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Ghi chu

1. Sua doi,
b6 sung cau
dan bicu 4

Ho so cong bd san pham m§ pham bao gom cac
tai liéu sau:

Ho so cong bd san pham my pham truc tuyén hosc truc tiép hosc
théng qua dich vu buu chinh cdng ich bao gom cac tai liéu sau:

2. Sira doi,
b6  sung
khoan 1
Diéu 4

“]. Phiéu cbng bd san pham my pham (02 ban)
kém theo dit liéu cong bd (ban mém cua Phiéu
cong bd);”.

“Ddi voi truong hop nop ho S0 cong bd san pham my pham truc
tuyen tai Cong Dich vu cong qudc gia hoac Cong Dich vu cong cap
bo, cap tinh: Phiéu cong bd san pham my pham gom 01 ban.

Péi voi truong hop nop hd so cong bd san pham my pham truc tlep
hoic thdng qua dich vu buu chinh cong ich: Phiéu cong b san pham
my pham gém 02 ban;

3. Sua doi,
b6  sung
diém a
khoan 1
biéu 5

a) Phiéu cong bd san pham my pham duoc lap
theo mau Phu lyc s6 01-MP. Phiéu cong b phai
dugc nguoi dai dién theo phép luat ky, co dong
dau giap lai cua to chirc, ¢ nhan chiu trach nhiém
dura san pham ra thi truong. Céch ghi cac noi dung
trong Phiéu céng bd san pham my pham theo
hudng dan tai Phy luc s6 02-MP.

“a) Phiéu cong bd san pham my pham dugc 1ap theo mau Phy lyc
s6 01-MP. Céch ghi cac noi dung trong Phiéu cong b san pham my
pham theo huong dan tai Phu luc s6 02-MP.

Péi véi trudng hop nop ho so cong bd san pham my pham truc
tuyen tai Cong Dich vu cong qudc gia hoac Cong Dich vu cong cap
bo, cap tinh: Phiéu céng bd phai dugc ngudi dai dién theo phép luat
ky s, dong dau cua to chirc, c& nhan chiu trach nhiém dua san pham
ra thi truong. Viéc ding ky va sir dung chir ky sé dugc thuc hién
theo quy dinh tai Nghi dinh sé 130/2018/NB-CP ngay 27 thang 9
nam 2018 cta Chinh phu quy dinh chi tiét thi hanh luat giao dich
dién tir vé chit ky s6 va dich vu ching thuc chit ky sb.

Péi voi truong hop nop hd so cong bd san pham my pham truc tiép
hodc théng qua dich vu buu chinh cong ich: Phiéu cong bd phai
dugc nguoi dai dién theo phap luat ky va dong dau, c6 dong dau
gi4p lai cua td chuc, ca nhan chiu trach nhiém dwa san pham ra thi
truong.”.

4, Stra dol,
b6  sung
khoan 2
biéu 5

“2. Dit liéu cdng bd (ban mém cua Phiéu cong
bd): Cac t6 chirc, ca nhan c6 thé nop dir liéu cong
bd quy dinh tai khoan 1 Diéu 4 ciia Thong tu nay
theo mot trong hai cach thirc sau:

“T6 chirc, ca nhan dung tén cong bd san pham phai chiju trach nhiém
toan dién trudc phap luat vé tinh chinh xéc, hop phap, trung thuc
cua tat ca céc tai lidu cua ho so cong b6 san pham my pham va tinh
phl hop cua cac nodi dung tai Phiéu cong bd san pham my pham
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a) Khai bao truc tiép: To chure, ca nhan dang tén
cong b san pham m¥ pham guri van ban vé Cuc
Quan Iy duoc - Bo Y té dé duoc cap tai khoan truy
cap vao co so dir liéu vé quan ly my pham, khai
bao tryuc tiép trén co so dit liéu. Phiéu cong b nop
cho co quan quan Iy nha nudc ¢ tham quyén phai
duoc in ra ti co s dir liéu do.

b) Truy cap vao trang thong tin dién ti ctia Cuc
Quan Iy duoc, tai co sé dit liéu cua Phiéu cong bd
san pham my pham (Phuy luc s6 01-MP), dién day
du thong tin theo quy dinh vao co so dir liéu, sao
luu vao phuong tién Iuu gitr dién tr (USB, CD-
ROM, ...). Phiéu cong b6 nop cho co quan quan
1y nha nuéc c6 tham quyén phai duoc in ra tir co
so dur liéu do.

T6 chirc, ca nhan ding tén cong bd san pham phai
chiu hoan toan trach nhiém vé tinh phu hop céc
noi dung ciia Phiéu cong bd san pham my pham
(ban c6 ky tén, dong dau) vai dir liéu cong bd (ban
mém) di khai bao hoic ndp cho co quan quan 1y.”.

(ban c6 ky tén, dong dau) véi dir liéu, thong tin da khai bao hoic
nop cho co quan quan ly.”.

5. Sta doi,
b6 sung céu

1. Ho so cong bo san pham my pham duoc 1am
thanh 01 bg, nop truc tiep hodc guri qua dudng buu
dién t4i co quan quan 1y nha nude cd tham quyén
sau:

“1. Ho so cong bd san pham my pham dugc 1am thanh 01 b, nop
truc tuyén tai Céng Dich vu cong quéc gia hoic Cong Dich vu cong
cap bo, cap tinh hoic tryc tiép hoic thong qua dich vu buu chinh
cong ich toi co quan quan 1y nha nudc ¢6 thim quyén sau:”.

dan cua
khoan 1
biéu 7

6. Sta doi,
bé  sung
diém a
khoan 2
biéu 35

“a) To chiic, ca nhan nhap khau my pham dé
nghién ciru, kiém nghiém phai giri don hang nhap
khau my pham dung cho nghién ctu, kiém
nghiém téi Cuc Quan ly duoc - B Y té (Phy luc
s6 14-MP). S6 luong téi da cho mdi san pham la
10 mau.

Pon hang nhap khau my pham ding cho nghién
ctru, kiém nghiém duoc 1am thanh 03 ban. Sau khi
duogc phé duyét, 02 ban dugc luu tai Cuc Quan ly
dugc, 01 ban gui don vi. Ban gui don vi ¢6 dong

“T6 chirc, c& nhan nhap khau my pham dé nghién cau, kiém nghiém
phai giri don hang nhap khau my pham ding cho nghién ctu, kiém
nghiém (Phu luc s6 14-MP) t6i S Y té noi dat try s¢ chinh cua co
s6. SO lugng tdi da cho mdi san pham 1a 10 mau tinh theo don vi
dong goi thuong mai nhé nhat. S6 1an nhap mot san pham khéng
qua 01 lan / nam.

Déi véi truong hop nop Pon hang nhap khau my pham ding cho
nghién ctu, kiém nghiém tryc tuyén tai Cong Dich vu cong cap tinh:
Pon hang nhap khau my pham dung cho nghién ctu, kiém nghiém
gom 01 ban.
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A

dau “Ban giri doanh nghiép” d¢é trinh co quan Hai
quan khi lam tha tuc thong quan.

Cac san pham my pham nhap khau dé nghién cuu,
kiém nghiém phai dugc st dung ding muc dich,
khong dugc phép dua ra luu thong trén thi
truong.”.

Doi véi truong hop ndp Pon hang nhap khau my pham dung cho
nghién ctu, kiém nghiém truc tiép hoac thong qua dich vu buu
chinh céng ich: Pon hang nhap khau my pham dung cho nghién
ctu, kiém nghiém duoc 1am thanh 03 ban. Sau khi duoc phé duyét,
02 ban duoc luu tai S6 Y té, 01 ban guri co so. Ban giri co so €6
dong dau “Ban gui doanh nghiép” dé trinh co quan Hai quan khi
lam thu tuc thong quan.”.

7.7 Sta dol,
b6 sung Phu
luc 14-MP

Phu luc s6 14-MP: Mu Pon hang nhap khau my
pham dung cho nghién ctu, kiém nghiém
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