BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phuc

S6: 11 [2025/TT-BYT Ha Néi, ngay 16 thang 5 nam 2025

THONG TU

Sira doi, b6 sung mot so diéu ciia Thong tw s6 02/2018/TT-BYT ngay 22
thang 01 niim 2018 ciia B truéng Bo Y té quy dinh vé thuc hanh tdt co sé
ban 1é thudc, Thong tu s6 03/2018/TT-BYT ngay 09 thang 02 nim 2018
ciia B truéng Bo Y té quy dinh vé thue hanh tot phan phdi thudc, nguyén
liéu 1am thudc, Thong tw s6 36/2018/TT-BYT ngay 22 thang 11 nim 2018
ciia B truéong Bo Y té quy dinh vé thuc hanh tot bao quan thudc, nguyén
liéu lam thudc

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016;

Can cir Ludt sira doi, bé sung mot so diéu cia Ludt dwoc ngay 21 thang 11
nam 2024;

Can cir Nghi dinh sé6 42/2025/ND-CP ngay 27 thang 02 ndm 2025 ciia
Chinh phu quy dinh chirc nang, nhiém vu, quyén han va co cau toé churc cua Bo Y
te,

Theo dé nghi ciia Cuc truéng Cuc Qudn 1y Dwoc, Cuc trwong Cuc Qudn 1y
Y, Duoc co truyén,

Bé trucng Bo Y té ban hanh Théng tw sira doi, b6 sung mét so diéu cia
Thong tw so 02/2018/TT-BYT ngay 22 thang 01 nam 2018 cua Bo truong Bo Y
té quy dinh vé thuc hanh tot co so ban lé thuoc, Thong tw so 03/2018/TT-BYT
ngay 09 thang 02 nam 2018 cua Bo truong Bo Y té quy dinh vé thuc hanh tot
phdn phoi thuoc, nguyén liéu lam thuoc, Thong tw so 36/2018/TT-BYT ngay 22
thang 11 nam 2018 cua B9 truong Bo Y té quy dinh vé thuc hanh tot bao quan
thuoc, nguyén liéu lam thuoc.

Piéu 1. Sira d6i, bo sung, bdi bé mdt sé dieu va mot s6 phu luc cia
Théng tw s6 02/2018/TT-BYT ngay 22 thang 01 nim 2018 ciia B truéng B
Y té quy dinh vé Thue hanh tot co sé ban 1é thude

1. Stra d6i, bo sung khoan 1 Diéu 6 nhu sau:
“]. Tiép nhan hd so:

Co s& ban 1¢ thudc nop 01 bd hd so theo quy dinh tai Piéu 5 Théng tu
nay kém phi thim dinh theo quy dinh cua Bo Tai chinh vé phi tham dinh diéu
kién, tiéu chuan ban 1¢ thuéc dén Uy ban nhan dan cp tinh (co quan chuyén mén
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dugc tinh giao phu trach vé duoc, sau diy goi tat 1a co quan chuyén mén vé y té
cua tinh).

2. Stra do1, bai bo mot s6 khoan cua Diéu 9 nhu sau:
a) Stra doi khoan 2 nhu sau:

“2. Thang 11 hang nim, co quan chuyén mén vé y té cta tinh cong bd trén
Trang thong tin dién tir cia co quan Danh sach co s ban 1é thude dén han phai
danh gia dinh ky viéc duy tri dap tmg GPP trong niam ké tiép theo quy dinh tai
khoan 1 Diéu nay”;

b) Stra d6i khoan 3 nhu sau:

“3. Trong thoi gian tdi thiéu 30 ngay trudc thoi diém dén han danh gia dinh
ky, co s& ban 1¢ thudc phai ndp bao cdo vé viéc duy tri dap tng thuc hanh tot co
s ban 1¢ thudc theo quy dinh tai diém ¢ khoan 7 Diéu nay vé co quan chuyén
mon ve y té cua tinh”;

¢) Bai bo khoan 4;

d) Stra doi diém a khoan 7 nhu sau:

“a) Van ban dé nghi cap GPP (trong truong hop co so cd yéu cau)”.

3. Sira d6i mét sd khoan cta Piéu 10 nhu sau:

a) Stra d6i khoan 1 nhu sau:

“]. Truong hop bién ban danh gia GPP két luan co s& ban 1é thude dap tmg
GPP theo quy dinh tai diém a khoan 3 Diéu 7 Thong tu nay:

Trong thoi han 10 ngdy, ké tir ngay hoan thanh viéc danh gia thuc té tai co
so ban 1é thude va ky bién ban danh gia, co quan chuyén mon vé y té cua tinh c6
van ban thong bao viéc duy tri dap tng GPP ciia co so hodc cip Gidy ching nhan
dap tmg GPP theo Mau s6 03/GPP quy dinh tai Phuy luc III ban hanh kém theo
Thong tu nay déi voi trudng hop co sé ¢6 yéu cau cip Gidy chimg nhan dap ung
GPP; co quan chuyén mon vé y té cta tinh cap nhat tinh trang dap tmg GPP cia
co s¢ trén Trang thong tin dién tir cua co quan”;

b) Stra dbi diém ¢ khoan 2 nhu sau:

“c) Trong thoi han 20 ngay, ké tir ngdy nhén duoc bio cdo khic phuc, stra
chita ton tai kém theo béng chig (h6 so tai li€u, hinh anh, video, giéy ching
nhan) chtimg minh, co quan chuyén mén vé y té cua tinh danh gia két qua khac
phuc cta co so ban 1¢ thude va két ludn tinh trang dap tng GPP cta co s6 ban 1é
thudc nhu sau:

- Trudng hop viée khic phuc ctia co s¢ ban 1¢ thube da dap Gmg yéu cau: co
quan chuyén mon vé y té cua tinh ¢6 van ban thong bao viéc duy tri dap ang GPP
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ctia co s& hodc cip Gidy chimg nhan dap tmg GPP theo Mau sé 03/GPP quy dinh
tai Phu lyc IIT ban hanh kém theo Thong tu nay d6i véi truong hop co s ¢6 yéu
cau cap Gidy chung nhan dap ing GPP; co quan chuyén mon vé y té cia tinh cap
nhat tinh trang dap g GPP cuia co s¢ trén Trang thong tin dién tir clia co quan;

- Truong hop viéc khac phuc cia co so ban 1¢ thuoc chua dap u’ng yeu cau:
€O quan chuyén moén vé y té cua tinh c6 van ban yéu cau ndi dung can tiép tuc
khic phuc, stra chita va ndp bao cao bo sung. Thoi han gia han dé tiép tuc khac
phuc, sira chita va bao céo 1a 45 ngay, ké tir ngay ¢ van ban yéu cau”.

4. B6 sung Diéu 15a sau Diéu 15 nhu sau:
“Diéu 15a. Di¢u khoin tham chiéu

Trong truong hop cac van ban quy pham phép luat va cac quy dinh dugc
vién din trong Thong tu nay co thay ddi, bo sung hodc duoc thay thé thi ap dung
theo van ban quy pham phap luat moi”.

5. Stra d6i, bo sung Diéu 16 nhu sau:
“Piéu 16. Piéu khoan chuyén tiép

Pbi véi co so ban 1é thude da duge cap Gidy chung nhan du diéu kién kinh
doanh dugc pham vi ban 1¢ thube, khi hét thoi han Giéy chimg nhan GPP, co sé
ban 1& thudc phai ndp bao céo vé viée duy tri dap tmg thuc hanh tt co s¢ ban 1é
thudc theo quy dinh tai khoan 3 Piéu 9 Thong tu nay”.

6. Stra d6i, bo sung mot sé khoan ctia Piéu 17 nhu sau:
a) Stra d6i diém ¢ khoan 2 Piéu 17 nhu sau:

“c) Cong bd trén Trang thong tin dién tir cia co quan chuyén mén vé y té
ctia tinh Danh sach co s ban 1¢é thudc trén dia ban di dugc cap Gidy chimg nhan
du diéu kién kinh doanh dugc, cip nhat tinh trang Gidy chimg nhan du diéu kién
kinh doanh dugc, tinh trang dap img GPP va cac thong tin khac theo quy dinh tai
khoan 4 Diéu 8 Thong tu nay; cong bd trén Trang thong tin dién tir cua co quan
chuyén mon vé y té ctia tinh Danh sach co s& ban 1é thudc ¢6 hoat dong kinh
doanh theo phuong thirc thuong mai dién tir trén dia ban trong vong 05 ngay lam
viéc ké tur ngay nhan dugc van ban thong bao cua co s¢”;

b) B6 sung diém d sau diém c khoan 3 Piéu 17 nhu sau:

“d) C6 van ban thong bao gui truc tiép hodc qua dudng buu chinh hodc giri
td1 dia chi hop thu dién tr cia co quan chuyén mon vé y té cua tinh noi co s dat
dia diém kinh doanh trudc khi tién hanh hoat dong theo phuong thirc thuong mai
dién tir theo Mau s6 05/GPP quy dinh tai Phu Iyc III ban hanh kém theo Théng tu
nay trudc khi cham dut hoat dong theo phuong thirc thwong mai dién tir theo
Mau s6 06/GPP quy dinh tai Phu luc III ban hanh kém theo Thong tu nay”.

7. Stra d6i diém ¢ khoan 4 muc II Phuy luc I-1a nhu sau:
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“c) Co s& phai c6 thiét bi cong nghé thong tin két ndi internet va thuc hién
quan 1y hoat dong mua, ban thudc bang phan mém tGng dung; bao dam kiém soat
xudt xt, gia ca, ngudn gdc thudc mua vao, ban ra; dam bao truy xuit dugc ngudn
gbc thude; dam bao trich xuat day du dir lidu cac thong tin trén khi co quan quan
Iy yéu cau; lién thong va cap nhat day du dir liéu v6i hé thong thong tin vé duoc
theo huéng dan ctia BO Y t&”.

8. B6 sung diém d va diém d sau diém c tai khoan 2 muc III Phuy Iyc I-1a va
diém d sau diém c tai khoan 2 muc III Phu luc I-1b nhu sau:

“d) Ban thudc theo phuong thirc thuong mai dién tir:

- Co sO ban 1¢ thubc theo phuong thic thuong mai dién tir phai to chirc tu
van, huéng dan tryc tuyén thong qua thiét bi, cong nghé thong tin vé cac noi
dung theo quy dinh tai cdc diém a, b khoan nay, cach bao quan thubc va chi duoc
ban thudc sau khi di tu van, huéng dan cho ngudi mua thubc. Hoat dong tu van,
huéng dan truc tuyén ciia co s ban 1é thude theo phuong thirc thuong mai dién
tr phai duoc thé hién bang hoi thoai am thanh, video hodc tin nhin hoidc thdng
diép dir liéu khac; co s¢ luu va ghi nhan trong phan mém ban hang tdi thiéu cac
ndi dung vé thong tin lién lac cia ngudi mua, tom tat ndi dung tu van, hudng dan
d3 thuc hién va luu 1am bang ching. Co sé phai luu bang ching vé viée tu van,
hudng dan tryc tuyén it nhat 24 thang ké tir khi thue hién;

- Bao goi dé van chuyén thudc phai c6 cac thong tin: Tén va dia chi ngudi
mua thudc, tén va dia chi co s& ban 1é thudc, diéu kién bao quan thudc, gidi han
thoi gian giao thudc mudn nhat. Nguoi van chuyén thudce phai dugc thong bao vé
cac diéu kién lién quan dén viéc bao quan, van chuyén thudc va tuan thu cac yéu
cau ndy trong sudt qua trinh van chuyén;

- Thudc phai dugc bao goi, bao quan, van chuyén phu hop dé bao dam tinh
nguyén trang cua thudc, khong lam mét cac thong tin vé san pham; khong bi tap
nhiém béi san pham khac va duy tri cac diéu kién bao quan cia thude trong subt
qué trinh van chuyén;

d) Khi ban thubc ké don theo don thudc dién tir, co sd phai cap nhat ma don
thudc dién tir vao hé théng b.'?lng dit liéu don thudc dién tir ciia Bo Y té, dam bao
lién thong to1 hé théng ctia B Y té; ban thube dang theo don, $6 luong thudc ban
khong nhiéu hon sb luong tai don thudce, khong ban don thude hét han”.

9. Sira d6i diém ¢ khoan 4 muc IT Phy luc I-1b nhu sau:

“c) Co s& phai co thiét bi cong nghé thong tin két ndi internet va thuc hién
quan 1y hoat dong mua, ban thudc bang phan mém tng dung; bao dam kiém soat
xudt xt, gia ca, ngudn gdc thudc mua vao, ban ra; dam bao truy xuit dugc ngudn
gbc thudc; dam bao trich xuat day da dir liéu cac thong tin trén khi co quan quan
1y yéu cau; lién thong va cap nhat day du dir liéu voi hé thdng thong tin vé dugc
theo huéng dan ctia BO Y t&”.
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10. Stra doi phén “nd1 dung” cia muc 5.1.1 Phu luc I1-2a nhu sau:

“* Ban chinh hodc ban sao c6 chung thyuc cac gidy to phap 1y (dang ky kinh
doanh hoac quyét dinh thanh 1ap co so ddi v&i nha thude thude co sé kham bénh,
chita bénh cong 1ap), chimg chi hanh nghé cta ngudi chiu trach nhiém chuyén
mon vé dugc cla co so, Giéy chirng nhan du diéu kién kinh doanh duoc (déi vol
co s& dang hoat dong)”.

11. Stra doi phén “ndi1 dung” cia muc 5.1.1 Phu luc II-2b nhu sau:

“* Ban chinh hodc ban sao c6 chimg thuc cac gidy to phap 1y (ddng ky kinh
doanh hodc quyét dinh thanh lap co s¢ d6i v6i quay thude thudc co sé kham
bénh, chita bénh cong 1ap), ching chi hanh nghé ciia ngudi chiu trach nhiém
chuyé&n mon vé dugce cua co so, Giéy ching nhan du diéu kién kinh doanh duoc
(461 v6i co so dang hoat dong)”.

12. Stra d6i ndi dung doan 2 ctia muc 5.3.2 Phu lyc II-2a va muc 5.3.2 Phy
luc I1-2b nhu sau:

“(*) CO thiét bi cong nghé théng tin két ndi internet va thuc hién quan 1y
hoat dong mua, ban thudc bang phan mém tmg dung; bao dam kiém soat xuat xtr,
gia ca, nguon goc thuéc mua vao, ban ra; dam bao truy xuéat dugc ngudn goc
thudc; luu don thudc ciia bénh nhan (ban gidy hodc dién tir). Pam bao trich xuat
day du dir liéu cac thong tin trén khi co quan quan 1y yéu cau; lién thong va cap
nhat day du dir lidu voi hé thong thong tin vé duoc theo huéng dan cia Bo Y &,

13. Stra d6i ndi dung: “Nha thube ¢ bién phap theo ddi viée ban thube ké
don” tai muc 7.6 Phu luc 11-2a nhu sau:

“Nha thudc co bién phap theo doi viéc ban thude ké don, cap nhat ma don
thudc dién tir vao hé théng bang dir liéu don thude dién tir cuia Bo Y té khi béan
thudc ké don theo don thudc dién tir, dam bao lién thong téi hé thong cua Bo Y
té; ban thudc dung theo don, s6 lugng thudc ban khong nhiéu hon s lugng tai
don thudc, khong ban don thude hét han”.

14. B6 sung, bii bo c4c biéu mau tai Phu lyc III nhu sau:

a) B6 sung Mau s6 04/GPP sau Mau s6 03/GPP theo Biéu mau sb 05 tai Phu
luc ban hanh kém theo Thong tu nay;

b) B6 sung Méu s6 05/GPP sau Mau s6 04/GPP theo Biéu mau s6 01 tai Phuy
luc ban hanh kém theo Thong tu nay;

¢) B6 sung Mau s 06/GPP sau MAu s6 05/GPP theo Biéu miu sb 02 tai Phy
luc ban hanh kém theo Thong tu nay;

d) Bai bo Mau s6 01/GPP.
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15. Thay thé mot sé cum tir st dung tai cac diéu va phu luc cia Thong tu
nhu sau:

a) Thay thé cum tir “S& Y t&” thanh cum tir “co quan chuyén mon vé y té
cua tinh™;

b) Thay thé cum tir “nguoi phu trach chuyén mon” hodc “nguoi quan ly
chuyén moén” thanh cum tir “Ngudi chiu trach nhiém chuyén moén vé dugc cia co

2,99

SO,

¢) Thay thé cum tir “thudc quan 1y dic biét” thanh cum tir “thude phai kiém
soat dac biét”;

d) Thay thé cum tir “thuéc huéng tdm than” thanh cum tir “thuéc hudng
than”;

d) Thay thé cum tir “dung cu y t&” thanh cum tir “thiét bi y t&”;

e) Thay thé cum tir “gidy ching nhan du diéu kién kinh doanh thudc” thanh
cum tlr “gidy chirng nhan du diéu kién kinh doanh duoc”;

g) Thay thé cum tir “hd so dé nghi danh gia dinh ky” thanh cum tir “hd so
danh gid dinh ky” tai khoan 6, khoan 7 Piéu 9 cua Thong tu.

Picu 2. Sira do6i, b6 sung, bii bé mot s6 dieu va mét sé6 phu luc cia
Thong tw so 03/2018/TT-BYT ngay 09 thang 02 nim 2018 cia Bo truwéng Bo
Y té quy dinh vé Thue hanh tot phan phdi thudc, nguyén liéu lam thudc

1. Stra d6i diém a khoan 2 Piéu 5 nhu sau:

“a. Tai liéu phap 1y vé viéc thanh lap co s;”.

2. Sira d6i khodn 1 Diéu 6 nhu sau:

“]. Tiép nhan hd so:

Co s& phan phdi nop 01 bd hd so theo quy dinh tai Diéu 5 Thong tu nay
kém phi thim dinh theo quy dinh ctia Bo truong Bo Tai chinh vé phi tham dinh
tiéu chuan va diéu kién phan phdi thudc, nguyén liéu lam thude dén Uy ban nhan
dan cap tinh (co quan chuyén mon dugc tinh giao phu trach vé dugc, sau day goi
tat 1a co quan chuyén moén vé y té cua tinh). Truong hop co s& phan phdi 1a co s&
to chirc chudi nha thudc, co sé ndp 01 bo ho so kém phi tham dinh téi Cuc Quan
1y Dugc.”.

3. Sira d6i cum tr “Mau sd 06” tai khoan 1, diém ¢ khoan 2 Diéu 8 thanh
cum tr “Mau sb 077

4. Stra ddi, bd sung, bai bé mot s6 khoan ctia Piéu 9 nhu sau:

a) Stra d6i, bo sung khoan 2 nhu sau:

“2. Thang 11 hang nam, co quan chuyén mén vé y té cia tinh cong bd trén
Trang thong tin di€n tr cua co quan Danh sach co s& phan phoi thudc, nguyén
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liéu 1am thudc dén han phai danh gia dinh ky viéc duy tri dap ing GDP trong
nam ké tiép theo quy dinh tai khoan 1 Piéu nay va Cuc Quan Iy Dugc cong bd
trén Trang thong tin dién tir cuia Cuc Quan 1y Duoc Danh sach co sé phan phdi
thudc, nguyén liéu 1am thube ddi voi trudng hop co so phan phdi 1a co so td
chirc chudi nha thudc;”;

b) Stra ddi, bd sung khoan 3 nhu sau:

“3. Trong thoi gian tdi thiéu 30 ngay trude thoi diém dén han danh gia dinh
ky, co s& phan phdi thude, nguyén lidu lam thudc phai ndp bao cio vé viée duy tri
dap ung thuc hanh t6t phan phdi thudc, nguyén liéu 1am thude theo quy dinh tai
diém c khoan 7 Diéu nay vé Co quan tiép nhan;”;

c) Béi bo khoan 4;

d) Stra d6i diém a khoan 7 nhu sau:

“a) Van ban dé nghi cap GDP (trong trudng hop co so ¢6 yéu cau);”.
5. Stra d6i mét sb khoan cua Piéu 10 nhu sau:

a) Stra d6i khoan 1 nhu sau:

“]1. Truong hop bién ban danh gia GDP két luan co s¢ phan phdi tun thu
GDP ¢ mirc d6 1 theo quy dinh tai diém a khoan 2 Piéu 7 Thong tu nay:

Trong thoi han 10 ngy, ké tir ngdy hoan thanh viéc danh gia thyc té tai co
so phan phoi thudc, nguyén liéu 1am thudc va ky bién ban danh gia, Co quan tiép
nhan ¢ vin ban théng bao viéc duy tri dap tmg GDP cia co s hodc cap Gidy
chtmg nhan dap tng GDP theo Miu s6 07 quy dinh tai Phu luc IV ban hanh kém
theo Thong tu nay ddi véi trudng hop co sd cd yéu cau cap Gidy ching nhan dap
tmg GDP; Co quan tiép nhan cip nhat tinh trang dép img GDP cua co sé trén
Trang thong tin dién tir cia Co quan tiép nhan.”;

b) Sira ddi diém ¢ khoan 2 nhu sau:

“c) Trong thoi han 20 ngay, ké tir ngdy nhan duoc bao céo khic phuc, sira
chita ton tai kém theo bang chimg (hd so tai liéu, hinh anh, video, gidy chimg
nhan) chimg minh, Co quan tiép nhan danh gia két qua khic phuc cia co sé phan
phéi thudc, nguyén liéu lam thude va két luan vé tinh trang dap tng GDP cuia co
s& phan phdi thude, nguyén liéu 1am thude nhu sau:

- Trudng hop viée khic phuc cua co s& phan phdi thudce, nguyén liéu 1am
thudc da dap tmg yéu cau: Co quan tiép nhan c6 van ban thong bao viéc duy tri
dap tmg GDP cua co so hodc cip Gidy chting nhan dép img GDP theo Mau s6 07
quy dinh tai Phu Iyc IV ban hanh kém theo Thong tu nay d6i véi truong hop co
sO ¢6 yéu cau cap Gidy ching nhan dap tng GDP; Co quan tiép nhan cip nhat
tinh trang dap tmg GDP cua co s& trén Trang thong tin dién tir cia Co quan tiép
nhan;
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- Trudng hop viée khic phuc cta co s& phan phdi thudc, nguyén liéu 1am
thudce chua dap ung yéu cau: Co quan tiép nhan c6 van ban yéu cau ndi dung can
ti€p tuc khac phuc, stra chita va nop bao céo bd sung. Thoi han gia han dé tiép tuc
khac phuc, stra chira va bao cao la 45 ngay, ké tir ngay c6 van ban yéu cau.”.

6. Stra d6i, bo sung mat sb khoan tai Piéu 13 nhu sau:

a) Stra d6i khoan 1 nhu sau:

“]. Thanh phan doan danh gia:

Truéng doan, Thu ky va cac thanh vién khac do ngudi ding dau Co quan
tiép nhan quyét dinh. S6 lugng thanh vién Poan danh gia khong qua 05 nguoi.”;

b) Stra d6i diém a khoan 2 nhu sau:

“a) La cong chirc, vién chirc thude co quan chuyén mén vé y té cua tinh
hoac cong chure, vién chire, can bd hgp dong thudc cac don vi truc co quan
chuyén mén vé y té cua tinh. DP6i véi Poan dénh gid co sé to chitc chudi nha
thuoc, can by doan danh gia 1a cong chirc, vién chirc thude Cuc Quan ly Dugc va
dai di¢n co quan chuyén moén vé y té cua tinh noi co s& phan phoi dat tru s&
chinh;”.

7. Stra d6i mot s khoan tai Diéu 17 nhu sau:

a) Bai bo khoan 1;

b) Stra dbi khoan 2 nhu sau:

“2. Dbi v6i co so phan phdi da duoc cip Gidy chimg nhan du diéu kién kinh
doanh dugc khong thoi han, khi hét thoi han chung nhan dap ang GDP, co sé
phan phoi phai ndp bao cdo vé€ viéc duy tri dap ung thuc hanh tot phan phoi
thudc, nguyén li¢u lam thudc theo quy dinh tai khoan 3 Diéu 9 Thong tu nay.”;

c) Bai bo khoan 3.

8. Sira d6i, b6 sung mot s6 khoan tai Piéu 18 nhu sau:

a) Stra d6i diém ¢ khoan 3 Piéu 18 nhu sau:

“c) Cong bd trén Trang thong tin dién tr clia co quan chuyén mén vé y té
cua tinh danh sach cac co s¢ ban budn thuoc, nguyén liéu lam thuoc da duoc cap
Giay chting nhan du diéu kién kinh doanh dugc trén dia ban, tinh trang dap Ung
GDP va thong tin khac theo quy dinh tai khoan 4 Pi€u 8 Thong tu nay; cong bod
trén Trang thong tin dién tir ciia co quan chuyén mén vé y t€ cua tinh Danh sach
co s& ban budn thudc, nguyén liéu lam thudc cO hoat dong kinh doanh theo
phuong thirc thuong mai dién tur trén dia ban trong vong 05 ngay lam viéc ké tur
ngay nhan dugc van ban thong bao cua co so;”;

b) Bo sung diém d sau diém c khoan 4 Diéu 18 nhu sau:
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“d) C6 vian ban thong bao dén co quan chuyén mén vé y té cua tinh noi co
so dat dia diém kinh doanh trudc khi tién hanh hoat dong theo phwong thirc
thuong mai dién tir theo quy dinh Mau sé 08 tai Phu luc IV ban hanh kém theo
Thong tu nay, trude khi chdm dat hoat dong theo phuong thirc thuong mai dién
tir theo quy dinh Mau s6 09 tai Phu luc IV ban hanh kém theo Thong tu nay. Vin
ban théng bao giri truc tiép hodc qua duong buu chinh hodc gui t6i dia chi thu
dién tir cia co quan chuyén mon vé y té cta tinh. Co sé t6 chirc chudi nha thude
thong b&o cho co quan chuyén mén vé y té cia tinh danh sach cac nha thude c6
hoat dong kinh doanh theo phuong thirc thuong mai dién tir trén dia ban.”.

9. Sira d6i, bo sung mot s6 muc ctia Phu luc I nhu sau:

a) Stra d6i muc 14.11 tai khoan 14 nhu sau:

“14.11. Co s6 phai c6 thiét bi cong nghé thong tin két ndi internet va thuc
hién quan 1y hoat dong phan phdi thubc, nguyén liéu 1am thudc bing phan
mém ung dung; dam bao kiém soat xuit x&, gia ca, ngudn goc thuéc mua vao,
ban ra; dam bao truy xuat duoc ngudn gdc thude, nguyén liéu lam thude; dam
béo trich xuat day du dit liéu cac thong tin trén khi co quan quan 1y yéu ciu;
lién thong va cap nhat day du dir liéu voi hé thong thong tin vé dugc theo
hudéng din cia BO Y té.”;

b) B6 sung muyc 14.16 tai khoan 14 nhu sau:

“14.16. Pdi voi co so td chic chudi nha thube, toan bo cac hoat dong lién
quan dén viéc cung tng, luu thong, ton trit, bio quan thubc va cac dir liéu lién
quan dén ngudi mua thudc tai tat ca cac nha thudc trong chudi phai duoc quan 1y
bang cung mot quy trinh, duoc kiém soat ciia ngudi chiu trach nhiém chuyén
mon vé dugc cua co so, ddm bao kha ning theo ddi duoc sd 16 san xuit, han
dung, lich su Xuét, nhap, tdn, thong tin ngudi1 mua thude (tuan thu bao mat) va két
ndi thong sudt gitta cac nha thudc va try s chinh.”.

10. Stra doi, bod sung, bai bo mot s6 biéu mau tai Phu luc IV nhu sau:

a) B6 sung Mau s6 07/GDP sau Mau s6 06/GDP theo Biéu mau sb 03 tai
Phu luc ban hanh kém theo Thong tu nay;

b) B6 sung Mau sb 08/GDP sau Mau sb 07/GDP theo Biéu mau sb 01 tai
Phu luc ban hanh kém theo Thong tu nay;

c) B6 sung Mau s6 09/GDP sau Mau s6 08/GDP theo Biéu mau sb 02 tai
Phu luc ban hanh kém theo Thong tu nay;

d) Thay thé Mau s6 04/GDP theo Biéu mau s6 07 tai Phu luc ban hanh kém
theo Thong tu nay;

d) Thay thé MAu s6 05/GDP theo Biéu mau s 08 tai Phu luc ban hanh kém
theo Thong tu nay;

e) Bii bo Mau s6 01/GDP, Mau s6 02/GDP.
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11. Thay thé mot sb cum tir st dung tai céac diéu cua Thong tu nhu sau:

a) Thay thé cum tir “Co s& phan phdi vic xin trong Chuong trinh Tiém
ching mé rong qubc gia & tuyén tinh va tuyén huyén” thanh cym tir “Co s¢ phéan
phéi vic xin trong Chuong trinh Tiém chung mé rong qubc gia ¢ cip tinh va co
quan dugc giao quan 1y vé tiém chung cap xa” tai khoan 4 Piéu 2 va khoan 3
Diéu 4;

b) Thay thé cum tir “hd so dé nghi danh gia” thanh cum tir “hd so danh gia”
tai khoan 6, khoan 7 Diéu 9 va diém b khoan 3 Diéu 18;

¢) Thay thé cum tir “So Y té tinh, thanh phé truc thudc Trung wong”, “So
Y t&” thanh cum tr “co quan chuyén mén vé y té cua tinh tai Thong tu. Di véi
quy dinh tai khoan 3 Diéu 6, Diéu 7, Diéu 8, diém a, b, d khoan 2, khoan 3 va
khoan 4 Diéu 10, Diéu 11, Diéu 12 stra d6i cym tir “S¢ Y t€” thanh cum tir “Co
quan tiép nhan”;

d) Thay thé cum tir “gidy chimg nhan dua diéu kién kinh doanh thudc” thanh
cum tir “gidy chirng nhan du diéu kién kinh doanh duoc” tai Phu luc IV.

Picu 3. Sira doi, bo sung, bdi bé mot s6 dicu va mét sé6 phu luc cia
Théng tu s6 36/2018/TT-BYT ngay 22 thang 11 niim 2018 ciia B§ truong B
Y té quy dinh vé Thuc hanh tot bao quan thudc, nguyén liéu lam thudc

1. Stra 461, b6 sung mogt s6 khoan cua Diéu 5 nhu sau:
a) Stra doi khoan 2 nhu sau:

“2. Trudng hop co s dé nghi cap Gidy ching nhan GSP cing v&i Gidy
chtng nhan du diéu kién kinh doanh dugc, co so phai ghi 16 ndi dung nay trong
Pon dé nghi cip Gidy ching nhan du diéu kién kinh doanh duogc. Trudong hop co
s d3 duoc cap Gidy ching nhan du diéu kién kinh doanh dugc ¢6 nhu cau cap
Gidy chimg nhan GSP, co s& ¢6 vin ban dé nghi cap Gidy chimg nhan GSP. Co
quan tiép nhan xem xét viéc cap Gidy chimg nhan GSP cin ctr két qua danh gia
GSP gan nhét trudc d6.”;

b) B6 sung khoan 3 sau khoan 2 nhu sau:

“3. Truong hop co s c6 hoat dong dugc nhung khong vi muc dich thuong
mai ¢6 nhu cau cdp Gidy chung nhan GSP, co sd ¢ van ban dé nghi cip Gidy
chtng nhan GSP kém theo tai liéu k¥ thuat theo huéng dan vé hd so tong thé cua
co s& bao quan quy dinh tai Phu luc VI ban hanh kém theo Thong tu nay. Co
quan tiép nhan xem xét viéc danh gia va cip Gidy chirng nhan GSP.”.

2. Stra d6i, b6 sung khoan 1 Piéu 9 nhu sau:

“1. Thot gian dinh ky danh gia viéc duy tri dap img GSP tai co s& bao quan
1a 03 nam, ké tir ngay ky bién ban danh gia 1an danh gia lién trude (khong bao
gdm céc lan danh gia dot xuét, thanh tra, kiém tra cia B Y té, Uy ban nhan dan
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cap tinh (co quan chuyén mén duoc tinh giao phu trach vé dugc, sau ddy goi tét
la co quan chuyén mon vé y té cua tinh).”.

3. Sira d6i, b6 sung mot s6 khoan cua Piéu 10 nhu sau:
a) Stra d6i khoan 1 nhu sau:

“]. Trudng hop béo cao danh gid GSP két luan co s& bao quan thudc,
nguyén liéu 1am thudc tudn thi GSP ¢ muc do 1 theo quy dinh tai diém a khoan 3
Piéu 7 Thong tu nay:

Trong thoi han 10 ngdy, ké tir ngdy hoan thanh viéc danh gia thuc té tai co
s0, Co quan tiép nhan ¢ vin ban thong bao viéc duy tri dap ing GSP cua co sé
hodc cap Gidy chung nhan dap tmg GSP theo Mau s6 05 quy dinh tai Phu luc VII
ban hanh kém theo Thong tu nay ddi véi trudng hop co s& ¢6 yéu cau cap Gidy
chtng nhan dap tng GPP; Co quan tiép nhan cip nhat tinh trang dap tng GSP
clia co so trén Trang thong tin dién tir ciia Co quan tiép nhan.”;

b) Stra d6i diém ¢ khoan 2 nhu sau:

“c) Trong thdi han 20 ngay, ké tir ngay nhin dugc vin ban bao cdo khic
phuc cua co sé bao quan thube, nguyén liéu 1am thude, Co quan tiép nhan danh
gia két qua khac phuc cta co s& bao quan thudc, nguyén lidu lam thudc va két
luan vé tinh trang dap tng GSP cua co sé bao quan thude, nguyén lidu lam thudc
nhu sau:

- Trudng hop viéc khic phuc cia co s¢ bao quan di dap ung yéu cau: Co
quan tiép nhan c6 vin ban thong bao viéc duy tri dap ung GSP cia co sé hoidc
cap Giay chtimg nhan dap tmg GSP theo Mau s6 05 quy dinh tai Phu luc VII ban
hanh kém theo Thong tu nay ddi véi truong hop co so cd yéu cau cap Gidy chimg
nhan dap ing GSP; Co quan tiép nhan cap nhat tinh trang dap tng GSP cia co s
trén Trang thong tin dién tir ciia Co quan tiép nhén.

- Truong hop viée khac phuc cua co sd bao quan chua dap g yéu cau: Co
quan ti€p nhan c¢6 van ban thong bdo ndi dung can ti€p tuc khac phuc, sua chira
va ndp bao cao bo sung. Thoi gian gia han dé ti€p tuc khac phuc, stra chira va bao
cao la 45 ngay, ke tir ngay c6 van ban yéu cau.”.

4. Bii bo khoan 1, khoan 3 Piéu 21.

5. B6 sung mot s6 khoan tai Diéu 22 nhu sau:

a) B6 sung diém d sau diém ¢ khoan 3 Diéu 22 nhu sau:

“d) Cong bd Danh sach co s¢ xuat khau, nhip khau thubc, nguyén liéu 1am
thuoc, ban bubn thuodc, nguyén li€u lam thudc c6 hoat dong kinh doanh theo
phuong thirc thuong mai dién tir trén dia ban trén Trang thong tin dién tir cua co
quan chuyén mon vé y té cua tinh trong vong 05 ngay lam viéc ké tr ngay nhan
duoc van ban thong bao cia co s0;”;
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b) B6 sung diém d vao sau diém d khoan 4 Diéu 22 nhu sau:

“d) Co vian ban thong bao truc tiép hodc qua dudng buu chinh hoic gui toi
dia chi thu di¢n tr cia co quan chuyén moén vé y té cua tinh noi co so dat dia
diém kinh doanh truéc khi tién hanh hoat dong theo phuong thic thwong mai
dién tir theo Mau s6 07 quy dinh tai Phu luc VII ban hanh kém theo Théng tu
nay, trude khi chAm dut hoat dong theo phuong thirc thwong mai dién tir theo
Mau s6 08 quy dinh tai Phy luc VII ban hanh kém theo Théng tu nay.”.

6. Stra d6i mot s nodi dung tai Phu luc I nhu sau:

a) Stra d6i noi dung “Liy mau nguyén liéu, xir Iy dung cu 14y mau” tai muyc
5.3 khoan 5 nhu sau:

“- Truong hop c6 yéu cau ldy mau nguyén lidu, viéc lay mau nguyén liéu,
xu 1y dung cu léy mau duoc thue hién tai khu vuc léy mau cua co sd hodc thuc
hién theo hop ddng véi co so khac co khu vue 14y mau nguyén liéu dap tmg yéu
cau theo muc 5.6 phu luc nay.”;

b) Stra d6i muc 5.6 khoan 5 nhu sau:

“5.6. D61 v6i co s6 ¢6 khu vuce 1ay miu nguyén liéu, khu vuc ndy phai dugc
thiét ké va c6 hé thong trang thiét bi dap ung quy dinh vé khu vuc lay miu
nguyén liéu lam thudc tai thong tu cua BO Y té quy dinh vé thuc hanh tt san xut
thudc, nguyén liéu lam thudc.”;

¢) Stra d6i muc 5.11 tai khoan 5 nhu sau:

“5.11. Phai c6 thiét bi cong nghé thong tin két ndi internet va thuc hién quan
Iy hoat dong bao quan thude, nguyén liéu 1am thudc bang phan mém ung dung.
C6 co ché két ndi thong tin tir hoat dong nhép, xuat, phan phdi thudc, nguyén liéu
1am thudc cho khach hang; dam bao truy xuat dugc ngudn goc thube, nguyén licu
lam thudc; dam bao trich xuat day du dit lidu cac thong tin trén khi co quan quan
1y yéu cau; lién thong va cap nhat dﬁy du dir iéu vo1 hé théng thong tin vé duoc
theo hudng dan cua By Y té.”;

d) Stra d6i muc 8.4 tai khoan 8 nhu sau:

“8.4. Co sé kinh doanh dugc c¢6 von dau tu nude ngoai chi duoc xuat hang
va giao hang cho co s& ban budn thude, nguyén liéu lam thude tai kho bao quan
thudc, nguyén liéu 1am thude cua chinh co sd, van chuyén tir kho hai quan vé kho
ctia co s hoidc giita cac kho cta co s& va hoat dong giao nhan, van chuyén theo
quy dinh tai diém d, d, e khoan 3 Piéu 53a Luét Dugc. Pdi véi truong hop thube
phong xa c6 han dung bang hodc dudi 30 ngdy, co s¢ dugc thuc hién theo quy
dinh tai muc 9.11 khoan 9 Phu luc 1.7

d) Stra d6i muc 9.11 khoan 9 nhu sau:

“9.11. Phai c¢6 quy trinh nhép, xuat hang, trong d6 c6 can nhic dén ban chat
cua thudc, nguyén li€u lam thude va cac bién phap phong ngtra can thiét. Boi voi
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truong hop thudc phong xa c6 han dung bang hoic dudi 30 ngay: Co s co thé
chuyén thudc tir cang nhap khau dén noi st dung thubc; quy trinh nhdp, xuét
hang phai quy dinh r0 cac budc thuc hién, trach nhi€ém ctia cac nhan su cé lién
quan va ho so thuc hién déi véi trudng hop nay dé dam bao viéc quan 1y qua
trinh nhap hang, xuat hang va viéc kiém soat dbi véi thude phong xa.”;

e) Stra d6i muyc 9.18 khoan 9 nhu sau:

“9.18. Phai ¢6 quy trinh quy dinh tin suit va phuong phap vé sinh nha kho
va khu vuc bao quéan; quy trinh vé sinh khu vuc lay mau thudc, nguyén liéu 1am
thuoc (d6i vdi co s& co khu vuc 1ay mau).”.

7. Stra d6i mot sb nodi dung tai Phu luc III nhu sau:

a) Sira ndi dung “Lay mau nguyén liéu, xtr Iy dung cu lay mau” tai muyc 2.3
khoan 2 nhu sau:

“- Truong hop c6 yéu cau ldy mau nguyén liéu, viéc 1y mau nguyén liéu,
xt 1y dung cu ldy mau duoc thyuc hién tai khu vuc 1y mau cua co sé hodc thuc
hién theo hop ddng véi co so khac co khu vuc 14y mau nguyén liéu dap tmg yéu
cau theo muc 2.6 phu luc nay.”;

b) Sira d6i muc 2.6 khoan 2 nhu sau:

“2.6. DPbi véi co sé c6 khu vuc 14y miu nguyén liéu, khu vuc nay phai dugc
thiét ké, co hé thong trang thiét bi dap ung quy dinh vé khu vuc ldy miu nguyén
liéu 1am thudc tai thong tur cuta Bo Y té quy dinh vé thuc hanh tét san xudt thudce,
nguyén liéu 1am thude.”;

¢) Stra d6i muc 2.12 nhu sau:

“2.12. Phai ¢6 thiét bi cong ngh¢ thong tin két ndi internet va thuc hién quan
Iy hoat dong bao quan thudc, nguyén liéu 1am thudc bang phan mém ung dung.
C6 co ché két ndi thong tin tir hoat dong nhép, xuat, phan phdi thude, nguyén liéu
1am thudc cho khach hang; dam bao truy xuat duoc ngudn gdc thude, nguyén liéu
lam thudc; dam bao trich xuat day du dir lidu cac thong tin trén khi co quan quan
Iy yéu cau; lién thong va cap nhat day du dir liéu voi hé thdng thong tin vé dugc
theo huéng dan ciia Bo Y té.”;

c) Bai bé muc 5.4 khoan 5;

d) Stra d6i muc 6.18 khoan 6 nhu sau:

“6.18. Phai c6 quy trinh quy dinh tan suit va phuong phap vé sinh nha kho
va cac khu vuc bao quan; quy trinh vé sinh khu vyuc 1dy mau thudc, nguyén liéu
1am thubc (d6i véi co so c6 khu vuce 14y mau).”.

8. Sira d6i, b6 sung mat s6 biéu mau tai Phu luc VII nhu sau:

a) Thay thé MAau sb 01 theo biéu mau sb 04 tai Phu luc ban hanh kém theo
Thong tu nay;
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b) Thay thé Mau sd 05 theo biéu mau sb 06 tai Phu luc ban hanh kém theo
Thong tu nay;

¢) B6 sung Mau s6 07 sau Mau sb 06 theo Biéu mau sé 01 tai Phu luc ban
hanh theo Thong tu nay;

d) B6 sung Mau s6 08 sau Mau s 07 theo Biéu mau s6 02 tai Phy lyc ban
hanh kém theo Thong tu nay.

9. Stra d6i mdt sb6 cum tir st dung tai cac diéu va phu luc cia Thong tu nhu
Sau.

a) Stra d6i cum tir “gidy chimg nhan du diéu kién kinh doanh thudc” thanh
cum tir “gidy chimg nhan du diéu kién kinh doanh dugc” tai Phu luc VI ctia Thong
tu;

b) Stra d6i cum tir “Co s& bao quan véc xin trong chuong trinh tiém ching
mo rong qudc gia tuyén huyén” thanh cum tir “co quan duoc giao quan 1y vé tiém
chung céap xa”;

Cc) Stra ddi cum tir “S& Y té tinh, thanh phé truc thudc Trung vong”, “So Y
t&” thanh cum tir “co quan chuyén mon vé y té cia tinh”;

d) Bai bé cum tir “(sau day dugc goi tit 1a SO Y té)”.

Piéu 4. Sira d6i, bii bé mdt so dicu, khoan ciia cac thong tu sira doi, bo
sung mét so diéu ciia Thong tw s6 02/2018/TT-BYT ngay 22 thang 01 nim
2018 ciia B truéng B Y té quy dinh vé thwe hanh tot co sé ban 1é thudc,
Théong tu s6 03/2018/TT-BYT ngay 09 thang 02 nim 2018 ciia B§ truong B
Y té quy dinh vé thuc hanh t6t phan phdi thudc, nguyén li¢u lam thudc

1. Sira d6i, bai bo mot sb6 didu cua Thong tu sd 12/2020/TT-BYT ngay 22
thang 6 nam 2020 cta B truong BO Y té sira doi, bo sung mot sé diéu ctua Thong
tu s6 02/2018/TT-BYT ngay 22 thang 01 nim 2018 cua Bo truong Bo Y té quy
dinh vé Thuc hanh tdt co s& ban 1¢ thude nhu sau:

a) Bai bo khoan 6 Piéu 1;

b) Stra d6i cum tir “hd so dé nghi danh gia dinh ky” thanh cum tir “hd so
danh gia dinh ky” tai khoan 8 va khoan 9 biéu 1;

c) Stra d6i cum tir “S¢' Y t€” thanh cum tir “co quan chuyén moén vé y té
cua tinh”.

2. Stra doi, bai bé mot sé diéu cua Thong tu s6 09/2020/TT-BYT ngay 10
thang 6 nam 2020 cua Bo truong BO Y té sira ddi, bd sung mot sb diéu ciia Thong
tu s6 03/2018/TT-BYT ngay 09 thang 02 nim 2018 cua Bo truong Bo Y té quy
dinh vé thyc hanh t6t phan phdi thuoc, nguyén liu lam thudc nhu sau:

a) Bii bo khoan 6 va khoan 11 Piéu I;
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b) Stra d6i cum tir “hd so dé nghi danh gia dinh ky” thanh cum tir “hd so
danh gia dinh ky” tai khoan 7 bicu 1;

¢) Stra d6i cum tir “So Y t&” thanh cum tir “co quan chuyén mon vé y té
cua tinh”.

Piéu 5. Hi¢u hrc thi hanh

1. Théng tu nay c6 hiéu luc ké tir ngay 01 thang 07 nam 2025.

2. Cac quy dinh vé viéc co sé kinh doanh dugc lién thong va cip nhat day
du dir liéu voi hé thong thong tin vé dugc theo hudng dan ciia Bo Y té thuc hién
tir ngay 01 thang 01 nam 2026.

Piéu 6. Piéu khoan chuyén tiép

Ho so da ndp trudc ngdy Thong tu nay co hiéu lyc thi hanh duoc tiép tuc
thuc hién theo quy dinh tai thoi di€ém ndp ho so hodc ap dung quy dinh tai Thong
tu nay ké tir ngay 01 thang 7 nam 2025 theo hudéng thuan tién, don gian hoa thu
tuc hanh chinh cho doanh nghiép, t6 churc, cé nhan.

Piéu 7. Trach nhiém thi hanh

1. Cuc Quan ly Duogc c6 trach nhiém:

a) Chu tri, phdi hop véi cac don vi lién quan to chirc phd bién Thong tu nay;

b) Lam dau mdi, phdi hop véi cac don vi ¢6 lién quan huéng dan trién khai
Thong tu cho co quan chuyén mon v¢ y té cuia tinh, Y t€ nganh va co s& kinh
doanh duogc thugc pham vi chirc nang, nhiém vu dugc giao;

¢) Thuc hién kiém tra viéc tuan thu cac quy dinh ctia Thong tu nay va xir ly
hodc kién nghi xtr Iy vi pham theo tham quyén.

2. Cuc Quan ly Y, Duoc ) truyén co trach nhiém:

a) Lam dau moi, phéi hop voi cac don vi ¢6 lién quan hudng dan trién khai
Thong tu cho co quan chuyén mon vé y t€ cua tinh, Y t€ nganh va co s& phan
phoi thudc ¢6 truyén, duoc li¢u thudc pham vi chirc nang, nhiém vu dugc giao;

b) Thyc hién kiém tra viéc tuan tha cac quy dinh ctia Thong tu nay va xu Iy
hodc kién nghi xir Iy vi pham theo tham quyén.

3. Uy ban nhan dan cap tinh c6 trach nhiém chi dao cac co quan thudc va
tryc thudc kiém tra viéc tudn thu cac nguyén tac, tiéu chuan thyc hanh tot cua cac
co sO kinh doanh dugc trén dia ban va chi dao co quan chuyén mon vé y té cua
tinh thyc hién cac cong viéc sau day:

a) Phdi hop véi cac don vi lién quan t6 chirc phd bién Thong tu nay va
huéng dan trién khai cho cac don vi trén dia ban;

b) Thyc hién kiém tra viéc tuan tha cac quy dinh ctia Thong tu nay va xu Iy
vi pham theo tham quyén.
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4. Co sé kinh doanh duoc c6 trach nhiém:
a) To chirc nghién ciru, trién khai viéc thuc hién quy dinh tai Thong tu nay;

b) Bao dam tuan thu tiéu chuan thuc hanh tdt trong sudt qua trinh hoat dong
cua co so;

c¢) Thuc hién hoat dong kinh doanh thudc, nguyén liéu lam thudc theo diang
pham vi dugc cap phép trén co sé tuan tha cac quy dinh cua phap luat.

Trong qua trinh thuc hién, néu c6 kho khin, vuong méc dé nghi cac co
quan, t6 chuc, cd nhan phan anh vé B0 Y té (Cuc Quan 1y Duoc) dé xem xét, giai
quyet./.

Noi nhan: | KT. BQ TRUONG
- Uy ban Vian hoa va Xa hoi cua Quoc hdi; &
- Vin phong Chinh phii (Phong Cong bao, Cong
théng tin dién Chinh pht; Vu KGVX);

- Bo truong Bo Y té;

- Cac Thir truong Bo Y té;

- Bo Tu phép (Cuc kiém tra vin ban QPPL);

- B6 Qudc phong (Cuc Quan Y);

- B6 Cong an (Cuc Y té);

- Cac Vuy, Cyc, Van phong Bo, Thanh tra B Y té;
- Co quan chuyén mén vé y té cac tinh, thanh phd
truc thudgc TU;

- Téng cong ty Dugc Viét Nam - CTCP;

- Hiép hoi Doanh nghié€p dugc Viét Nam;

- H61 Duogc hoc Viét Nam,;
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- Cac DN SX, KD thubc trong nuéc va nudc
ngoai;

- Vién kiém nghiém thuéc TW; Vién kiém
nghiém thuéc TP. HCM; Vién Kiém dinh Quéc
gia vic xin va sinh phim y té;

- Luu: VT, PC, QLD. YDCT.
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Phu luc

Biéu mau so6 01

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

THONG BAO
Vé hoat dong ban thudc/nguyén liéu 1am thudc theo phwong thirc thwong mai dién tir
Kinh guri: ...........
I CO SO ettt
Hoat dong ban budn thube, nguyén liéu lam thude: [
Hoat dong ban 1¢ thubc: [

Daa G oo
1. Pi duoc cap Gidy ching nhan thyc hanh t6tY: O

Gidy chung nhan thyc hanh ........ t0t SO v do........ CAPNEAY ....ooiiiinl
2. Pa dugc cap Gidy chu’ng nhan du diéu kién kinh doanh duoc @: O

Gidy ching nhan du diéu kién kinh doanh dugc sb:................. do...... cip ngay ......:

3. Thong bao vé viéc kinh doanh theo phuong thirc thwong mai dién tur:

a) Co s¢ thiét 1ap website/iimg dung/nen tang s6 thuong mai dién tir c6 chure nang dat hang
tryc tuyén........... (3) da hoan tat thu tuc voi co quan quan 1y nha nudc vé thuong mai dién
tur.

b) Co s¢ dang kinh doanh theo phwong thirc thwong mai dién tr trén san giao dich thuong mai
dién tir/ nén tang so trung gian thuvong mai dién tr.................. 4)

4. Thoi diém dy kién ban thuéc/nguyén ligu lam thude theo phurong thirc thwong mai dién tir:
Co s cam két da thuc hién day dii cac quy dinh ctia phép luat vé kinh doanh thuong mai dién
tu.

............... ngay thang nam
Nguoi dai dién truwdc phap luat/ Nguoi dwge oy
quyén /ngudi chiu trach nhiém chuyén mén vé
dugc ciia co s¢ (ddi voi co sé ban 1é thude)
(Ky, ghi ré ho tén, chire danh, déng ddu (néu cé))

Ghi chu:

(1) Liét ké Giay chting nhan GPs con hiéu lyc tai dia diém kinh doanh néu cé.

(2) Liét ké Gidy ching nhan di diéu kién kinh doanh duge con hiéu lyc néu co.

(3) Ghi 15 tén website/ tmg dung/ nén tang s thuwong mai dién tir ban hang.

(4) Ghi 15 tén san giao dich thuong mai dién ti/ nén tang s trung gian thwong mai dién tur.



Biéu mau s6 02

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

THONG BAO
Chéam dirt hoat dong ban thudc/nguyén liéu 1am thudc theo phwong thirc thwong mai
dién tir
Kinh gui: ..........

I CO SO ettt e e e e
Hoat dong ban buon thudc, nguyén li¢u lam thuoc: L]
Hoat dong ban 1¢ thudc: [

Daa G oo
1. Pi duoc cap Gidy ching nhan thyc hanh t6tY: O

Gidy chung nhan thyc hanh ........ 6t SO: i do........ CAPNEAY ...ovveeiiinl
2. Pa duoc cip Gidy ching nhan du diéu kién kinh doanh duge @: O

Gidy chung nhan du diéu kién kinh doanh dugc sd:................. do ...... cip ngay ......

3. Co so xin thong bao cham dut hoat dong ban thudc/nguyén liéu 1am thube theo phuong
thirc thuong mai dién tir d01 VOi: ...eeveeeeeeereeeeene. O R SR

Co so cam két da thyc hién ddy du cac quy dinh cua phap luat vé kinh doanh thuong mai dién
tu.
............... ngay thang nam
Nguoi dai dién truwdc phap luat/ Nguoi dwge oy
quyén /ngudi chiu trach nhiém chuyén mén vé
dugc ciia co s¢ (ddi voi co sé ban 1é thude)
(Ky, ghi ré ho tén, chire danh, déng ddu (néu cé))

Ghi cha:

(1) Liét ké Gidy chimg nhan GPs con hiéu lyc tai dia diém kinh doanh néu co.
(2) Liét ké Giay chung nhéan du di@u kién ki,nh doanh duogc con hiéu luc néu co.
(3) Ghi 16 tén website/ing dung/nén tang so thuong mai dién tir.



Biéu mau s6 03

Mau s6 07
CO QUAN TIEP NHAN ....... CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc
S6: ..... IGDP
GIAY CHUNG NHAN PAT “THU'C HANH TOT PHAN PHOI THUOC, NGUYEN LIEU LAM THUOC”
GOOD DISTRIBUTION PRACTICES (GDP)
... (Co quan tiép nhan) chirng nhin

CoSOieevirenennn..

bia chi Tru sé chinh: ........................
Pat “Thuc hanh tot phan phi thude, nguyén lidu 1am thube” (GDP)

Tai dia diém kinh doanh: .....................

Nguoi chiu trach nhiém chuyén mén v& dUQC: v

Pham vi kinh doanh: ...............

Gidy chung nhan ndy c6 gia tri dén ngay.... thang ... ngm ... ngay ..... thang ...... nam .....

(NGUOI PUNG PAU CO QUAN TIEP NHAN)



Biéu mau s 04
Mau s6 01
TEN PON VI CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO SO Poc 1ap - Ty do - Hanh phiic
Sb: ... [ece , ngay...... thang...... nam 20....
THONG BAO PAP UNG
THU'C HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC
Kinh gui: ...

I CO SO ettt
Piachi Kho bao qUan: ... ..o
biénthoai: ...................... Email: ...........................
Nguoili€n hé: ..., Chtrc danh: ..................
Piénthoai: ...................L Email: ...........ooiiiii.
Co s¢ ching t6i da dugc thanh 1ap theo cdc van ban sau ...... , Co sd co bao gém pham vi hoat dong

bao quan bao quan thude, nguyén li¢u lam thuoc, cu thé nhu sau:

Thuc hién quy dinh tai Luat duoc; Thong tu s6 36/2018/TT-BYT 22/11/2018 cua Bo trudong BO Y té
quy dinh vé Thuc hanh tot bao quan thude, nguyén liéu 1am thude va Thong tu sb .../2025/TT-BYT
ngay .../....J12025 sira d6i, bo sung Thong tu s6 02/2018/TTBYT ngay 22/01/2018 ciia Bo trudng
Bo Y t& quy dinh vé Thyuc hanh tot co s& ban 1¢ thudc, Thong tu sé 03/2018/TT-BYT ngay
09/02/2018 cua B truong BO Y té quy dinh vé Thyc hanh tSt phan phdi thude, nguyén liéu lam
thudc, Thong tu sO 36/2018/TT-BYT ngay 22/11/2018 cua Bo truong BO Y té quy dinh vé Thyc
hanh t6t bao quan thude, nguyén lidu lam thude, sau khi tién hanh ty thanh tra va danh gia dat yéu
cau; co s chung t61 xin thong bao dap ung tiéu chuan GSP ddi v&i pham vi bao quan thudc trong
quy dinh vé chirc ndng nhiém vu cua ching to1 néu trén.

Chung tdi xin cam doan thyc hién ddy du cac vin ban phap luat, cac quy ché chuyén mén dugc cé
lién quan.

Thu truong don vi
(Ky, ghi ro ho tén, dong dau)



Biéu miu sb 05
MAu sé 04/GPP: Bao c4o thay ddi ciia co sé ban 1é

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
------- Doc lap - Tu do - Hanh phuc
So: ........ Jovouuooes , ngay...... thang ..... nam 20.......

BAO CAO THAY POI VE THUC HANH TOT BAN LE THUOC

Kinh gui: ...ccooovvieiiien,
TEN CO SOT ittt
DA Gt
bién thoai: ........cocevviviiiiiiiec, Email: ..o
Nguoi chiu trach nhi€ém chuyén mon: .........cccoevviviiiiieiinne ndm sinh: .......cccooevennnnn
S6 Ching chi hanh NZHE AUOC: ......c..cveeeeeeeeeceseeeesee et
NOT CAP;cerveveeeeeeeee e e, NAM CAP, vvvvrrrrrrnnns 6 gia tri dén .............. (néu co)
ba duoc cép Giéy chuing nhéan du diéu kién kinh doanh dugc $6:......oveeeeveeereeeeeenn, ,
NEAY CAP: vevvrveeens v6i loai hinh va pham vi kinh doanh
Ba duoc cap Gidy chitng nhdn GPP S6:........c.ocveveeennns, NGAY CAP: vvvvereereerrerrrrea. voi pham vi chiing
nhan):

Danh muc tai lidu lién quan dén thay doi (tiiy theo loai hinh thay d6i, kém theo céc tai lidu tuong
ung).

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé duoc, ching t61 xin cam doan thuc
hién day du cac van ban phap ludt, cac quy ché chuyén mén dugc co lién quan. D& nghi SO Y té....
danh gia vi¢c dap ung GPP do6i véi thay doi néu trén cia co s¢ ching toi.

Chuing t61 xin guri kém ban bdo cao nay cac tai li¢u sau day:

1. Ban sao Gidy chtng nhan di diéu kién kinh doanh dugc da cép;

2. Ban sao Gidy ching nhan GPP

3. Ban sao Gidy chung nhan ding ky kinh doanh (phii hop véi néi dung bé sung/ thay doi);

Ngudi chiu trach nhiém chuyén mén vé
dwgc cua co s¢
(Ky, ghi ré ho tén, dOng dau)



Biéu miu sb 06
MAu s6 05 tai Thong tu s6 36/2018/TT-BYT

BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc 1ap — Tu do — Hanh phuc
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness
S6/No.: ... /GCN-QLD

GIAY CHUNG NHAN DAP UNG THU'C HANH TOT BAO QUAN
THUOC, NGUYEN LIEU LAM THUOC (GSP)
CERTIFICATE OF GOOD STORAGE PRACTICE COMPLIANCE

Phan 1/ Part 1:

Can ctr quy dinh tai Thong tu s6 36/2018/TT-BYT ngay 22/11/2018 ciia Bo truong BO Y té
quy dinh vé Thuc hanh tét bao quan thudc, nguyén licu lam thude,

Pursuant to the Circular number 36/2018/TT-BYT dated 22/11/2018 by Ministry of Health on
Good Storage Practice for medicinal products and materials (GSP),

Can ctr dé nghi ciia Cong ty ................. tai Pon dé nghi diéu chinh Gidy chung nhan du
diéu kién kinh doanh dugc ngay ......... (loai hinh: Co's¢ .............. ) va cac tai liéu kém theo;

Based on the request of ...............in the Application form dated ...... ... ...., for the Certificate
of Eligibility for Pharmaceutical Business (type: ............) and the attached documents;

Cuc Quin ly Duwgc chirng nhin:
The Drug Administration of Vietnam certifies the following:

(O T o T J o [V 0
The establiSMeNnt: ettt et erar s es s s e e as e
Dia chi van phong: ceeiiiiiiiiiirrr s
[I=To L 1o o | =TI
Dia chi KhO DA0 QUAN:  ceiiriiiiiiiiiieiiiiiieeeenteecntencescnsencscnsencesensescnsansannns
B3] 1= 10 [0 151

Pi duge danh gia theo quy dinh lién quan dén viéc cap Gidy chung nhan du diéu kién kinh
doanh duoc phl hop Véi cac quy dinh tai Diéu 33 Luat duoc s6 105/2016/QH13 ngay 06/04/2016,
Diéu .... Nghi dinh s6 .../2025/ND-CP ngay ..../.../2025 caa Chinh pha quy dinh chi tiét mot sé diéu
va bién phap thi hanh Luat duoc, Thong tu sé 36/2018/TT-BYT ngay 22/11/2018 cua Bo truong Bo
Y té quy dinh vé Thuc hanh t6t bao quan thudc, nguyén liéu lam thudc (GSP), Théong tu sd
....[2025/TT-BYT ngay .../..../2025 sira d6i, b6 sung 1 s6 diéu cia mot sd diéu caa cac Thong tu cua
Bo truang Bo Y té quy dinh vé thuc hanh tt co sé ban 1é thude, Thong tu quy dinh vé thyc hanh tét
phan phdi thudc, nguyén liéu 1am thude, Thong tu quy dinh vé thuc hanh tét bao quan thubc, nguyén
lieu 1am thubc

Has been inspected in connection with the issuance of Pharmaceutical business license and in
accordance with the national regulations at Article 33 of Pharmaceutical Law n° 105/2016/QH13
dated 06/04/2016, Article ..... of Decree n° ..../2025/ND-CP dated .../../2025 of the Government,
detailing some Articles and measures to implement the Pharmaceutical Law, Circular No.
....[2025/TT-BYT dated .../.../2025 amending and supplementing a number of articles of Circular No.
02/2018/TT-BYT dated January 22, 2018 of the Minister of Health on Good Pharmacy Practices
(GPP); Circular No. 03/2018/TT-BYT dated February 9, 2018 of the Minister of Health on Good
Distribution Practices for medicinal products and materials (GDP) and Circular number
36/2018/TT-BYT dated 22/11/2018 by the Ministry of Health on Good Storage Practice for medicinal



products and materials (GSP).

Can ctr két qua danh gia co s¢ bao quan duoc thuc hién ngay ............ , CO sO bao quan néu
trén dugc cong nhan dap Gng tiéu chuan Thuc hanh tét bao quan thude, nguyén liéu 1am thudc (GSP)
theo quy dinh tai Thong tu sé 36/2018/TT-BYT ngay 22/11/2018 cua B truong Bo Y té Viét Nam,
phl hop véi huéng dan GSP cua To chuc Y té thé gidi.

From the knowledge gained during inspection of this establisment, which was conducted on
......... , It is considered that it complies with the requirements of Good Storage Practice for medicinal
products and medicinal materials laid down in Circular n® 36/2018/TT-BYT dated 22/11/2018 by
Vietnam Ministry of Health, which is harmonized with the requirements of GSP guideline of World
Health Organization.

Gidy chung nhan nay thé hién tinh trang tuan tha GSP cua co s bao quan tai thoi diém danh
gia néu trén va c6 hiéu luc khong qua 3 nam ké tir ngdy danh gia. Tuy nhién, cin cir theo nguyén tic
quan ly rai ro, thoi gian hiéu luc cua Gidy chirng nhan cé thé duogc rdt ngan hoic kéo dai va s& duoc
ghi tai muc Nhing noi dung han ché hoac 1am rd.

This certificate reflects the status of the warehousing site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years have
elapsed since the date of that inspection. However, this period of validity maybe reduced or extended
using regulatory risk management principles by an entry in the Restrictions or Clarifying remarks
field.

Gidy chang nhan chi c6 hiéu luc khi thé hién day du cac trang va bao gom ca Phan 1 va Phan
2.

This certificate is valid only when presented with all pages and both Partl and Part 2.

Tinh xac thuc cua Gidy chitng nhan nay c6 thé dugc xac nhan thdng qua noi dung ding tai trén
Trang thong tin dién tr cua Cuc Quan 1y Dugc. Néu khdng cd, hdy lién hé véi Cuc Quan 1y Duoc dé
dugc lam ro.

The authenticity of this certificate may be verified in the website of the Drug Administration of
Vietnam. If it does not appear, please contact the Drug Administration of Vietnam.

Phan 2 /Part 2 :
1.  HOAT PONG BAO QUAN THUOC
STORAGE OPERATIONS — MEDICINAL PRODUCTS

1.1 [Thuoc héa dwge chira khang sinh nhém p-Lactam /
Chemical medicinal products containing f-Lactam antibiotics

1.1.1. Thudc bao quan & diéu kién thuong / Normal storage condition.
1.1.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
1.1.3. Thudc bao quan ¢ diéu kién khac / Other storage conditions :

1.2 [Thudc héa dwoc khong chira khang sinh nhém p-Lactam /
Chemical medicinal products not containing f-Lactam antibiotics

1.2.1. Thudc bao quan & diéu kién thuong / Normal storage condition.
1.2.2. Thudc bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C
1.2.3. Thudc bao quan & diéu kién khac / Other storage conditions :

1.3 [Thudc dwoc liéu / Herbal medicinal products

1.3.1. Thudc bao quan & diéu kién thuong / Normal storage condition.
1.3.2. Thudc bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
1.3.3. Thudc bao quan & diéu kién khéac / Other storage conditions :

1.4 [Thudc sinh hoc / Biological medicinal products

1.4.1. Thudc bao quan & diéu kién thuong / Normal storage condition.
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1.4.2. Thudc bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C
1.4.3. Thudc bao quan & diéu kién khéac / Other storage conditions :

1.5 [Thudc phai kiém soat diic biét / Special-controlled medicinal products

1.5.1. Thudc bao quan & diéu kién thuong / Normal storage condition.
1.5.2. Thudc bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C
1.5.3. Thudc bao quan & diéu kién khac / Other storage conditions :

2.  HOAT PONG BAO QUAN NGUYEN LIEU LAM THUOC
STORAGE OPERATIONS — MEDICINAL MATERIALS

2.1 [Nguyén liéu khang sinh nhém f-Lactam / g-Lactam antibiotics materials

2.1.1. Nguyén liéu bao quan & diéu kién thuong / Normal storage condition.
2.1.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C

2.1.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

2.2 [Nguyén liéu hoa dwgc khac / Other chemical medicinal materials

2.2.1. Nguyén liéu bao quan & diéu kién thuong / Normal storage condition.
P.2.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
2.2.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

2.3 |[Nguyén liéu dwoc liéu / Herbal medicinal materials

2.3.1. Nguyén liéu bao quan & diéu kién thudng / Normal storage condition.
2.3.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
2.3.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

2.4 [Nguyén liéu sinh hoc dung lam thudc / Biological medicinal materials

2.4.1. Nguyén liéu bao quan & diéu kién thuong / Normal storage condition.
2.4.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 — 8 °C
2.4.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

2.5 |[Nguyén liéu phai kiém soat dic biét / Special-controlled medicinal materials

P.5.1. Nguyén liéu bio quan & diéu kién thuong / Normal storage condition.
P.5.2. Nguyén liéu bao quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
2.5.3. Nguyén liéu bao quan & diéu kién khac / Other storage conditions :

2.6 [Nguyén li€u khac: ... / Other medicinal materials: ...

0.6.1. Nguyén liéu bio quan & diéu kién thudong / Normal storage condition.
2.6.2. Nguyén liéu bio quan & diéu kién lanh / Cold storage condition : 2 — 8 °C
2.6.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

Noi dung han ché hoiic 1am ré lién quan dén pham vi chirng nhan :

Any restrictions or clarifying remarks related to the scope of this certificate :

1. Hoat dong bao quan thudc: ap dung cho loai hinh co s& xuat khau, nhip khau thudce/ co s¢ kinh
doanh dich vy bao quan thude.

1. Storage operations of medicinal products: applicable to the exporting and importing establishment
of medicinal products/ Establishment providing storage service of medicinal products

2. Hoat dong bao quan nguyén liéu lam thudc: ap dung cho loai hinh co s¢ xuit khau, nhap khau
nguyén li¢u lam thudc/ co sé kinh doanh dich vu bao quan nguyén li¢u lam thuoc.
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2. Storage operations of medicinal materials: applicable to the exporting and importing
establishment of medicinal materials/ Establishment providing storage service 012 r)nedicinal materials
1

Gidy chuing nhan nay thay thé cho Gidy chang nhan s ... IGCN-QLD ngay ....... Gidy chiing nhan

$6 ....../GCN-QLD ngay ........ khong con hiéu luc @
This certificate replaces the certificate No. ...... IGCN-QLD dated ....... The certificate No.
......... IGCN-QLD dated ........... is no longer in effect.

Ha Noi, ngay (day) thang (month) nam (year)

CUC TRUONG
Director General

W Péi véi co s kinh doanh duoc ¢é vén dau tu nude ngodi bd sung thém:

“Gidy chtng nhan dap tmg “Thuc hanh t6t bao quan thudc, nguyén lidu 1am thude” (GSP) 1a co so dé
xem xét Gidy ching nhan du diéu kién kinh doanh duoc pham vi xuat khau, nhap khau thudc, nguyén
liéu 1am thude, khong &p dung véi pham vi kinh doanh dich vu bdo quan thude, nguyén liéu lam
thude.

The Certificate of Good Storage Practices (GSP) is a basis for considering the issuance of Certificate
of Satisfaction of Conditions for Pharmaceutical Business with the scope of import and export of
pharmaceutical, not applicable to the scope of medicinal products, medicinal materials storage

i3

service.”.
(2) Ap dung cho truong hop c6 thay thé Gidy ching nhan GSP
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Biéu mau sb 07

MAu sé 04/GDP: Phiéu tiép nhan ho so

..... , CONG HOA XA HOQI CHU NGHIA VIET NAM
Tén co quan tiép nhan Poc lap - Tu do - Hanh phuc
SO: e Lovovviiccaeee , ngay... ... thang ..... nam 20 ... ....
PHIEU TIEP NHAN
HO SO ..o S
[ 5 10 0 B4 I 110 o PRSPPI
2. bia chi don vi ndp hd so (truong hop ndp ho so qua dudng buu chinh):
2. Hinh thtrc ndp: Tryc tiép O Buu chinh o
Nop lan dau o Nop bo sung 1an.® .. o
3. S0, ngay thang nam van ban ctia don vi (N&U CO): c.vvvrrvrrvrereeeeceeisieeeeeee e
4. Danh muc tai liéu(4): ........................................................................................................

Ghi ch(: Phiéu tiép nhdn nay chi c6 gia tri xdc nhédn co sé da ndp ho so tai co quan tiép nhin ho so
NGUOI NHAN HO SO
(Ky va ghi ro ho tén)

Ghi chu:

(1) Sé tiép nhin hé so

(2) Tén thu tuc hanh chinh.

(3) Ghi lan bé sung ho so.

(4) Cac tai |iéu twong wng theo thi tuc hanh chinh dwoc quy dinh tai Ludt dwoc va Nghi dinh nay
(liet ké chi tiét hodc danh muc kem theo).
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Biéu mau sb 08
MAu s6 05/GDP tai Phu luc IV Thong tu s6 03/2018/TT-BYT
HO SO TONG THE VE CO SO PHAN PHOI THUOC, NGUYEN LIEU LAM THUOC
1. Thong tin chung vé co s& phan phéi
1.1 Théng tin lién hé cia co sé phin phoi

R ) oo 2o S RRRPR
- bia chi Van phong, ................ s6 dién thoai.......ocovevveeee, FaX oo,
- Pia chi kho bao quan:..........cccceviiiiiiii i , 8O dién thoai «..oveveeeeeveeeeenn,
= GHAM @O ettt , 8O dién thoai ..o.ovvveveeeeeeeeeeennn,
- Nguoi chiu trach nhiém chuyén mon: .........cccccevieennnne , 5O dien tho@i......ocovveeereeeein,
- Pham vi Kinh doanh: ..........coooiiii i

- Gidy ching nhan dang ky Kinh doanh SO ...........ccoveveveeverrieiesiesieeeeseeseseses e

- Gidy chtmg nhan dii diéu kinh doanh dugc SO ........o.eceeverereeceecieieeeeeee e

1.2 Cac hoat dong phan phéi thuéc, nguyén liéu lam thuéoc dwoc ccfp phép ciia co so tai dia chi trén
- Danh muc cac 1oai san pham phan Phoi .........ccceeeeeeeeiieeeieeeee e,

- Danh myc cdc dat kjém tra GDP dugc tjén hanh tai co s&, bao gdm thong tin vé ngay thang, tén cta
co quan c6 tham quyén thuc hién viéc kiém tra.

- Ban sao cua Gidy ching nhan dang ky kinh doanh, gidy chimg nhan du diéu kién kinh doanh thudc
néu co.

- Ban sao gidy chimg nhén du diéu kién kinh doanh thudc hodc Gidy chirng nhan GPP ciia ting nha
thuoc trong chudi, Glay chimg nhan dat GDP (trudng hop da duge danh gia) ciia co s¢ ban budn néu
t6 chirc chudi nha thudc.

2. Nhéan sw

- So @6 nhén sy clia co s, bao gdm vi tri quan 1y chit lugng, quan 1y kho bao quan, kiém tra chat
lugng, giao nhdn, kinh doanh ...

- Danh sach nhan sy cta co sé: tén, chitc danh, trinh d0 chuyén mon,..............ccceeeeeee

3. Kho bio quin

- So d(‘ﬂ)vVi tri dia 1y ctia kho bao quan thudc/nguyén liéu lam thudc/vic xin sinh pham trong mat bang
tong thé cua co s0,

- Ban vé thié',t ké kho va cac khu vuc be}o quan c}}o cac san phém khac nhau, cac khu vuc biét tritr va
xur 1y cac chat c6 ddc tinh cao, hoat chat nguy hi€m va céc nguyén li¢u nhay cam, (néu co);

- M6 ta ngan gon vé cac diéu kién bao quan cu thé (néu ap dung) nhung khong dugc thé hién trén cac
ban vé.

4. Danh muc thiét bi bao quan, phwong ti¢n van chuyén

- Liét ké danh muc cac thiét bi chinh st dung dé bao quan, van chuyén, thoi han kiém dinh thiét bi.
5. Ho so tai liéu

- M6 ta chung vé hé thong ho so tai liéu cta co s¢ (vi du hé thdng tai liéu dién tir, tai liéu ban cing).
- Danh myc cac quy dinh, ho so, tai lidu lién quan dén hoat dong phan phdi thude/ nguyén lidu lam
thuoc

- Danh muyc cac quy trinh, thao tac chuén thue hién viéc phan phéi thuéc/nguyén liéu lam thude

- Bao c4o vé hé théng chit luong ctia co sé phan phdi to chire chudi nha thudéc GPP

- D6i Vi co sO té chirc chudi nha thudc ¢ thém céc tai lidu vé cac nha thude thudce chudi: Tén, dia
chi, thong tin glay ching nhén du diéu kién kinh doanh duoc, thong tin Gidy chung nhan GPP cua
cac nha thudc (s6, ngay cép, co quan cap, hiéu luc (neu c0)); ngudi chiu trach nhiém chuyén mén ve

dugc cua cac nha thude (ho tén, ching chi hanh nghe duoc (so ngay cip, co quan cap)); hé théng
quén 1y chat lugng thng nhat dé ap dung cua chudi nha thudc.

6. Tu thanh tra
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- Mo ta ngén gon vé hé théng tu thanh tra cia co s&, két qua tu thanh tra va ty danh gia muc do dap
ung dat yéu cau GDP cua co so.
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