ Co s& KDD d@ nghi
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THU HOI BAT BUOC

Xac dinh murc d6 vi pham

e Khodn 2 Piéu 63 Luat Duoc:

- Mrc dd 1: cd nguy co gay ton hai nghiém trong strc khoe
hoac anh hwang tinh mang nguoi str dung

- Mtrc d6 2: khdng dam bao hiéu qua diéu tri hodc cé nguy
co khéng an toan

- Mtrc d0 3: khdng anh hudng hiéu qua diéu tri, an toan

* Phu luc Il cia Thong tw
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Vi DU XAC BPINH MUC BO VI PHAM

* Triroong hop xac dinh ro rang murc do:

« Mdrc do 1: thudc gid/ khéng ré ngudn gbc, chira chat bi cam
trong SX thudc, thudc tiém khdng vé tring, khdng dat chi
nhiét to. ..

« Mdrc d6 2: SX tr nguyén liéu khdng dat TCCL/ hét han,
khéng dat ham lwong ngoai gidi han 5%, khéng dat vé tap
chat, thudc tiém khéng dat vé dé trong/ tiéu phan/ pH...

= Vi du trwwd'ng hop phai can cr yéu to khac:
 Nhan: sai théng tin gi, trén thuéc ndo — nguy co néu nham
DO hoa tan, pH...

2¢ Két hop nhiéu vi pham...
KT
i



THU HOI BAT BUOC

= Ban hanh Quyét dinh thu hoéi thuoc:
« Tham quyén: BO Y té (Cuc QLD) (khoan 1 Diéu 65 Luét Duorc)

« 24h ké ttr thoi diém co két luan

« Pham vi thu hoi (khoan 3 Biéu 63 Luat dwoc): can ci¢ mirc do

= Théng bao Quyét dinh thu hoi thuoc:
* Hinh thirc thOng bao: thw tin, fax, email, dién thoai...
 Cobng bb 1én website clia B6 Y té, Cuc QLD
« Mwrc dd 1: Thdng bao Dai Truyén hinh, Dai Tiéng noi VN
- S&Y té cong bd 1én website ciia S&

[<|» Co s@ SX/ NK thong bao dén co s& KD, st dung thudc
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THU HOI BAT BUOC

= Trién khai thu hoi thuéc:

K
i

Dirng ngay viéc cung cap, st dung thubc

Biét tri¥ thubc con ton, tiép nhan thudc tra vé, tra lai co sé& da
cung cap

Lap danh sach cac co sé kinh doanh, st dung da mua thudc
Co sé san xuat/ nhap khau chiu trach nhiém thwc hién
Th&i gian thu hoi thudc (Khoan 3 Diéu 63 Luét Duoc):

- Mirc dd 1: 3 ngay; tat ca cac co s& KDD, KCB, s dung

- Mirc dd 2: 15 ngay; tat ca cac co sé KDD, KCB, st dung

- Mirc dd 3: 30 ngay; tat ca cac co sé KDD
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THU HOI BAT BUOC

= Bao cao két qua thu hoi thuoc:
« GWi Cuc QLD va S& Y té trén dia ban

Thé&i han bao cao:

-Mirc dd1: 1 ngay ké tlr ngay hoan thanh viéc thu hoi

- Mirc d6 2, 3: 3 ngay ké tlr ngay hoan thanh viéc thu hoi

Bao cao tom tat theo Mau 5 — Phu luc llI

Danh sach so s& kinh doanh, st dung thudc kém theo thong
tin vé dia chi, dién thoai, sO lwgng thudc (cung céap, thu hoi)

Bang chirng thu hoi (thdng bao, bién ban, héa don, bao céo...)

Tw danh gia hiéu qua thu hoi thudc
- Diéu tra nguyén nhan, danh gia nguy co, bién phap khac phuc

K7
i
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THU HOI T NGUYEN (Diéu 13)

-
Co so KDD:

- Xac dinh murc do vi pham

- Bdo cdo bang van ban: mic do vi

kpham, ly do thu hoi, dé xuat xir ly

- Panh gia, xac dinh mdc d6 vi pham
- MUrc do 1, 2: thu hoi bat budc
- Mrc d6 3: van ban dong y

.

fCuc QLD: \/

- Ban hanh Quyét dinh thu hoi
- Thong bdo dén co s& KD, str dung
- Thye hién thu héi, bdo cdo thu hoi

.

" Cor s& KDD: NS
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XU LY THUOC KHONG DAT TCCL (Pieu 14)

Phan loai noi 1y mau
theo kénh phan phdi

QS SX/ NK,

CSKD dich
CS ban vu bao
buﬁn, CS quén
KCB hang Il
O . tro lén
CS ban le,
CS KCB hang
) I, 1IvV

A
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MAU LAY TAI CO SO BAN LE

So'Y
té

Cuc
QLD

CS
KDD

e Niém phong tai co s& |13y mau

e CV guri co s& DKT, SX/NK
o XUr ly két qua: néu cé >01 mau lay b6 sung khong
dat: thu hoi

e Bdo cdo viéc SX, NK, phan phoi

e D& nghi co quan KTCL 18y mau bé sung: 01 tai nha
SX/NK, >2 mau tai co s& ban budn

e GIri mau dén co s& KN tuyén TW
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MAU LAY TAI CO SO’ BAN BUON

e Quyét dinh thu hdi thudc trén dia ban noi Idy mau, co s&
KD, sir dung d3 mua thudc tir co’ sé lay mau

e CV gli co s DKT, SX/NK

o X ly két qua: néu c6 >01 mau lay b sung khong dat: thu hoi

e Bdo cdo viéc phan phdi )
e Pé nghico quan KTCL Iay mau b6 sung: >2 mau tai co s& ban
budn khac

e Niém phong tai co sé& 1ay mau ]

e GUi mau dén co s& KN tuyén TW D
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MAU LAY TAI CO SO SX/ NK...

Co sO san

xuat/ nhap

khau

Co so KD
dich vu

bao quan

Do qua
trinh san

I xuat

cucQqLpb

CO' sO KDD
&
,OQ
& §
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XU LY THUOC BI THU HOI (Pieu 15)

7~

~

TIEU HUY Mdrc do 2

~

J\ Mirc do 3

THU HOI
KHAC PHUC, | Mure do 3
TAI XUAT va Cuc QLD
J | cho phep |

s

.

KI:|6ng cho phép
khac phuc, tai xuat

7

.

tai xuat nhuwng
khong thuc hién

Cho phép khac phuc:

WV,
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PE NGHI KHAC PHUC, TAI XUAT

= Khac phuc:
Co6 van ban gui Cuc QLD
Quy trinh khac phuc,

Panh gia nguy co dbi véi chat lwong, dé 6n dinh cta thube

Xay dwng chwong trinh theo dbi, giam sat chat lwong, an
toan, hiéu qua cua thudc trong qua trinh lwu hanh

= Tai xuat:
« C6van ban gui Cuc QLD

« Néu rd phwong an tai xuat néu ré thoi gian, nwée tai xuat

= Chi dwoc thwe hién sau khi cé y kien dong y
< Jbé‘ing van ban caa Cuc QLD
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HUY THUOC

= Quyét dinh thanh 1ap Héi dong huy thuoc: >3
ngwol, trong do co nguwoi phu trach chuyén mon

= Pam bao an toan cho nguwdi, suc vat va tranh 6
nhiém moi trwdng

= Huy thuoc phai kiém soat déc biét theo quy dinh
tai Diéu 48 cia Nghi dinh s6 54/2017/ND-CP

= Bao céo viéc huy thuoc kém theo bién ban hay
thudc téi SG' Y té
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TRACH NHIEM THU HOI THUOC (Diéu 16)

. Co s& DKT, SX, NK/ uy thac NK:

» Ngtrng kinh doanh thudc bi thu hoi

Chu tri, td chrc thu hdi, tiép nhan thudc bj thu hoi

X ly thudce bj thu hoi

Chi tra chi phi cho viéc thu hoi, bdi thwdng thiét hai

Bao cao viéc thu hoi thudc

Khodn 1, 2, 3 Diéu 64 Ludt duoc
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TRACH NHIEM THU HOI THUOC

2. Co s®& ban budon, ban lé:
» Ngtrng kinh doanh, cap phat thudc bi thu hoi
« T6 chirc thu hoi, tiép nhan thudc bj thu hoi
» Tra thudc bi thu héi cho co s& da cung cap thudc

- Chi tra chi phi cho viéc thu hoi, boi thwérng thiét hai

3. Co s kham bénh, chira bénh, nguw®i sty dung:

- Ngirng viéc ké don, ban, cap phat va sir dung thudc

» Tra thudc bj thu héi cho co s& da cung cap thuoc
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TRACH NHIEM THU HOI THUOC

4. Cuc QLD

Tiép nhan théng tin, xac dinh mirc d6 vi pham cda thudc
va ban hanh quyét dinh thu héi thubc

Théng bao quyét dinh thu hoéi thudc

Xem xét bao cdo danh gia va tra |&i vé dé xuat tw nguyén
thu hoi, dé xuat x& ly khac phuc, tai xuat thudc bj thu hoi
cua co s& KDD

Thanh tra, kiém tra viéc td chlrc va thwe hién thu hoi thudc

Panh gia hiéu qua thu hoi thude

fa)
¥ ;\
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TRACH NHIEM THU HOI THUOC

5.S&Y té

Coéng bd thdéng tin quyét dinh thu hoi thudc trén trang
théng tin dién tr caa don vi

Chi dao TTKN phdi hop véi co sé co thude vi pham chat
lwong 1ay mau thude bd sung

T6 chirc giam sat viéc thu hoi thudc trén dia ban; xt ly, xtr
phat co’ s& vi pham cac quy dinh

Tham gia hodc thwc hién danh gia hiéu qua thu hoéi thubc

Tb chirc, tham gia viéc cwdng ché thu hdi thudc

fa)
¥ ;\
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TO CHUC THUC HIEN (Pieu 18)

. Cuc QLD:

Pho bién, trién khai thwc hién TT
Phoi hop xay dwng ké hoach lay mau thudc

T6 chirc kiém tra chat lwong, chi dao, giam sat hé thdng
kiém nghiém thudc

Xay dwng, cap nhat di liéu théng tin vé kiém tra chat
lwong thube

Cung cp mau nhan, TCCL, thdng tin vé thubc

Thanh tra va x& ly vi pham
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2.

TO CHUC THUC HIEN

S&Y te:

« Tb chirc kiém tra chat lwong thudce trén dia ban, x& Iy vi
pham

. Xay dwng ké hoach 1ay mau thudc

« Cap nhat di¥ liéu théng tin vé kiém tra chat lwong thubc
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TO CHUC THUC HIEN

3.

Hé thong kiém nghiém thuoc:

- Kiém nghiém mau dé xac dinh chat lwong thudc

 Co s& kiém nghiém thudc tuyén TW: nghién ctru, thiét
lap chat chuan, chat dbi chiéu

« Vién KN thuéc TW/ Tp. HCM cung cap ban sao hoac
van ban dién tlr cla tiéu chuan chat lwong

. Vién KPQG vac xin va sinh pham y té ban hanh Hwéng
dan vé kiém nghiém xuat xwédng vac xin, sinh pham
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TO CHUC THUC HIEN

3. Hé thong kiém nghiém thuoc: trong giai doan chua
cé lwc lwong kiém soat vién chat lwong thudc

« Xay dwng ké hoach l1ay mau dé kiém tra, gidm sat chat
lwong

 Thwc hién viéc lay mau theo ké hoach
- Cap nhat thdng tin vé mau lay dé kiém tra chat lwong va
két qua kiém nghiém

. B4o cdo két qua kiém nghiém vé Cuc QLD va S& Y té
noi lay mau doi véi mau thudce, nguyén liéu lam thudc
khong dat tiéu chuan

K7
i
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TO CHUC THUC HIEN

4. Co s& kinh doanh dworc:

- Nghién ctu va trién khai thwc hién Théng tw

- Kiém tra, kiém soat ngudn goc, chat lwong thudc,
nguyén lieu lam thuoc

. Thiét 1ap hé thong ho so tai liéu dam bao theo doi
dwoc qua trinh lwru hanh

 Theo dbi, giam sat chat lvong
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